Innovative Value Chain

0

Bio-Support

Ho|e M= E [HFENQ SetEHo]d Mu|A] AFY 27 R 222 ZHEL

HIO|2MEEE= GMP EHat EX0 Cist AAHZE 7[4te 2 CfsHal= Mok S Hio|Ateio] WXof =
2 gojLtor Ldxstaxt 2000 HEE CHSHIS No.1 GMP & Validation &

du
rx
ra
[
om
=1
113
2
dc,
Ao

x|t 2497t "Global GMP & Validation Solution Service" £0F0|AM 4o} & ZAEn} sHAl2kg J|Hio 2
=] M2k 9l Hjo]e Meio| X|&EHol WX =20 E + ALE

“H|etdlo| @ e el Z2tEe|o]M AMH|A(PharmaBio Value Chain Collaboration Service)"S I}tEL{Q}
st &Lt

3

O|X} TtEL{QI @HIO|2QMZEQ} SHH FA|ZE 1!

Hefutol2 FH|, A|AH, MH[A SO jet AXAM, B2 S5 2=SAHL 2oArd0] 24 NHHHME
otz O|HIY = ZEolAdo|Ll Q2| BEE HLIFAH HS Cfot EHHSE EL =5 SIS CL

gmp@biosupport.co.kr / B : HRH QA AT XU 4T

HefHio|2 ROl EetEeg| o] AMH|A(PharmaBio Value Chain Collaboration Service) 27l
HO|2MZE = 2000 O|2H2 A|ofHi0|2 FOFOf|A

o 1,007 OAe| C¥E GMPUHEA, BUAAR, SolMAL U Walojojd 5) 74 U
NERETERY Z2o| OALE 2ol
o 4THOl MY DRHME 30| G2 ALBAI 2| So| HBS TR HAYULICE

- 20

g 7|0tE ZZXAeE AF2XH7F EHISHE Innovative Value Chain Collaboration ServiceS A $ 5}
oA SFYe| mtEL e &H HAXQl BILFIXE HESLICL

HIO|2 MZE = X ofHI0|2 AMEXt 5! SSXtet e HMXel WRH IS WS ZLCh

H|obHto| 2 K| - Al ofHt0| @ HH Y
(AFRXH [ Bio-Support ] @27

GPP Good Value Chain Best Marketing & Sales
(Good Procurement Practice) Collaboration Service Practices(BMSP)

Bio-Support,
The Bridge to Mutual Success

w7t At
GMP 3! 7|&H X[
HIO| @ MEZE =

g et BIRE .
T oft0| 2 AH|(ALE Rh2t el ARSI 517 20| 7o) 3 2 RSl o6 B
Crgt A 8atel A 7two|H 3t MEXO|TD UIEI;IEE.?_I GMP % 7]

Powerful3t TtE L =55
olu|ct.

Ale|X &8t ZapE ol
H|ekdto] 2 HH|(AFHEXH 2| AME| Project Management, FAT/SAT, & Zd

Wt o2 B DULE

Document No: BS-VVV-001-A01(Ver 03), 2024-10-01

PharmaBio Value Chain Collaboration Service of Bio-Support



mailto:gmp@biosupport.co.kr

HIO|2 MEE = TtEL{Q} &M C}
t

Collaboration Service)"S H| =23

HFO| 2 M i E 9

Bio-Support

| “HItuto| WRHQI SatR ol MH[A

(PharmaBio Val

ue Chain Collaboration Service)"2 2319172

=3
[=]
a

o| “H|efdlo|2 WRAQ Z2tEao|M AMH|A(PharmaBio Value Chain
AELCE

No Section Description(If applicable, 21-8A])
1 | Project feasibility o i HHI7t HX|E GMPAHZRA JHEHA, 7|248A L HMEA A& MEA
consulting (8| Bix| &=, Utility Requirements &)
2 | Project Management e 17 otzd 4l 2|82 TZAE 2| MH|A(PM +HZ|L|0] +GMPHMEE)
3 | Process Development & | ® JHWLZA(HEA|) L ZE HA MH[A
Design
4 | USR Development ® A|AHEl ZH| 8l Computerized System@| Initial URS 7He: MH|A
5 | Equipment Spec o LA TE 1A HEH HH 4 2F MEA
selection and ® GMP(21 CFR Part 11, Data Integrity) Compliance & HZ3%0|| Bglot=
customization Computerized System C|Z}Q1 AH|A
6 | Project engineering o GMP Y ZH2 AU J|Hto=2 ZH| AA L A2t
design and ® ZH| 72, FAE, Computerized System S92 1z at=3 L 0|2fR|&2 0l
Manufacturing GMP Compliance &£
o GHE ZH| Mz| 19| 3D Design L SFA A|Z2F |2 AMH|A
7 | Document Control o HAZAMN, AM, HHAM LU Y 52 GMPO| 2&5t= CIXE ZA&2|
MH|A
8 | Change Control o HH| A, HZACA L =7| W2lHo|d THAO|M GEP V(8o HA HAA
2| MH|A
9 | Delivery e M LZ0| REss HEYY &2 MHA
10 | Installation and ® HIFZF Field Installation AMH|A
commissioning ® GEP 7|8t Commissioning AMH|A(FAT/SAT(Option), Al2%)
11 | Validation of the ® GMP 7|2t Qualification 2 Computerized System Validation(CSV) MH|A
equipment and process (VP, URS, DQ, QRM, I1Q, OQ, PQ, Deviation Control)
(Option) ® Contamination Control Strategy(CCS) Consulting
® Data Integrity Consulting
® (Aseptic) Process Validation Consulting
12 | Calibration e U2 7|0 T wd MH[A
13 | Technology transferring | ® 1124 L|= 7|89 Technology Transfer & Handover A{H|A
& Training for staff e 0| &£l & U (A R FH[ORQ L A, 2HE}, MFH
Azt 02|10 FAEH™AE} S0 Ot 27| g, gtEns U Hu=Z(0ff-line /
On-line(H&Al)
14 | Preventive e N7 QRS At
Maintenance o AoAASIA DALt BH Sh= (CR]A) RAIE™ MH|A @ RAEHEO| o
=0 &g (Tofflon)
o A CY RAEH MHA(HEA|)
® Change Part/Spare PartQ| A|Q|dATt 55 AH|A
15 | Change Control & e AHl 2Y I Motz wue A& L WHALEHIL MH|A
Requalification

Document No: BS-VVV-001-A01(Ver 03), 2024-10-01

PharmaBio Value Chain Collaboration Service of Bio-Support




Bio-Support

WHY!!! Innovative Value Chain Collaboration Service 217}?

Innovative Value Chain Collaboration Service= Tt&= GPP (Good Procurement Practice)S = 0{L}
S22t AFEXIZE HE5te M4 o|eE St += U= "HIO|MEEQ| Missiondt GMPZ|&0| &I

SAIEOl Mu|A" QLich
E6f aEH P T2ALE FEGHD, SULY NaYE o2 ol AeTie BIHslel

|2k Hfo| 2 UA|(AFRA}) : GPP(Good Procurement Practice)

o =2 EUN MY EE
- GMP 2 Z45= IS 2 ot ZU0 Cfe M2y
- S B|ALe] BN Sal AZE HHIS ABFHORM | M5t Mzl BY
o EBMQITEAA WM : HMYS S5 YHlot TRAIAS 2/ stol WAL TBHS Iyt
o H8MZ: 7MEI TS S0 HBUWS0| M2 HIZHY Y Ho| ABT/RALLE
S5 YH| £BS AY U AL H|S WY

HIO| 24 ZE : Good Value chain Collaboration Service

‘.}

Bio-Support,
The Bridge to Mutual Success

M A|EZ ; GMP/ Validation Consulting} ZH| 382 S§tst £ MH|AE
ol Y HI% A= 3oyst,

2 TE510] FH| S RAES SR B

. “*"%* J‘”='|/"E*HI *7| 2Cl(Leasing) AMHIAE S5t A E28 EHd A
o GMPQOZ U 7|6l A AL W Y ng

E_°4m

M

o

-

A2k Ho| 2 AU (ZZ Al : Best Marketing & Sales Practices(BMSP)

o MM U3 GMP 7 Y EZ0| O3 B
o AFFUA PE

o HZHUYESHIIM: ZS OPIY U BOIRES Sof I8 WY U 284 J04E

o B30l ST Y : H7[E TSI HoS Bo 24 J1ST STl STHS A HB

2 HZ 2 M2 I

Document No: BS-VVV-001-A01(Ver 03), 2024-10-01

PharmaBio Value Chain Collaboration Service of Bio-Support




7|&E9]

Bio-Support

| Agent 7|8F AtHa} HioOj|eMEZEO| “HMEXNQ MY"2 FA0| CHE AU}

7|E2| Agent 7| Atdat 22|10 EFEMQU AH2 0| CHE AR

T EI—I = II::" I_I"I‘H = Custo'“el Faltnel BIO SUPPOIt:l a ”l Va|ue-up + FOWEI-up °|0:|‘\|
2 Wln Wln T )AE—| |_I El-

N

Biz Value-up & Power-up + Biz Keyword Realization ; A|Z0f| 22| = o{H 7tX| £ H3& ZHel712
Partnership & Trust, Difference, Customization, GMP Compliance, Supplier Management, Knowledge &
Information Sharing, Digital Process, Customer Satisfaction & Surprise, Supplier Risk Reduction

Customer Value-up : 22|7} 1ZH0j[A| O'H 7}X| & E& + Y=X| 1St £ 02So{A 17| 7}X| 7}
S = U E B}

Partner Value-up & Power up 2| DE 2| AgentEM THOHCHR 2T ofL| 2}, mE L] 7K &
SHAAN st AIEE O O YWLHA o

GMP Upgrade : 2|2 nZ§AfQ} THE {7} O|Z X|HH O 2 GMPE Upgraded 5= AE E st}

Powerful Networking : 28X =&/% REH Give & Take2| 7i'Ho 2 = B2 nZHAL Y DtE{ J2|1
A2y St 285k, US A E |X|, DHAZICL

Globalization : 22| = JL| H|2FH{o| 2 At 2| .7 X2l
ZTE MEHCR slojM /8, 0|7 S22 E“ZH StH, 1
StC}.

mjo

22 Est=o MEAL Hot €3, 2a|o EHE
AL LjolojL|al MAlXozm ZRHE £ QR E

i

n

Digitalization : & AlY2 O 29} C|X|" 7|4he| AHrCjSt AR S
AlRi S =XIBH}.

|XtQlstn M¥stoiN Oj2f KXoz

Document No: BS-VVV-001-A01(Ver 03), 2024-10-01

PharmaBio Value Chain Collaboration Service of Bio-Support




Bio-Support

£2|2| LEL{(Our Partner)

HIO|MZE = Ch22| TtEL e 2H “HofHlo|2 MR QI S22 20| MH|A(PharmaBio Value Chain

Collaboration Service)"S H3sl1 AL

Jofflon |VEN ¥

Lives International”
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SAMWOO S&T

Tofflon Science and Technology Group

https://global.capa-city.cn/

Jofflon

https://www.tofflon-lifescience.com

Tofflon Life Science

IVEN <

Shanghai IVEN Pharmatech Engineering Co., Ltd.

https://www.iven-pharma.com/
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Hangzhou Shengde Machinery Co., Ltd. (SED Pharma)

https://sedpharma.com/

Shanghai Pharmaceutical Machinery Co., Ltd (SPM)

https://www.spm.so/

Lives International®

Raising Standards

SAMWOO S&T

Lives International
https://lives-international.com/
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GMP & Validation Solution Consulting Services

We know what YOU need in the area of GMP & Validation,
We offer a full scope of GMP & Validation Solution Consulting Services,
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® Aseptic Drug Product(DP) Production Line Equipment for Injections, Eye Drop & Liquids
® [Autoclave - H,0, Fumigation System ] +
[Preparation & Formulation System — Sterilization by filtration] +
[Vial Washer — Tunnel Sterilizer — Aseptic Filing Machine — Aseptic Lyophilization
Machine(Auto Loading/Unloading System) - Capping Machine ] +
[C-RABS or Isolator] +
System for [Vial inspection M/C + Leak Tester + Labelling M/C + Packaging Equipment] +
Chemical [Process Control & Monitoring Computerized System]
Drug ® Glass Vial, Plastic Vial, Ampoule, Pre-filled Syringe, BFS, Bag, Bottle etc.
e ® PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance
Project) ® Aseptic DS & DP Lyophilization Production Equipment
® cGMP Grade &Z7ZIZ’/(Auto Loading/Unloading System)
® Drug Product Packaging Line Equipment for Injections, Liquids, OSD...
®  OSD Production Line Equipment : 7ablet Press Machine / Capsule Filling Machine / Softgel
Encapsulation Machine / Coating Machine / Dryer / Granulator / Mixer / Pulverizer /
Screening Machine / Assistant Machine
® Oral Liquid Filling Line Equipment
® Biological Product(Drug Substance, DS) Production Line Equipment
® USP Production Line Equipment : Cell Culture or Fermentation, Harvest & Clarification
~~~ Stainless Steel & Single Use System
® DSP Production Line Equipment : Purification, Diafiltration & Concentration +
Bulk Formulation & 1% Packaging + Freezing(Option)
® Process Control & Monitoring Computerized System
System for ® PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance
Biological ® Aseptic Biological Product(DP) Production Line Equipment for Injections
Drug ®  Glass Vial, Plastic Vial, Pre-filled Syringe, Bag etc.
(Turnkey ® Biological Product(DS & DP) Lyophilization Production Equipment
Project) ® cGMP Grade &Z 71Z7/(Auto Loading/Unloading System)
® Biological Product Packaging Line Equipment for Injections
® Cell Therapy Production Line Equipment
® Gene Therapy Production Line Equipment
® Clean Air Equipment for Production and QC Sterility Test
C-RABS, Isolator etc. ~~~ PIC/S GMP Annex 1 Compliance
Equipment ® Automatic H,O, Fumigation System
® GMP Validator/Data Logger for Thermal Validation
CGMP Compliance + 21 CFR Part 11 Compliance + Data Integrity Compliance
® Bio Engineering Solution Service : Conceptual, Basic & Detailed Design
® Innovative Modular Engineering & Construction for GMP Facility
GEP/ Mz2 ZE2t "elel GMPIE MAH U AlZ MH[A
Engineering ® Conceptual Design & URS --- Project Master Planning ---
(Turnkey Basic & Detailed Design & Technical Specification --- Design Qualification ---
Project) Off-site Fabrication/FAT & Prequalification(Supplier Site) ---

Transportation(From Supplier Site to User Site) --- On-site Engineering & Construction(User
Site) --- Qualification --- Handover --- Maintenance Supporting Service & Requalification

Service
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7'offlo n Tofflon Science and Technology Group,
https://global.capa-city.cn/
o ® Aseptic Vial Filling Line Equipment and/or Lyophilization System for Injections
InjectlorTs bP ® Aseptic Ampoule Filling Line Equipment for Injections
Production ‘ ®  Aseptic PFS Filling Line Equipment for Injections
(Turnkey Project) ® Automatic CIP/SIP System
® Engineering Design Supporting / Module Type Engineering of GMP Facility
®  Aseptic Lyophilization System(inc. Auto Loading/Unloading System) for Sterile DS
Lyophilization Process and DP Production
(Turnkey Project) ® Lyophilization System for Dietary Supplement
® Lyophilization System for R&D and Process Development
® Automatic CIP/SIP System
Clean Air Equipment ® |solator & Closed RABS for DS & DS Production
(Turnkey Project) ® Isolator for QC Sterility Test
® Automatic H,O, Fumigation System
DP Packaging Process
(Turnkey Project) ® Vial, Ampoule & PFS Packaging Line Equipment
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® Bio Engineering Solution
Biological Product ® USP + DSP Equipment for Cell Culture Production
Eranlneican ® USP + DSP Equipment for Microbial Fermentation Production
(Turnkey Project) ®  Stainless Steel & Single Use System for DS of Biological Product
® Monoclonal Antibody, Insulin(E.coli), Inactivated Vaccine, DNA Vaccine,
Adenovirus Vaccine, mRNA Vaccine, Recombinant Protein Vaccine, Probiotics,
Live Biotherapeutic Product(LBP) etc.
GEP/Engineering ® Engineering Design Supporting
(Turnkey Project) ® Innovative Modular Engineering & Construction for GMP Facility
Cell Therapy
Production ® Cell Therapy Production Equipment
Gene Therapy
Production ® Gene Therapy Production Equipment
F|ALAIYRLR o SAAINM(SHAI| BLSaBSLICH

Tofflon Bio

BIOENGINEERING
SOLUTION

Filling machine

Buffer preparation

Depth filtration
CIP Station

Ultrafiltration
SS. Fermenter 2000L e
Virus filtration
Chromatography

Bioreactors

Media preparation
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’VEn AN Shanghai IVEN Pharmatech Engineering Co., Ltd.
L 4 https://www.iven-pharma.com/
® Peritoneal Dialysis Solution production line Equipment for Injections
® Automatic PP bottle IV solution production line Equipment for Injections
® Non-PVC soft bag production line Equipment for Injections
® Vial liquid filling production line Equipment for Injections
Injections and Liquid ® Ampoule filling production line Equipment for Injections
DP Production ® C(Cartridge filling production line (Carpule filling production line Equipment for
(Turnkey Project) Injections
® BFS (Blow-Fill-Seal) Solutions for Intravenous (IV) and Ampoule Products
® Glass Bottle IV Solution Production Line
® 30ml Glass Bottle Syrup Filling and Capping Machine for Pharmaceutical
® LVP Automatic Light Inspection Machine (PP bottle)
® USP + DSP Equipment for Cell Culture Production
Biological Product ® USP + DSP Equipment for Microbial Fermentation Production
Production ® Stainless Steel & Single Use System for DS of Biological Product
(Turnkey Project) ® Monoclonal Antibody, Insulin(E.coli), Inactivated Vaccine, DNA Vaccine,

Adenovirus Vaccine, mRNA Vaccine, Recombinant Protein Vaccine etc.

Solid Dosage Form ® High Speed Tablet Press Machine / Capsule Filling Machine / Fluid Bed
Production Granulator / Coating Machine / Roller Compactor / High Shear Wet Type
Mixing Granulator / Automatic IBC Washing Machine
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£ED Hangzhou Shengde Machinery Co., Ltd. (SED Pharma)
Pl https://sedpharma.com/

Solid Dosage Form
Production ® Tablet Press Machine / Capsule Filling Machine / Softgel Encapsulation Machine

Injections & Eye Drop | ® Aseptic PFS Filling Line Equipment for injections
DP Production ® Aseptic Ampoule Filling Line Equipment for injections
® Aseptic Liquid Filling Line Equipment for Eye Drop

S|ARIN2 R o SAIHM(RFAIY EHESFSLICH
' '\l ’ SED Certifications
Ffp/yy B & SED Pharma has been approved with all international regulatory certifications like 1SO9001, CE, BV, etc
L ) - h !
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SPM)

Shanghai Pharmaceutical Machinery Co., Ltd (SPM)
https://www.spm.so/

Solid Dosage Form

! ® Tablet Press Machine / Capsule Filling Machine / Softgel Encapsulation Machine /
Production ‘ Coating Machine / Dryer / Granulator / Mixer / Pulverizer / Screening Machine /
(Turnkey Project) Assistant Machine
Injections & Eye Drop ® Aseptic Vial Filling Line Equipment for injections
DP Production ® Aseptic Ampoule Filling Line Equipment for injections

® Aseptic Liquid Filling Line Equipment for Eye Drop
Oral Liquid Production
(Turnkey Project) ® Oral Liquid Filling Line Equipment
S|AIAIH AR ) SIAILAIHM (2 A0 BELHER|ZFIELICH

Aseptic Blow-Fill-Seal System For Plastic Container Parenteral(LVP)

Lives International”

Raising Standards

SAMWOO S&T

Lives International(USA)
https://lives-international.com/

GMP Validator for
Thermal Validation

CGMP Compliance + 21 CFR Part 11 Compliance + Data Integrity Compliance
Standard Data Loggers

Real Time Wireless Data Loggers(AlA|ZH 24 H|0|E{ 27)

Real Time Wire Data Loggers(§4 #2|G[0|Ef 27)
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