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Note from our Director

PharmaWise Solutions is a progressive
and quality conscious organization,
engaged in manufacturing, marketing
and distribution of high standard
pharmaceutical products.

Apart from main objective of quality, we
are also ensuring affordable price and
fast service to our customers.

We are looking forward to collaborate
and work with people with equal
amount of enthusiasm as ours.

Bhisham Singh
Director
Pharmawise Solutions
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BHISHAM SINGH

GLP & GMP CONSULTANT
QUALIFIED TRAINER/CQI IRCA CERTIFIED
LEAD AUDITOR

PERSONAL PROFILE

e With 30 Years of experience in Pharmaceutical Industries,
spent initial 10 Years in Bulk Drugs and thereafter 20 years in
Formulation Plants. Worked as Head Quality and most
responsible person for various units.

e Worked in various types of formulations viz OSD -Tablets,
Capsules-Hard Gelatin and Soft Gelatin, Dry Syrups, Topicals-
Gels, Transdermal Patches, and Injectables - Liquid and Dry
Powder

e Lead US FDA audit three times as Head Validation/Commercial
Stability and Head-Quality

® Lead ROW countries regulatory approvals various times in
different pharmaceutical companies as Head Quality

CONTACT ME AT

9 263-A Lane No 9, Mohit Nagar
Dehradun, Uttarakhand
Pincode: 248006
Phone: 9760378059 WORK EXPERIENCE

info.pwsolutions@gmail.com

Director
PharmaWise Solutions Pvt Ltd | April 2021 to Present

www.facebook.com/bhishams3

] www.linkedin.com/in/bhisham Vice President Quality & Compliance
-singh-a50a7518/ Zeiss Pharma Ltd, Jammu. | July 2019 to Mar 2021

Assistant Vice President - Quality
SKILLS SUMMARY Ravian Life Science Pvt. Ltd | April 2018 to June 2019

eee e Quality Control & Assurance Senior General Manager u Quality

Akums Drugs and Pharmaceuticals Ltd | Oct 2014 to Feb 2018

eee o Qualified Auditor & Trainer

Vice President Quality
System & Process .
Improvement Sidmak Laboratories India | June 2008 to Oct 2014

ee ee Technology Transfer & Validation

Manager- FP/Validation and Commercial Stability

: 7 Ranbaxy Laboratories Ltd | Jan 2001 to June 2008
eeee Regulatory Affairs & Filing

&ss statility Program Senior Executive-QC in Bulk Drugs & Chemical Division
Ranbaxy Laboratories Ltd | Aug 1991 to Jan 2001

ACHIEVEMENTS
e Successful WHO, MHRA, MCC and USFDA (2007-2008) audits faced in

AWARDS RECEIVED Ranbaxy Laboratories Ltd as Head-Validation and Commercial

I Silver medalist at Rohilkhand Stabi “ty
University Bareilly in M.Sc,
Chemistry year 1989 e Successful WHO (2010, 2012, 2014 and USFDA (2012, 2014)) audits

Worked at Ranbaxy Ireland Lablin faced in Sidmak Laboratories (India) Pvt. Ltd. as Head-Quality

2001 and 2002, FAMAR Lab Greece
in 2003 and 2004 e Handled the launch of three new Drug Products and one market

complaint in Europe while working in Ranbaxy Laboratories Limited
Trained on Empower Software by

Waters in USA and Dubai . i i X
e Handled three abbreviated new Drug Application approval in the

Key Speaker at various institutions USA and commercialised one Product

like Invertis, Dolphin, LNCP, etc

e Exposure to various Regulatory audits like USFDA, MHRA, TGA,
WHO, MCC, ANVISA, etc

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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Our Approvals

South Asia

CERTIFICATE

ACHIEVEMENT

Academy Division of TUV SUD South Asia Pvt. Ltd.
Certifies that

Has passed the é 701!
required for succe

Bhisham Singh

has successfully completed the

Lead Auditor Training Program On
Medical Devices — Quality Management System - Requirements For

Regulatory Purposes Based On ISO 13485:2016
CQIULNID: 323456 Date of Course: 11/8/2021 - 15/8/2021

Certificate No.: 11413 Location of Course: Noida, India
Course Date: 06.11.2023 to 10.11.2023

Course Location: Dehradun, Utt d, India
TOV SUD Certificate No.: IN/30667/322407
CQI UDN (Unique Delegate Number): 323456

M‘ E)Suﬂ%’ ) CQ[

T# o CEPTUGNKAT & CERTIFICADO e CERTIFICAT

o

Certificate of Achievement is valid for 5 years from course completion date for the:
purpose of COI and IRCA Auditor Certification.

it

Course Manager

0=
ot o.

()CQl @IRCA

CERTIFIED COURSE

Vishal Nerurkar Quality Manager CERTIFIED COURSE
Sr. Vice President Academy

CQI IRCA Reference Number: 2438

URS Training Division

United Registrar of Systems  Training

P.0. Box 377913, Dubai, United Arab Emirates

Tel: +971 4 384 7500 E-mail: i -

URS Local Officé:F-3, Sector-6 Noida,201301, NCR DELHI, India Email ID:training@ursindia.cc

Place and Date of Issue: Ahmedabad, 29™ November 2023.

Validity: Learner has successfully passed the required assessment. Certificate of Successful Completion is valid
for five (5) years from the last day of the course for the purpose of auditor certification by CQI and IRCA.

TSA-AC-110_LA 13485_Pass_CQI IRCA_R01_Dt 29.09.2021

TOV SUD South Asia P, Ltd. « NIBR Corporate Park 1 Aerocity « 2nd loor, S.No. 2010 — 2016 + Andheri-Kurla Road » Safedpu, Andheri East + Mumbai ~ 400072 ~India

Tov®

ZERTIFIKAT ¢ CERTIFICATE &

Gr HQ: United House, 4 Hinton Road, Bournemouth, BH1 2EE United Kingdom
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Our Projects

1. PharmaWise Solutions Pvt Ltd

2. Kedar Drugs and Pharmaceuticals Pvt Ltd

3. Impact Healthcare Formulations Pvt Ltd

4. Alphard Global Pharma Pvt Ltd

5. Synergy Pharmaceutical Corporation Pvt Limited
6. Swaranimakash Life Sciences Private Limited

7. Bluephoenix Herbal Sciences Pvt Ltd

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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PharmaWise Solutions Pvt Ltd

Project Address It is located 9 km from Najibabad and 80 km from Jolly Grant
Airport in Dehradun.

Address: K.No 299, Village & Post Guniyapur,
Tehsil-Najibabad, District Bijnor, UP, India

Pin Code: 246763

Phone: +91 9760378059

Facility Area and Floor |The facility plot size is around 3600 square yards and

Details building covered area is about 400 square yards. The facility
contains two floors.
Project Lead By Bhisham Singh (GLP and GMP Consultant)

Director, PharmaWise Solutions Pvt.Ltd

Address: H.No 263A, Lane-9, Mohit Nagar, Dehradun,
Uttarakhand, India.

PinCode: 248006

Phone: +91 9760378059

E-mail: Info.pwsolutions@gmail.com

Website: www.pharmawisesolutions.com

Regulatory Approval ISO 9001 2015 and Current Schedule M
Required
Production Capacity Capsules: 30 million per annum

Tablets: 40 million per annum
Bottles: 5 million per annum

Project Status Project Completed and handover.
Commercial production started from April 2024.
Weekly audit and compliance plan is in progress.

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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Kedar Drugs and Pharmaceuticals Pvt Ltd

Project Address This site is located at Haridwar, about 50 km

from Dehradun and 200 km from New Delhi

Address: Building No.137, Sector 6A, Industrial Estate
[IE-Sidcul Haridwar, Uttarakhand, India.

Facility Area and Floor |The facility plot size is about 1080 square meters. This
Details facility contains basement plus three floors

Project Lead By Bhisham Singh (GLP and GMP Consultant)

Director, PharmaWise Solutions Pvt.Ltd

Address: H.No 263A, Lane-9, Mohit Nagar, Dehradun,
Uttarakhand, India.

PinCode: 248006

Phone: +91 9760378059

E-mail: Info.pwsolutions@gmail.com

Website: www.pharmawisesolutions.com

Regulatory Approval ISO 9001 2015 and WHO TRS (Geneva)
Required

Production Capacity Tablets (Coated/Uncoated): 50 lacs per day
Hard Gelatin Capsule: 10 lacs per day

Project Status Project Completed and handover.

Commercial production started from Aug 2024.
Weekly audit and compliance plan is in progress.
WHO TRS audit is planned in March 2025.

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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Impact Healthcare Formulations Pvt Ltd

Project Address The site is located at Kathua, about 80 kms from Jammu,
500 km from New Delhi

Address: Kno 77, Main Road, Sidco Ghatti Industrial Area,
Kalna, Kathua, Jammu and Kashmir

PinCode: 184143

Facility Area and Floor |Facility covered area is 45 x 91 m which contains three floors
Details and terrace

Project Lead By Bhisham Singh (GLP and GMP Consultant)

Director, PharmaWise Solutions Pvt.Ltd

Address: H.No 263A, Lane-9, Mohit Nagar, Dehradun,
Uttarakhand, India.

PinCode: 248006

Phone: +91 9760378059

E-mail: Info.pwsolutions@gmail.com

Website: www.pharmawisesolutions.com

Regulatory Approval WHO TRS (Geneva), EU GMP and ROW Markets
Required

Production Capacity Tablets (Coated/Uncoated): 3.5 million per day

Hard Gelatin Capsule 10: 12 million per day

Ointment: 20000 @ 30g fill Tubes per day. (5 to 6 million per
annum)

Project Status Building and facility is ready.

Equipment placement is in progress.

Key persons selected for qualification of area and
Equipment.

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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Alphard Global Pharma Pvt Ltd

Project Address The Site is located at Umri, about 140 km from Dehradun
and 150 km from New Delhi.

Address: Village & Post Umri, Tehsil Dhampur, Bijnor - Uttar
Pradesh

PinCode: 246761

Facility Area and Floor |The Facility is green field and plot size 2400 (40 x 60) square
Details meters. The initial proposal includes ground plus 1 floor.

Project Lead By Bhisham Singh (GLP and GMP Consultant)

Director, PharmaWise Solutions Pvt.Ltd

Address: H.No 263A, Lane-9, Mohit Nagar, Dehradun,
Uttarakhand, India.

PinCode: 248006

Phone: +91 9760378059

E-mail: Info.pwsolutions@gmail.com

Website: www.pharmawisesolutions.com

Regulatory Approval ISO 9001 2015 and WHO TRS
Required

Production Capacity Tablets (Coated/Uncoated): 30.0 Lacs per day
Hard Gelatin Capsule: 10.0 Lacs per day
Liquid Bottle: 5.0 Lacs per day

Project Status Building construction and vendor selection work is in
progress.

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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Synergy Pharmaceutical Corporation Pvt Limited

Project Address Located at Bingiriya Investment Promotion Zone (IPZ),
Bingiriya, Kurunegala District, and Sri Lanka.

Project Details The Manufacturing Plant is currently under construction to
start production of Pharmaceuticals. Synergy plans to
manufacture the following dosage forms and distribute to
Global markets such as Europe, US, Canada, etc. and the
domestic market.

» Oral solid dosage

 Large/Small volume parenterals

» Oncology unit

* Hormonal Product manufacturing unit

* Nutritional product manufacturing unit.

Project Scope Placement Quality Management System and Turnkey project
for QC Lab including Microbiology and Stability Program

Project Status Completed

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)



Swaranimakash Life Sciences Private Limited

Project Details This company is classified as a private limited company.
Located in Dehradun, Uttarakhand.

Scope of Work Scope of work is planned as per gap assessment in Quality
System, fixing through revision in layout, slight
rearrangement/relocation in current set up of QC, in-process
and packaging machines. Review of manpower placement
and some addition/deletion within appropriate time. Review
of utility usages and requirement. Review of production
planning and execution, Labelling work of rooms, Instrument
and machines. Proper setup for filling of bottles and labelling.
Quiality Policies and minimum SOPs (75) in all department to
be placed. Specification/STP and GTP to be reviewed and
updated for five finished products. This includes raw material
and Packaging material. Exiting BMR and BPR to be
reviewed and updated. Method validation & verification
system to be reviewed and updated. Stability Program to be
placed.

Process validation program to be placed. Cleaning validation
program to be placed. Training program to be placed.
Self-inspection program to be placed. Medical program to be
placed.

Project Status Completed

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)



Bluephoenix Herbal Sciences Pvt Ltd

Project Details This company is classified as a private limited company.
Located in Dehradun, Uttarakhand.

Scope of Work The scope of work is planned as gap assessment in building
structure, floor diagrams, man material flow, area marking
and agreement. Thereafter vendor short listing, selection for
panels, windows, doors, ducting, air handling unit,
Production equipment and QC furniture and instruments.
Apart from this, other utility requirement to be reviewed.
Coordination for Ordering, Factory acceptance test,
Installation and Qualification with vendor and Bluephoenix
team.

Quality Policies approximately (10) and SOPs (100) in all
department to be placed. Specification/STP and GTP to be
reviewed and updated for three Finished Products. This
includes Raw material and Packaging material. Draft batch
manufacturing record and batch packaging record to be
placed for three finished products. Method validation &
verification system to be placed. Stability Program to be
placed. Process validation program to be placed. Cleaning
validation program to be placed. Training program to be
placed. Self-inspection program to be placed. Finally,
application for manufacturing and certification.

Project Status Building Layout is finalized and modification work is in
progress.

PHARMAWISE SOLUTIONS PRIVATE LIMITED
(ISO 9001 2015 Certified)
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For any enquiries please contact

Bhisham Singh
Director PharmaWise Solutions Pvt.Ltd
Rgd. Office-DDN-UK GLP and GMP Consultant, Qualified

Auditor/Trainer

Mobile Number : +91 9760378059
E-mail : Info.pwsolutions@gmail.com
Facmty NBD-UP
/

Website :www.pharmawisesolutions.com
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