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HEMOGLOBIN DERIVATIVE CO-CONJUGATED WITH FATTY ACID-LIN
KED PEG AND ALKOXY PEG AS A BLOOD SUBSTITUTE

Uricase Derivative Co-conjugated With Fatty acid-linked PEG and optionall
y, Alkoxy PEG

ORAL RINSE COMPOSITIONS FOR ALLEVIATING XEROSTOMIA
COMPRISING POLYETHYLENE GLYCOL DERIVATIVES
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Polyethylene glycol hydrogel injection
Polyethylene glycol hydrogel injection
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mPEG-amine PEG-diamine 4-arm-PEG-amine 6-arm-PEG-amine
mPEG-maleimide PEG-dimaleimide 4-arm-PEG- 6-arm-PEG-
mPEG-propionaldehyde PEG-dipropionaldehyde succinimidylsuccinate succinimidylsuccinate
mPEG-succinimidylsuccinate PEG-succinimidylsuccinate 4-arm-PEG- 6-arm-PEG-
mPEG-nitrophenylcarbonate PEG-dinitrophenylcarbonate succinimidylglutarate succinimidylglutarate
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Calando (California, USA)

Biosite (California, USA) — 2 Quidel Cardiovascular

Cytimmune Sciences (Maryland, USA)

Calando (California, USA)

Cartilix (California, USA)

PharmaEssentia Corp (Taiwan)
BioSciences Corp. (California, USA)

CuraTeq Biologics Private Ltd.(Hyderabad, India)

Intas Pharmaceuticals (Ahmedabad, India)

Serum Institute of India (Pune, India)

Intas Pharmaceuticals (Ahmedabad, India)

Pharma Solution
(Guangzhou BairuiAt2| X}2|At, Hong Kong, China)
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PEG- Liposome, PEG-Lipid Nanoparticle 7|= (™ XIX| &X|, Covid-19 vaccine &)

Lipid Membrane

Internal

. PEG coating
Agueous Space

Targeting

mRNA or Drug

Mechanism of action of BNT162b2 following intramuscular administration
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SEAF M| Z=A|A O] CHSE Evonike| A A} (2022)
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Quality System

|

Material Control

= Vendor qualification

= FIFO

= Appropriate storage condition

= Inspection of incoming materials

Manufacturing

|

= Manufacturing SOP
= Batch record

|

= Analysis instrument qualification
= Inspection of raw material,
intermediate and final product

Packaging / Distribution

= Labeling
= CofA

Stability Program

SunBio Inc.

»

“Quality System
- GMP
- 1s0 9001

b3
(=]

rot

xH

OH

TEA| AEE 95 (3008)
1~ 10 kg per batch

150 ~ 200 kg per year

PEG-filgrastim& mPEG-PAL (80kg)

IELE HAE PEG =K (50~100kg)

e

7| Et

\}

Personnel Qualification

= Training

Change Control

Document Control

= Document preparation
= Document distribution
= Document abolition & obsolete

Auditing

= Internal audit
= CAPA

Quality Review,

= Management Review
= Annual Product Quality Review

QIMA| LT =3 439-3 (2,000H)

PEG-filgrastim® mPEG-PAL (200kg Oil 4})
[ELf AR PEG SEX| (200kg Ol 4h
MucoPEG& PEG S=H| (ton THY| 0fl 4

MM ZE (2024 242 0H)

1~ 100 kg per batch

500 ~ 5,000 kg per year

7|E}
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Environmental
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MHL}0| 2 Quality System — 2l X{2] Q15

SLHe| Ot DHEX 3 SE AMA™ 2

e Customers include :

Applied Biosystems, Arya Tina, Beijing Fourring, Biocancer, Calando Pharma, Carbylan, Celares, Cerulean,
Cytimmune Sciences, Dr Reddy’s Lab., Ethicon, Evonik, Fisher Scientific, Guangzhou Bairui, InPropharma,

Intas Pharma, LifeBond, New Phase, Original Biomedicals, PharmaEssentia, Quidel, Rhein Minapharm,

SeeBio, Thermo Fisher, Zydus Cadilla.

* Audit Experience :

2002 - Eli Lilly and Company

2003 — Neose Technologies

2004 — Pfizer

2005 — Xencor

2006 — Baxter

2014, 2017 — Intas Pharmaceuticals
2015, 2019 — PharmakEssentia
2016 — Sigma Aldrich

2017 — Thermo Fisher

2018 — Evonik

2018 — EU EMA QP Audit

2018 - Sienna Biopharmaceuticals
2022 - Evonik

=

rre

Lo,
Ffizeg

¢ Xencor

INTAS

ThermoFisher

SCIENTIFIC

O

EUROPEAN MEDICINES AGENCY
SCIENGC 3

NCE MEDICINES HEALTH

Baxter

5
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Pelgraz® 6 mq fleem i

‘solution for injection in pre-filled injector
pegfilgrastim

‘Subcutaneous use.

Q. 1 prefied injector + 1 kcohol swab
L 4

Neupeg (India) 2007 52l
Lapelga (Canada) 2018'd &¢I
Pelgraz (EU) 20184 & ¢!

O
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PEG-IFNa2b

Pegylated Interferon Alfa 2b- Recombinant
Solution for Injection

|
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| MucoPEG™ Packet
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Il. MucoPEG™ FDA EHOj &
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500( G

=l
=

| MucoPEG™ Packet Insert

MucoPEG™

Oral Moisturizer

Relieve the symptoms and discomfort of dry mouth, refresh,
moisturize/hydrate, clean, soothe oral irritation, and lubricate

oral dryness.

4

R

1az

© o
‘
{0
\J
£

Ingredients: (Acitive) Polyethylene Glycol Tetra

Succinimidyl Glutarate 10,000

(Inactive) Peppermint Micron, Baking Soda

Pharmaceutical Form: MucoPEG™ is in powder

form intended to be dissolved in water (tap water,

distilled, or purified water) before applying as
solution.

Action: MucoPEG™ when applied to the mouth,

effectively coats the damaged areas of epithelia to

provide relief from dry mouth symptoms and
discomfort.

Special Precautions for Use:

* MucoPEG™ must be dissolved in water before
being used. Do not use if the packet is opened
or shows sign of leakage or damage.

* MucoPEG™ MUST not be swallowed as the
solution should be spat out after application.

« Avoid eating or drinking for at least 30 minutes

after application.

Directions for Use:

MucoPEG™ is to be dissolved in water before
administration using the following steps;
1. Remove the cap from the accessory bottle

2

Keep Out of Reach of Children.

provided in the MucoPEG™ box.

Fill tap water in the bottle up to the 20 mL
mark on the bottle. Note: Distilled or purified

water may be used.

Open one packet of MucoPEG™ and

dispense into the bottle.

Close the cap on the bottle and shake until
MucoPEG™ is completely dissolved.
Apply the solution to the mouth immediately

after dissolution (within 15 sec.).

Swish for 30-60 sec. and spit out (Do NOT

swallow).

Rinse the mouth with water thoroughly.
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Clinical Trial Titl TFLHXZS SXIE A2 E S MucoPEGI} Biotene(GSK AP2| H{I2Q|, &5 i.“&'% 2|3t post-
inical Trial Title ° - Al

approval @& A|™ (O|= Tufts Univ. Dental School 5! Colorado Univ ENTO{| A
4238, 21Y/group

Estimated Enrollment
;18 to 80 years of age, male or female

e Primary Objective :
Biotene Oral Rinse H|Z CHH|, MucoPEGS| +ZAXZFo| 21} & d(superiority) °l.

Study Objectives e Secondary Objective:
- 12Uz B4 2tet H[W 3 clinical safety
; Feels comfortable / Effectively lubricates/ Soothing / Effectively moistens the mouth

e Cross-Over assignment

0 wk 1 wk 2 wk 3 wk 4 wk 5 wk
| | | | | 1
) v J v 1] 1
Intervention Model Group A > Biotene ®
Group B Biotene®
Washout
Period

Biotene CHH|, &3t ZI}E LIEILH RS, 2023. 3. O|= American Association of Dental Oral

Outcome - N _ . . _
Craniofacial Research 2|0 A Z 1} ‘é*ﬂ-.. 2023. 6. O|= Bio International 7ARIMO|A Aot EF &,



Synovial
membrane
Articular Articular
cartilage capsule
= Joint cavity .'-'
¢+ containing ¢
Bone % synovial fluid *

......

SynoGel

MM HE (viscosupplement)
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