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IMPLANTATION MANUAL FOR CARTIGROW®

AUTOLOGOUS ADULT LIVE CULTURED CHONDROCYTES

Disclaimer: This document contains confidential and proprietary information of Regrow Biosciences Pvt. Ltd which must not to disclosed to anyone other than the Court Of Law (only if required). This manual is
for personal use of treating physician or specialist, commercial use is strictly prohibited. This information can only be used for educational and training purpose. Regrow Biosciences Pvt. Ltd, its officers, directors,
agents, attorneys, employees, shareholders, and affiliates do not take any responsibility or liability if the manual is used by anyone for commercial purpose.
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CONTENTS OF PRODUCT BOX " REGROW

BIOSCIENCES®

Delivery Kit 1 ml Syringe 20 gauze needle 18 gauze needle
(10 Nos.) (10 Nos.) (05 Nos.)

Confidential and Proprietary



oo

OTHER ASSISTING MATERIAL “RECROW __

MEDICAL LLC

METRIC 1 2 3‘
\u‘l|

Sterile Scale (1 No.)

(11
(e L L Lt T L

Marker (1 No.)

Fibrinotherm

Confidential and Proprietary



e

CONTENTS OF DELIVERY KIT . REGROW

BIOSCIENCES®

— o Final Product: Over 12 million
i cuiunll Autologous Adult Live

CHONDRON ®

I Cultured Chondrocytes

Hospital Na™

s [ (CARTIGROW®) in 0.4 ml
: DMEM solution

Outer Vial (Non- Inner Glass Vial
sterile) (Metal containing final
Canister) product (sterile) [Max.
up to 04 vials]

Confidential and Proprietary



o O

INNER VIAL (PRIMARY PACKAGING) LABEL  * iecrow

BIOSCIENCES®

Autologous Adult Live Cultured Chondrocytes
CHONDRON?®

M. L. Mo.: MHM02269
Composition:

Each single use glass vial {Total volume of
Suspension: 0.4 ml) contains:

Sample ID:
Manufactured By:
Hospital Name:

Autologous Adult Live Cultured REGEMNERATIVE MEDICAL SERVICES PVT LTD
illi Manufacturing Date:
Eehlﬁj“dmwtes““" - Quer 12 millien Survey No. 43, Plot No. 22, Shah Industrial
DMEM (Dulbecco’s Modified Eagles iManufacturing Time: Estate, Nangargaon, Lonavia, Pune -410401
Mediom) ....................0.5
i . ] Marketed By:
INDICATION: Treatment for Aricular Expiry Date:

cartilage defects (Autologous nature) REGENERATIVE MEDICAL SERVICES PVT LTD

Expiry Time:
CAUTION: 2-ABC, Acme Plaza, 2™ Floor, Andheri —Kurla

+ For Autologous Use Only Road, Andheri (E), Mumbai-400059
« The product shall be transported and

monitored at 2°C 1o 8°C
« Shelf Life up to 72 hours, when stored
at 2°C to 5B°C WARNING DKICHASD
« Do not use if there is visible change of
color of solution from Red to Yellow or
Brown
» Do not mix with other solvents or
components

& Registered Trademark

« Do not Freeze
« Do not expose to X-Ray
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OUTER VIAL (SECONDARY PACKAGING) LABEL "Resrow __

Autologous Adult Live Cultured Chondrocytes

CHONDRON®
N M. L. Mo.: MH/M02269
Composition: Sample |-
Each 5j|;|l_;||,n,=, use glass 1.riE|I_|:'I'|c:|’[aI volume of Manufactured By:
Suspension: 0.4 ml) confains: Hospital Name:
Autologous Adult Live Gultured REGEMERATIVE MEDICAL SERVICES PVT LTD
A Manufacturing Date:
E;gndruwtes.-. ceemenen. Over 12 million Survey No. 43, Plot No. 22, Shah Industrial
DMEM (Dulbecco’s Modified Eagles Manufacturing Time: Estaiz, Nangargaon, Lonavia, Pune -410401
Mediom) .................. Q8 Marketed Bu:
| INDICATION: Treatment for Articular Expiry Date: ¥
cartilage defects (Autologous nature) o REGEMERATIVE MEDICAL SERVICES PVT LTD
Expiry Time:
CAUTION:

2-ABC, Acme Plaza, 2™ Floor, Andheri —Kurla

* For Autologous Use Only Road, Andheri (E), Mumbai-400058
¢ The product shall be transported and

monitored at 2°C to 3°C
« Shelf Life up to 72 hours, when stored
2 2°C 10 5°C | WARNING
¢ [0 not use if there iz visible change of
color of sclufion from Red fo Yellow or * Do not Freeze
Brown « Do not expose to X-Ray
¢ Do not mix with other solvents or
components

&: Registered Trademark

DRICHICMIOT
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CARTON LABEL  cions

BIOSCIENCES®
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PRECAUTIONS BEFORE IMPLANTATION " REGROW

BIOSCIENCES®

* Just before implantation, place the Delivery Kit on non-sterile trolley.
Remove the Outer Vial(s) from the carton and place it on the same
trolley.

* Take out the Inner Glass Vial(s) and with the help of sterile gauze piece
wipe the Inner Glass Vial(s) containing final product on sterile trolley.

* If media of inner vial is cloudy or showing any foreign particles, do not
use the vial, instead use new vial.

Do not use the vial if there is visible change of color of solution from
red to yellow or brown.

* If any vials in the Delivery Kit are damaged or has caused leakage or
mislabeling on vial(s), do not use the vial, instead use new vial.

Confidential and Proprietary
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Step 1- Cartilage Defect is Step 2- Defect ~ BIOSCIENCES®
Identified and measured debridement with rim
with sterile scale creation

Hyaline cartilage

Subchondral
bone plate

Defect

Cartilage

Subchondral Bohe
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Step 3- Curette up to sub-chondral bone ', REGROW
BIOSCIENCES®
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Step 4- Edges should be sharp and remove all fibrous =
tissue from the defect area " BIOSCIENCES®

Edges should be sharp
undermine

\

Subchondral Bone

%

Edges should be sharp
Normal

Normal :
Cartilage

Cartilage

Subchondral Bone
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Step 5- Drill hole 2-3 mm deep with 2 mm drill bit

-.EEGROW
(2-3 holes/sqg.cm) POSCIRNCES®

Normal
Cartilage

Edges should be sharp undermine

~ ./ \

Subchondral Bone

2 mm drill bit
2 mm deep drilling

& Implant area should be dry, NO BLEEDING !

Confidential and Proprietary



Step 6- Pour saline on defect area to confirm gravity (7 cnow

eliminated position and spillage, if any BIOSCIENCES®

Confidential and Proprietary
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Step-7 Filling of defect area with final product " REGROW
BIOSCIENCES

111 o
—_— —p

Subchondral bone Subchondral bone

Subchondral bone

X

Slowly inject the chondrocytes onto the defect.

First fill the holes.

Then evenly distribute the cells by moving the injection central to peripheral and
peripheral to central.

Cell volume must be distributed proportionately with respect to defect size.

Confidential and Proprietary
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Step-8 After CARTIGROW?® is implanted, wait for 8-10  “ recrow
mins, keeping the limb in gravity eliminated position ~ ®°*“=%
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Step- 9 After 8-10 mins check for stability gently by &7

Flexing and Extending of the limb 2-3 times BIOSCIENCES®
¥ N -'

e Perform routine closure of the joint with standard medical procedure of suturing and follow rehabilitation
protocol advised by treating physician or specialist.

Confidential and Proprietary
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CARTIGROW PUBLISHED PAPER A—

BIOSCIENCES®

Gel-Based Autologous Chondrocyte Implantation
(GACI) in the Knee: Multicentric Short Term Study
Sharvel Dalal, Nilodh Shady. Diasiare Pardeaals, Daedd Rajan Satvon Sargghav, Charul Shangt
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CASE STUDY- CARTIGROW IN RHEUMATOID ARTHRITIS ™ gIEgSRgE‘NCES“’

Pre-op X-ray Defect Post-op X-ray 1

year

Implantation
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BIOSCIENCES®

Regrow Biosciences Pvt. Ltd.
Head Quarter: 2-ABC, Acme Plaza, Andheri-Kurla Road,
Andheri East, Mumbai — 400059., India
Tel: +91-22-67330300 / Fax +91-22-28390556

Laboratory: 22, Shah Industrial Estate, Nangargaon,
Lonavala- 410401, Maharashtra, India

Tel: +91-2114-273741/42/43
Toll-Free No.: 1800 209 0309

Email ID: info@regrow.in
Website: www.regrow.in

Licensed By: State Food and Drugs Administration, Pune & Drugs Controller General of India (DCGI), Govt. of India
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