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HEAD QUARTERS In case of any query, kindly contact: IMPLANTATION MANUAL

2-ABC, Acme Plaza, Andheri-Kurla Road,
Andheri (East), Mumbai - 400059. India Dr. Charul Bhaniji (Technical Director):
Tel: +91-22-67330300 9821186618

el Ne.s 1 2 0502 Mr. Amos Chopade: 96198 35838

Email: amos@biocell.in
GMP FACILITY
22, Shah Industrial Estate, Nangargaon,
Lonavala - 410401, Maharashtra, India
Tel: +91-2114-273741/42/43

Mr. Madan Pujara: 91678 39964
Email: madan.pujara@regrow.in

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

Disclaimer: “This document contains confidential and proprietary information of Regrow Biosciences Pvt. Ltd. which is intended for personal use of
treating physicians or specialists and it intends to serve as a guideline ONLY and not an absolute recommendation for implantation of osteoblast cells. This
information can only be used for educational and training purposes and in no way, it intends to define or suggest surgical protocol. The treating physician
or specialist determines appropriate protocol and techniques required for implantation of osteoblast cells. The treating physician or specialist should be
familiar with the contraindications of performing the implantation of osteoblast cells. Treating physician’s or specialist's judgement is required to consider
patient’s risk factor prior to performing the implantation of osteoblast cells. Regrow Biosciences Pvt. Ltd., its officers, directors, agents, attorneys,
employees, shareholders, consultants and affiliates do not take any responsibility or liability if the manual is used by anyone for any other purpose.
Regrow and logos containing Regrow brand mark are trademarks of Regrow Biosciences Pvt. Ltd. Other brands are trademarks of Regrow Biosciences Pvt.
Ltd. or their respective owners."
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Contents of the Product Box Contents of the Delivery Kit
1ML SYRINGE (10 NOS)
ATOLOGOUS ADULT LIVE CULTURED BUCCAL
PR
20 GAUGE NEEDLE (10 NOS)
Inner Glass Vial containing
DELIVERY KIT 18 GAUGE NEEDLE (5 NOS) Outer Vial (Non-sterile) (Metal Canister) final product (Sterile) [Min. 02 vials]

FINAL PRODUCT:

Over 2.5 million Autologous Adult Live Cultured Buccal Epithelial Cells (Uregrow®) in 0.4 ml DMEM solution
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Delivery Kit Carton Inner vial (Primary packaging) label
= o S . : :
prevymy Autologous Adult Live Cultured Buccal Epithelial Cells
| Uregrow®
Composition: M. L Mo
Each single use glass vial (Total volume of T
Suspension: 0.4 ml) confains: Sample |D:
Autclogous Adult Live Cultured Buccal . .
= Precemions dure "o UREGROW" |  [rsmen Epithelial Cells ... NLT 2.5 million Haspital Name:
] ! ® . Ih.-uhl:;llal.b-l :‘E—-;;::-—v- cells
| + b g e 7 P o T " " 4 DMEM (Dulbecco’s Modified Eagles Manufacturing Date:
| _':"""""", 3 AUTOLOGOUS ADULT LIVE CULTURED BUCCAL e e e et Medium) .................._q.8 (guantum
HEGHCW BIDBCHNCED o G i Manufacturing Time:
e EATHRLIAL T suftci) 9
b e st e | s vt e || e e DELIVERY K11 sasicn BN INDICATION: For the treatment of Bulbar  Eypiry Date:
1 raaten o e e 8.0 | | e e B e v T Urethral Stricture of at least 1-2 cm in length
_ ST ——r— s - in males for age group 18-36 years Expiry Time:
e nats T A e e ) = PRECAUTION
[ e—— ..,"."ff.'m"" . . ) ) S s CAUTION + Shelf Life uvp to 72 . )
v - P o B ' * For Autologous Use Only hours, when stored at B Registerad
- ——— " - * Do not expose to X-Fay FCod' C Trademark
HANDLE WITH CARE * Do nat mix with other salvents or campanents = The Freduct shall be | nygpasog
* Do not Freezs stored and transported
at 2-8°C
115(L) x 60(W) x 110(H)mm
MaLufacxured By: Marketed By:
REGROW BIOSCIEMCES PAT. LTD. REGROW BIOSCIENCES PVT. LTD.
Survey Mo. 43, Plot Mo, 22, Shah Industrial Estate,  2-ABC, Acrme Plaza, 2nd Floor, Andheri —Kurla Road.
Mangargacn, Lonavla, Puns -410401 Andheri (E), Mumbai-200058
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Outer vial (Secondary packaging) label Precautions before Implantation

e Check the expiry date & time of the product implant of patient. It should be before
completion of 72 hours from the time of manufacture

Just before implantation, place the Delivery Kit on non sterile trolley. Remove the
stainless steel canister(s) from the carton and place it on the same trolley

Autologous Adult Live Cultured Buccal Epithelial Cells Uregrow®

Composion e Take out the Inner Glass Vial(s) and with the help of sterile gauze piece. Wipe the Inner

. . ) ; M. L. No.: . . . . .
Each singlc use glass vial (Total volume of Suspension: 0.4 mi) contains: Sample ID: Glass Vial(s) containing final product on sterile trolley
Autelogous Adult Live Cultured Buccal Epithelial Hospital M.
Cells ............ NLT 2.5 milli Il OSpital MName: Q q Q Q Q . . . .
Ol e MT28miloncls o s Vanfacuing Date. e If media of inner vial is cloudy or showing any foreign particles/microbial growth, do not
INDICATION: For the Treatment of Bulbar Urethral Stricture of at least  Manufacturing Time: use the vial, instead use new vial
1-2 cm in length in males for age group 18-56 years Expiry Date:
CAUTION Expiry Time: e Do not use the vial if there is visible change of color of medium from pink to yellow or
* For Autologous Uss Only
* D niot expose to X-Ray w o brown
*\Dia not mizz with other solvents or companents * E‘-hﬁlrul;r.;% %F' to 72 hours when stored at EI_Q"EI;R:I_QH'::E”':'
*Da not Freeze . The Product shall be stored and . . . . . .
transpertsd 3t 2-8°C DKIURICNGO e If any vial in the Delivery Kit is damaged or has caused leakage or mislabeling on vial(s),
Manufacturad By: Markstsd By- do not use the vial, instead use new vial

REGROW BIOSCIENCES PVT. LTD. REGROW BIOSCIENCES FVT. LTD.
Surey Mo. 43, Piot Mo 22, Shah Industial Estste, Nangargaon, Lonavia, Pune 410401 2-ABC, Acme Plaza, 2nd Fioor, Andhar —uria Road, Andhari (], Mumbai400052
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The Implantation Procedure Step 1
Spinal or general anaesthesia or local n Foley's catheter of 12-14 French is passed

anaesthesia is given to the patient to
relieve pain.

through urethra and Foley catheter
balloon is inflated.

Urethotomy is conducted (to open or
widen the stricture area) to relieve the
complete urethral stricture using an
internal cystoscopicknife mainly at

12 O’clock position.

W -

- ' Catheter used to drain irrigation fluid
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Step 2 Step 3
Minimal traction of Foley catheter is 6 French Ureteroscope is passed through
given, and saline flow is stopped. urethra and stricture area is visualized. —

Ureteroscope

Insertion of catheter with continuous flow of e
saline _ ! —Bladder

© Copyright 2022. Regrow Biosciences Pvt Ltd. All Rights Reserved. Confidential and Proprietary © Copyright 2022. Regrow Biosciences Pvt Ltd. All Rights Reserved. Confidential and Proprietary




° °
~REGROW “REGROW
BIOSCIENCES UREGROW ® BIOSCIENCES UREGROW ®
Step 4 Step 5
Keeping 6 French scope in urethra, With same cystoscopy, stricture area is
5 French special instruments is passed. visualized, and tip of special instrument

is visualized and directed towards the
stricture area at starting of the stricture
at bladder side.
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Step 6

Buccal mucosa epithelial cells are
implanted at the stricture area with the
help of biological scaffold through
special instrument at stricture area.
Special instrument is little withdrawn
till another end of stricture.

Connect Duploject syringe to the cystoscope and
slowly inject the buccal mucosa epithelial cells
with biological scaffold at the stricture area
using cystoscope.

© Copyright 2022. Regrow Biosciences Pvt Ltd. All Rights Reserved.
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Step 7

Biological scaffold is surrounded by
Foleys catheter and covers stricture area
in a cylindrical form.

Urine bag is attached to the Foley's catheter

© Copyright 2022. Regrow Biosciences Pvt Ltd. All Rights Reserved.
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Step 8

Wait for 6 to 7 minutes, holding penis in n
vertical position and maintain minimal
traction on Foley's catheter.
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