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IMPLANTATION MANUAL FOR OSSGROW®

AUTOLOGOUS ADULT LIVE CULTURED OSTEOBLASTS

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®
: : 1 ml Syringe 20 gauze needle 18 gauze needle
Delivery Kit (10 Nos.) (10 Nos.) (05 Nos.)
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OTHER ASSISTING MATERIAL . A—

BIOSCIENCES®

(" Long Curette No.3 )
(10 mm X 3 mm)
| LXW=255X2cm

( Medium Curette No. 2 )
(9 mm X 3 mm)

| LXW=255X2cm |

Small Curette No. 1
(8 mm X 3 mm)
L XW=25.5 X 2cm

Curette

Fibrinotherm
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CONTENTS OF DELIVERY KIT . REGROW

BIOSCIENCES®

Final Product: Over 12 million
Autologous Adult Live Cultured
Osteoblasts (OSSGROW®) in 0.4

ml DMEM solution

Outer Vial (Non-sterile) Inner Glass Vial containing final product
(Metal Canister) (sterile) [Max. up to 04 vials]
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INNER VIAL (PRIMARY PACKAGING) LABEL - iecrow

BIOSCIENCES®
Autologous Adult Live Cultured Osteoblasts
OSSRON™
»- N B . M. L. No.: MH/102269
| Cumpqaltmn: _ ' Sample ID
Each zingle use glass vial (Total volume of Manufactured By:
Suspension: 0.4 ml) contains: Hospital Name:
Autologous Adult Live Cultured e REGEMERATIVE MEDICAL SERVICES PVT LTD
Osteoblasts_..... Over 12 million cells dnuiaciuning Late. i
DMEM {Dulbecco's Modified Eagles ﬁ Mo. 43, Plﬂi Nn.jE, Ehah I:?H:tur!lal Estate,
b Medium) .. |........ g.5. Manufacturing Time: dngargacn, Lonavia, Fune -
. [ INDICATION: Treatment for Avascular : Expiry Date: Marketed By:
i iz of the hip joint.
£arosts e M Iom o REGENERATIVE MEDICAL SERVICES PVT LTD
Expiry Time:
CAUTION: 2.ABC, Acme Plaza, 2™ Floor, Andheri —Kurla
¢ For Autologous Use Only Road, Andheri (E), Mumbai-200059
# The product shall be transported and
monitored at 2°C to 8°C TM: Trademark owner of Qssmn
Oy Shell tife up o TEhoors, wien stoed WARNING
at 2°C to 8°C - DHAOEAID
* Do not use if there is visible change of + Do not Freeze
E?_th;nnf solution from Red fo Yellow or + Do not expose to X-Ray
# Do not mix with other solvents or
components
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OUTER VIAL (SECONDARY PACKAGING) LABEL < iecrow

BIOSCIENCES®

Autologous Adult Live Cultured Osteoblasts
OSSRON™

M. L. No.: MHM102269
Composition: Sample ID:
Each sipgle use glass vial (Total volume of Manufactured By:
Suspension: 0.4 ml) contains: Hospital Name:

Autologous Adult Live Culured REGENERATIVE MEDICAL SERVICES PVT LTD

G Manufacturing Date:
gﬂ%ﬁ?ﬁ?ﬂ?&éé&ﬁﬂuﬁﬂglEggfeegg S. No. 43, Plot No. 22, Shah Industrial Estate,
Medium) ... qs. Manufacturing Time: Mangargaon, Lonavia, Pune -410401
INDICATION: Treatment for Avascular Expiry Date: Marketed By:

Mecrosis of the hip joint.

REGENERATIVE MEDICAL SERVICES PVT LTD

Expiry Time:

%mgm Use Ony 2-ABC, Acme Plaza, 2 Floor, Andheri —Kurla
. Road, Andhen (E), Mumbai-400059
« The product shall be transported and ' ()

manitored at 2°C to 8°C )

TM: Trad rk f Qssron

» Shelf Life up to 72 hours, when stored rademark owner a

at 2*°C o 8°C WARNING DRSS
# Do not use if there is visible change of

color of solution from Red to Yellow or * Do not Freeze

Erown « [onot expose to X-Ray
«» Do not mix with other solvenis or

comoponents
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CARTON LABEL  cions

BIOSCIENCES®

QESRON
[ Precautions during ML LMo : MHH IS
I ! Transport and Siorage Pacicd Wely
T ' FJ..-.E-‘-EE o E-rqn- e vl
'# E‘ — * il Lfa up 1 T2 s, e st el iy akanald
T A TR e
I A e [==] -.R"wﬁm
i
IBDICATION — SERWICES FVL LT o e S
Trasirrant for Avamculer Necrans | [+ D ot Freaoe & Fiou &3, Pict i 5% Bbwh incshisi DELIVERY KI [T I p—
i + B e wpos i X-Ray P41 0o - mth
T : 05114 - STATH (43 43
P DHA- B i‘:::'ll-':u.:-
Bl 0 iaricn fn o Epy = lil:rﬂu::“m..
Hieea pital M 2 HED TIVE MEDICAL 'f:E"""'"
Marrdactriceg Dat - El:,a_-.nrql!}:&m THA - Tocdrai caraiol CASFCH
wm i ?ﬁmmmm ?;umm "
Exg iy T Qe 0 P /i[
I Tl Fraan 1 BT 0000 h'f r— o
HANDLE WITH CARE m

115(L) x 60(W) x 110(H)mm
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PRECAUTIONS BEFORE IMPLANTATION -
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



Step 1- Once patient is in optimal position, incisionis &=

made to approach the defect size. BIOSCIENCES®

Supine

@I —
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Step 2- Treating Physician or Specialist to identify the =

defect area and defect site. " BIOSCIENCES®
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Avascular
Necrosis

Osteonecrosis of hip joint
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Step 3- Core Decompression under C-Arm guidance - zecrow
BIOSCIENCES®

Using a 7/9 mm sized reamer, single or multiple drill
holes are made by standard core decompression method
to approach the necrotic area in the femoral head under
C-Arm guidance.
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Step 4- Necrotic bone debridement ‘. REGROW
BIOSCIENCES®

The necrotic bone is gently debrided with the help of
long surgical scoops.
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Step 5- OSSGROW® Implant - A——

BIOSCIENCES®

Tilt the table and bring the hip joint of patient into gravity
dependent position. Inject OSSGROW® using long spinal
needles into defect area slowly. During implant, avoid
spillage of OSSGROW®

@'
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Step 5- CLOSE THE SITE OF INCISION ". REGROW

BIOSCIENCES®

*Auto /Allo graft can be added as per treating
physician/specialist discretion

Auto/Allograft

Wait for 8-10 min after implant and treating physician/specialist may close site of incision with Allograft OR Autograft
(taken from pelvic region and prepared using bone masher)

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