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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.

O[22l GMP X H2|ci|o] 4
7l&S 7HL5t HAEkE7|1Y

Aol 35

7|1%2] At=l

AUS Lotk 71Y

Zcf20[ 84S St

TIELRI] AFZIRIE

Aolsk=71Y

SAME/EYY & FAMB|AHOIRMEZE / 2000 48 19
CHEO|A/Y 24 | < HZAY / 58% (20254 3¥Y 7|F)
22| % A7|E QYA SOt SHE 13HZ 65
< HIX 7| HE01(2006~), A7|E SUSA7|Y 21=(2008)
o ol o 7|8 ME ZA7|U(0|H|X) &9l (2008~)
e & HEAPANAUX} MIF@E7|SHEESHE)(2007~)
< 1SO 9001 EHZAGA|AE(2009~), TS5 ZA7|Y #921(2024~)
HIO|2 MEZE = oftH 7|iol7}?
_ % 22|= 49 7HX|E =0|= 7|21t 0| E HFSlE EREMOE,
Mission A3 Az ate A
Visi < HekHio|-"AFA o 8l CIX|E 7|zt SREMo =2 HAo A E Ho,
1sion
QlRo| AZSH O2fE AR otEE 7|
< GMP U Hz|glo]d 7|&at EF M HEE AMY
Product "
< EIE-IHQI_}_J.\_EEAO-I
& Service GMP C|X|& =T %]
< H2tHlo|2 RN Ql St o]M AMY

HIO|RMEE = A3 D240t A 3Lt Revision No: 05

Document No: BS-AAA-002 www.biosupport.co.kr / gmp@biosupport.cokr  Revision Date: 2025-04-14



Bio-Support

HIO| 2 M ZE = 20000 2 E o|2f= 2S¢ n2e U THEL|Hat 3P| F3sta AS LI

www.biosupport.co.kr / gmp@biosupport.co.kr / 031-446-7200

GMP & Validation Solution Consulting Service
+ PharmaBio Supply & Value Chain Collaboration Business

As of Dec 2024
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4 GMP & Validation Solution Consulting Services N
(Project Reference: More than total 1,251 projects)
New/Remodeling GMP Facility Consulting(Turnkey Project); 41%/2|2%d GMPHIZ2 GMP&'Ez|H|o|M S&HME
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, IQ, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]
GMP Facility GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops, Injections
Design Solution GMP Facility for API
(Concgptual GMP Facility for Biopharmaceuticals, Cell Therapy & Gene Therapy(ATMP,CGT)
Design) GMP Facility for Health Functional Food & Medical Devices
Enhanced Design Review of Basic & Detailed Design/Facility Design
C_iood_ GMP Facility Commissioning Consulting + Planning Execution & Reporting
PEr:gtliI:::?gEIg’) Utility System and Equipment Functional & Design Specification(FDS) Analysis & Documentation
Solution FAT / SAT and Pre-Delivery Inspection Planning, Execution & Reporting
GMP Facility Engineering Management & Supervision Service
Validation Master Planning + Quality Risk Management Master Planning
QRM Planning, Execution & Reporting(Facility, Utility System, Equipment, Process etc.)
Qualification URS & Design Qualification Execution & Documentation
Consulting Installation & Operational Qualification Execution & Documentation
Performance Qualification Consulting, Execution & Documentation
Requalification & Revalidation Consulting, Execution & Documentation
L Cleaning Validation Consulting & Documentation
V;L'Iz:it;?‘n Process Validation Consulting & Documentation
Computerized System Validation Consulting, Execution & Documentation
Validation Management System & Quality Risk Management System Consulting & Documentation
. GMP & Validation Training + Survival GMP Workshop(Knowledge Sharing)
G:\:nopngzlltl::;n Data Integrity Management System & SOPs Consulting + Data Integrity Mock Inspection
GMP Mock Inspection/ Vendor Audit
Pharmaceutical Quality System(PQS) Consulting(Policy, SOPs, Form; Preparation, Review, Training)
QbD Consulting(Partnership)
Hx ¥ 2 Contamination Control Strategy (CCS) + Advanced EMP & Bioburden Control Consulting
GMP Digital Transformation Solution Consulting
\_Collaboration PharmaBio Supply & Value Chain Collaboration Business(H2fHI0|2 S5 ¥ BRH HYH) )

GMP &

Conceptual Qualification

GMP Facility

. Design + Validation L GMP & PQS
ij:i;t Basic & Detailed Master 8&&23?‘#‘0“ Consulting
9 Design Revie Planning 9
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Advanced Quality Culture
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As of Dec 2024
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For Patients & Doctors
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Innovative Value Chain Collaboration Service
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The Bridge to Mutual Success
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Tofflon

Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
Biological Product(DS: USP & DSP)) + DP) Production Line Equipment(Total Solution)
Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

GMP Facility Modular Construction

IVER

Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

Wonsen

OSD Production Line Equipment(Total Solution)
OSD Laboratory Equipment / OEB Containment Equipment
Digital Smart Factory Solutions

Aseptic Filling Line Equipment(Injections, Eye Drop)
OSD Equipment(Tablet, Capsule, Softgel)

Aseptic Filling Line Equipment(Injections, Eye Drop)
OSD Production Line Equipment + Oral Liquid Filling Line Equipment

& ives International
Rassing Standards

GMP Validator/Data Logger for Thermal Validation S\;\fv\WOO S&T

005" =i

HAGILIN

Single Using Bio-Pharma System
Single-Use Bioreactor Bags(2D/3D) (Single-Use Storage Bags):
Pharmaceutical TPE Tubes / Tyvek Sterilization Bags

Provides optimized TOMS for every enterprises Trade Order Management System

HiER"

KONZER

G

Pharmaceutical GMP Disposal Cleanroom protective products.
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Innovative Value Chain Collaboration Service
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O] Fa= MH|A Y E=2 2 2K(Our Services & Items Summary)

System for
Chemical
Drug
(Turnkey
Project)

Aseptic Drug Product(DP) Production Line Equipment for Injections, Eye Drop &
Liquids

[Autoclave - H,O, 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] +

[Vial inspection M/C + Leak Tester + Labelling M/C + Packaging Equipment] +

[Process Control & Monitoring Computerized System]
Glass Vial, Plastic Vial, Ampoule, Pre-filled Syringe, BFS, Bag, Bottle etc.
PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance

Aseptic DS & DP Lyophilization Production Equipment
cGMP Grade SZZX7|(Auto Loading/Unloading System)

Drug Product Packaging Line Equipment for Injections, Liquids, OSD...

OSD Production Line Equipment(Total Solution) : Tablet Press Machine / Capsule
Filling Machine / Softgel Encapsulation Machine / Coating Machine / Dryer /
Granulator / Mixer / Pulverizer / Screening Machine / Assistant Machine

Oral Liquid Filling Line Equipment

System for
Biological
Drug
(Turnkey
Project)

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 & 1st Packaging + Freezing(Option)

Process Control & Monitoring Computerized System

PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance

Aseptic Biological Product(DP) Production Line Equipment for Injections
Glass Vial, Plastic Vial, Pre-filled Syringe, Bag etc.

Biological Product(DS & DP) Lyophilization Production Equipment
cGMP Grade SZZ=7|(Auto Loading/Unloading System)

Biological Product Packaging Line Equipment for Injections

Cell Therapy Production Line Equipment

Gene Therapy Production Line Equipment

Equipment

Clean Air Equipment for Production and QC Sterility Test
C-RABS, Isolator etc. ~~~ PIC/S GMP Annex 1 Compliance

Automatic H,O, Fumigation System

GMP Validator/Data Logger for Thermal Validation
CGMP Compliance + 21 CFR Part 11 Compliance + Data Integrity Compliance

GMP
Consumable

Pharmaceutical GMP Disposal Cleanroom protective products.

Single Using Bio-Pharma System
Pharmaceutical TPE Tubes / Tyvek Sterilization Bags

GEP/
Engineering
(Turnkey
Project)

Innovative Modular Engineering & Construction for New GMP Facility(with Tofflon)
Mz2 252t Hefe| cMP3E A X AlZ MH[A

Project Master Planning --- Conceptual Design & URS ---

Basic & Detailed Design & Technical Specification --- Design Qualification ---
Off-site Fabrication/FAT & Prequalification(Supplier Site) ---

Transportation(From Supplier Site to User Site) ---

On-site Engineering & Construction(User Site) --- Initial Qualification --- Handover ---
Maintenance Supporting Service & Requalification Services
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Survival GMP Workshop Innovative Value Chain GMP Platform

o GXP Value Chain Solution

[ CONTACT US j

Address : Z7|= OHFA| ZOH SHE 13HZ 65, 2& WA Eoto[UY
Tel : 031-446-7200, Fax : 031-446-7210

Website : www biosupport.co.kr

Email : agmp@biosupport.co.kr
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