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FOREWORD OF THE MANAGEMENT
Managing Director Joerg Kloppert, MBA

>

Based in the proximity of Vienna, one of the most prestigious historical places of Europe, Ki
Pharma Alliance GmbH started its business as a professional and efficient GMP & Regulatory
Consulting company in 2008. We have been growing ever since, now also acting in product
development and business networking in Asia, Middle East, Latin America and North America.
Since 2010, we have been aligned with our licensing partner pharmavision GmbH, a
pharmaceutical company based in Vienna with its distribution partners in EU countries. Since
2015, KI Pharma Alliance expanded its operations to Asia, having offices in Hong Kong, Thailand,
Myanmar and the Philippines. After having acquired 100% of Pharmavision GmbH shares in
2017, we were able to sign Marketing and distribution alliances for Latin America and also
Australiain 2018.

| founded KIPA in 2008 with the vision to combine available global pharmaceutical market know
how, a global network, high profile GMP knowledge and a loyal team with a view to fulfill the
increasing demand for high-class, lean and cost-efficient production and fully validated supply
chains.

We are proud of having successfully achieved EU / PICs / WHO GMP certifications of several
partners in South Korea, Bangladesh, India, Thailand, Myanmar, the Philippines etc.. KIPA along
with its 100% owned Pharmavision GmbH, has already established a high-value licensing
business for products manufactured at EU GMP certified sites. Our GMP consulting projects in the
ASEAN region are developing fast and since 2012, we are proud to provide our expertise also to
several Health ministry operations in this region.

A substantial segment of the KIPA success is the well-balanced technical R&D and regulatory
expertise in combination with high-level GMP expertise, covering all key activities in Quality
assurance, Quality Control, production and engineering. The huge amount of years of practical
experience of our well-known experts and team players in this area is a perfect match with the
huge pharmaceutical market, business development and project management expertise.

The technical and regulatory expert team is the technical interface between KIPA production
partners and marketing partners.

Clients who benefit from the KI Pharma Alliance services are able to enhance their production
efficiency, perfect their documentation, increase their development expertise and increase
international business activities towards regulated markets in the European Union and other
regions at the same time. Also, GMP and regulatory expertise with sourcing, site-transfer
management, business development and global business can be chosen each as a separate dish
from the overall KIPA service menu.

Find out what we can do for you. We will be delighted to provide our hands-on support and to
include you in our network of valuable partners.

Sincerely,
Joerg Kloppert



= About KI Pharma Alliance Group ]
== The service portfolio ]
= Facility planning —

== High level GMP consultancy up to GMP certifications

= Product Sourcing & Licensing

Product Development,Analytical method and
production process transfer, regulatory support

for Market access




About the KI Pharma Group

You may ask ,,Why should we work with KI Pharma? There are plenty consultants out there

promising everything.” The simple answer is: Our KI Pharma experts only promise what we can
deliver. And so far, we delivered 100% success projects.

Being firstand

only supply chain
Being firstand only facilitator for cold
facilitator for chain exports from Being firstand only
successful EU Bangladesh to facilitator for EU
market entry for Germany GMP certification
medicine from plus EU business
Bangladesh facilitation for
I companies outside
\ o
Having good
standing with EU based partner
Austrian regulatory for
authorities for all P E— EU batch release
regulatory matters facilitation —a
must have to
exportto EU
Having established AL manpower
personal and stable ) eI
relatianships with Being already an regulatory, supply
specialized approved _ chalrf,_
distribution Pﬁ::jrsl‘;:n;rf:\:igllgs pharmaciwgllance,
. etc.
compar:;as Inthe GMP & regulatory
projects

This is the only reason, why we were able to grow in a stable and constant way. Another reason is
certainly also the client proximity of our top professional experts in the areas of Quality Assurance,

Quality Control, Sterile Production, Non-sterile production, Product development, Regulatory and
Project Management.



With our today’s regional structure set up, an onsite trouble-shooting availability of our experts
within a 24-hour maximum planning cycle is in place and practice for our clients.

CARVE Alliance partner for
Business Intermediation &
market expansion (Latin
America)

Kl Pharma Asia Tech Limited
Hong Kong
GMP Consulting, Product

KI Pharma Alliance GmbH
Austria
GMP consulting, Product Development and
Pharmaceutical licensing

Pharmavision GmbH
Austria
Logistics support, Product Development
& Registration strategy support

Jantin Polyeconomics Limited
Hong Kong
API| & Technical Sourcing

Remember:

Pharma Experts Australia Pty TGA GMP Certification
o) T management

Marketing Authorization (MA)
submissions in Australia

Development & EU/Asia ASEAN offices Thailand,
Pacific market access Myanmar, Philippines, Malaysia

— EU GMP certification management

EU import and batch Analytical Method Transfers &
Product Transfers

Product development / Registration strategy support
/ Registration submission coordination

v" Kl Pharma experts deliver what we promise 100% for more than 10 years already
v" Kl Pharma experts are available for you within 24-hours from Europe, Asia, Australia and

Latin America




N

Successful EU GMP certification project of Amherst Laboratories Inc., Philippines (Member of the United Laboratories Inc.)




The KI Pharma Group service portfolio

Program 1

Program 2

Program 3

Program 4

Program 5

Facility planning

GMP Consulting & Training
for Pharmaceutical & Herbal
product manufacturers

GMP Certification
management for EU / PICs
(TGA) / WHO GMP

In-/Outlicensing and
Product Sourcing & Logistics
trouble shooting

Product development/
Analytical method and
Process transfers &
Validation / Registration
submission coordination /
Market Access EU / Australia
/ Latin America / ASEAN

Our service portfolio follows the typical lifecycle which a pharmaceutical manufacturer experiences.
This allows us to offer our clients either separate programs or the full menu always based on the

clients need.

Program1-3

GMP
Consulting
Pharmaceutical
[ ) & Herbal

Fac"'t.y manufacturers
planning

Program 4 +5

.Product
development /

In- and out- analytical
Licensing / method &
. L Product sourcing production
GMP certification & Logistics process transfer
trouble-shooting & validation /
(PICs / WHO / EU) Registration
.Trainfngs and submission

coordination /
Market Access
EU / Australia /
Latin America /
ASEAN



Facility planning

Whether you have a greenfield project or an upgrading project, your facilities and your equipment
and utilities set up must be planned in a proper and coordinated way.
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When employing KI Pharma experts, you receive the KI Pharma equipment procurement evaluation
assessment by applying our KIPA Equipment Assessment Methodology© on top of the regular design
packages (Concept, Basic and Detail Design) or as a separate service in case you have already a
design consultant. Our equipment assessment methodology uses questionnaires in combination with
statistical methods which will be customized for each client.

Concept — Basic — Detail design
Equipment procurement support

Cleanroom performance testing (NEBB)

AN NN

Commissioning up to Validation supervision




If required, KI Pharma can provide a complete cleanroom design and HVAC concept planning.
Furthermore, and along with our engineering partners, we provide for our clients also an
independent 3rd party cleanroom performance testing up to certification by an accredited NEBB
engineer.

NEXTECH i&@
4

CERTIFICATE OF COMPLIANCE

PHARMACEUTICAL FACTORY (INSEIN)

CEPHALOSPORIN PRODUCTION PLANT
( GRADE B, C, D, & UNCLASSIFIED )

Test Condition : At Rest

tion < 11-18/1272016 Alvin Tan Chee Kian
1122017 CPT Certified Professional

NEXTECH SDN. BHD,
19, Jatan Bukit Bandung 264, HICOM Industrial Estate
40000 Shah Alam, Sclangor Darul Fhsan, Mabaysia.
Tel: 0351923833 Fax: 0351922088

Our expert team is also available during the construction, commissioning and validation phase and



can act as your appointed supervisor during this important GMP project phase up to facility
completion.




GMP Consulting program

Our GMP Consulting program covers all detail compliance necessities to become certified by the
relevant target authority. Our Consultant experts from Europe and Asia in the areas of Quality
Assurance, Quality Control and Production are certified IRCA auditors all being trained in the EU.

Kl Pharma Alliance GmbH

Registered international Pharma consulting company with shareholding in pharmavision
GmbH, Austria & Asia HQ KI Pharma Asia Tech Limited with Asia-Pacific representative
offices; partnership in overall Asia for Cleanroom and HVAC set up and qualification

Desi am
esign Clean- Clean-room Docu-
set up &

Qualifica SME & room - men- Trainings as
-tion and Rl tation / lectures, Ready for
VMP HVAC tion & 1a/oq/ workshops o
planning Documen- PQ and a"djgg the inspection
and re- co;:’;:?ar:‘ce qualifica trainings
design check -tion
review

Review establish
and -ment

optimi-

zation

Depending on the target market, the relevant guideline will be applied and all key GMP compliance
parameters will be checked and our team helps our clients to systematically comply in all relevant
areas.

Design Qualification/Review and Optimization
SMF & VMP Establishment

Cleanroom and HVAC Planning and Re-design

Export Readiness (EU,
AU Stra “a; Lati n Cleanroom Setup & Qualification &

_ Documentation ComplianceCheck
Ame ri ca ) 2::i:3vcu mentation/IQ/0Q/PQand Qualification

K I Lectures Workshops and On-the-Job Training

Ready for GMP Inspection

Pharma

AI I | ance EU /WHO/PICs GMP Compliance Support

Group

EU GMP certification Initiation & Support

Full Service Market ™' ¢VF@metence

Authorization Holder B compiaton spport& sumission

ent

(EU, Australia) eu6Mp/T6a inspection & CAPA Management

Support Supply Chain Setup/Analytical Method

Transfer Management
Facilitate EU Batch Release/offer to utilize market
network expertis




Your staff will be trained by our experienced and well educated trainers, covering from basic GMP
trainings up to highly sophisticated operational excellence training sessions.

o |

B bl mn( il




GMP Certification management

Your target is high level GMP compliance certification by either EU or TGA Australia authorities in
order to boost your export and also your local business as a logical consequence of the excellence
reputation? We will get you there with our 3-step approach.

15t Step

* EU/TGA GMP preparation
including full set of
training workshops and
lectures

* EU/TGA GMP Certification

* Full QM Documentation
and Training

* Regulatory training

2" Step

* Attractive products
identification and/or

* Develop new generic

¢ Contract manufacturing
opportunities with big volume
sterile products or

* MA acquisition (for example:
New solid form products
acquisition for local territory
with already approved BE
study) to gain competitive
advantage in LOCAL MARKET

3" Step

¢ EU/Australia CTD format
dossiers
preparation/submission
for MA submissions to
initiate other countries
GMP inspection

* Start exports after EU/TGA
GMP certification with CM
products or new products

» Offer non-sterile/sterile
products MA's for
outlicensing

With our set up structure in the EU and in Australia, we are able to manage the entire GMP

certification process from A-Z.

Evidences of several successful completed projects show that we know what we are talking about.
Remember: KI Pharma delivers what we promise!



Product In/Out-licensing, Product Sourcing & Logistics trouble-shooting

You are looking for an APl with specific impurity profile or bulk density or a finished product which
fits in your therapeutic portfolio but your equipment set up does not support an own development?
Talk to us! Our KI Pharma product license database is maintained since the beginning of our
Consulting activities in 2008.

KIPA o
KIPApedia KIPA Knowledge Database.
Organize and keep track of the accumulated knowledge of your colleagues and yourself.
Everyone with avalid network account can read, check with your admin if you need write access.
API SOURCING
Active Substance T'“’zr::"" Supplier Reglon
Spain
China
ALENDRONATE Bone Calcium
SODIUM Regulat India
UsA El E
pERRIOUMUE et e g (Cdarze  E g | EMonhi22 WATIZ21  EI
Zenel caoutzzn " S22 gy it BMontVIZ2 s 121001 1o MATZ ootz
+-% L% 4% 9
Vorherige Vi Vorherige Vorherige %
Tsend) | ooiode | @bsout) | Y| paiose | ansokt) | 2% | peroge | absauy | (e
(Absolut) (Absolut) (Absolut)
A10 ANTIDABETIKA 1183 70 61 23180 85 60 44541 36 59 20919
A10C HOMANINSULIN UND ANALO GA 304 71 %51 5510 97 1 11109 08 249 9406
A10CT HUM INSUL*ANALOG SCHIELL %9 a1 319 1881 83 24 17 17 326 2811
ACTRAPID 69 46 71 134 17 71 26 54 73 190
APIDRA 39 421 49 108 405 57 28 55 63 12
HUMALOG 25 115 214 389 71 27 751 03 208 619
HUMINSULIN NORMAL 08 36 08 16 23 08 32 52 09 2
INSUMAN INFUSAT 01 37 01 03 32 0,1 06 256 02 8
INSUMANRAPID 17 38 17 32 08 17 65 90 18 &
NOVORAPID @20 72 647 1199 21 8 269 47 627 1818

All Finished Products have ICH stability data in relevant zone, clinicals and bioequivalence studies

against its respective brand names products.

Batch sizes, CIF costing and license fee etc. can be provided once target markets are defined and

upon achievable volumes are provided.



Product Development, Analytical method and production process transfer,
regulatory support for market access

Your R&D department is overloaded with own new projects but you require further products to
achieve your ambitous annual submission and launch targets? You experience trouble with your
ongoing development products and either this product development will not be successful or other
development products will be delayed? Your inlicensed product is no longer competitive in your
market because of high import prices and you want to develop your own product and control all
costs? Or you simply have to wait until your facility is ready before you can start with your own
developments?

Talk to us! Here is what we can do for you:
WIth our 3 package services, we can provide to you:

» Technology transfer based on our own Kl Pharma Product Dossiers (including analytical
method and production process transfer including validation)

» Technology know how transfer based on our KI Pharma Product Technology packages
(includes transfer of formulation and analytical method know how)

» Development support by utilizing our expert knowledge onsite in your facilities, developing
the product you need on your behalf along with high level R&D training of your staff

s
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KI Pharma expertise in Formulation Development Generics & OTC

Strong hands on & managerial experience In development
Pharmaceutical Concept Note, Formulation and Regulatory strategies
Pre —formulation to Prototype Development

Selection of CRO, Review of protocol and conducting equivalence studies
Preparation of Technology Transfer Package

Validation & Commercial batches

Technology Transfer from R&D to Production

Multi-Site Transfer

One stop solution for Product Development

Quality development with optimised Cost with competitive timelines
Flexible Business Model

Services as fully Integrated or Standalone i.e. (only concept, prototype , validation batches,
submission or post submission)

Recipe/ Formula Improvement

Process Improvement

Key staff mentioned as inventors in patent applications (Australia and worldwide)




KI Pharma R&D Experience in place for following Dosage Forms:

Oral Solids (Tablets & Capsules)

IR/ MR/ ER /SR/ODT

Film/ Enteric/ Sugar coated

Tablet in Tablet/ bi-Layer

Capsules: hard, soft, tablet in caps

Topicals

Cream, Gel, Emulgel, Ointment and shampoos
Liquids

Syrup and Suspension

Sterile

Ophthalmic

Nasal

Injectable

Inhalers

Dry Powder (Capsule based and multidose unit)

pMDI (single stage and double stage)

KI Pharma expertise in following Technologies

Oral Thin Film, Spray

Transdermal Patch

Delayed Release MUPS (multiple unit pellet system)
Hot Melt Technology

Solubilization & Polymorphs



Kl Pharma expertise for product developments catering following Markets through Development &
Regulatory Expertise and submissions

* US (ANDA, FTF)
 EU
* Japan

e Australia

* Canada
*  Brazil

* GCC

*  WHO

* India

* Emerging Markets

KI Pharma — Regulatory Expertise
Experience in Application of Principles & Regulations
* QbD (Quality by Design)
*  DoE (Design Of Experiments)
* GCP (Good Clinical Practice)
* GLP (Good Laboratory Practice)
* GMP (Good Manufacturing Practice)
* GVP (Good Pharmacovigilance Practices)
Kl Pharma Authority Expertise

* Regulated Markets (USA, EU, Australia, Japan, Canada)

* WHO
* ANVISA
* GCC

*  Emerging markets



KI Pharma Strategy & Regulation guidance in product development & lifecycle management of
commercialized products

e Applicable regulatory Guidelines knowledge

* Dossier compilation, submission & approvals

* Query Handling / response to Deficiency letters

* PV compliances

*  Facility Inspections & approval

* Establishment of R&D from concept to product approvals for regulated market business
* Training of scientist for product development and analytical method development

e Technology Transfer

* XRD and DSC techniques to study polymorphs



Example Project
experiences

20
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