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Purified Sodium Hyaluronate (EP/JP)
100% MADE IN JAPAN

All the manufacturing process takes place in Japan.

Microbial Fermentation from
NON-ANIMAL ORIGIN ond HALAL CERT.

Fermented by “Streptococcus zooepidemicus".

Comply with
GMP, ICH, and ISO

International Standard & Regulation
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* Coating agent (Catherter etc.)

* Anti-adhesion agent
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PRODUCT LINEUP

For Pharmaceutical & Medical Device

Product Name

Intrinsic
Viscosity (m3/kg)

Shelf Life

Storage
Conditions

Packaging

Endotoxin (Euimg)

SODIUM HYALURONATE (API/EXCIPIENT)

PharmaGrade 80 |  GS-40 GS-100 GS-200 GS-300
1.20-2.00 | 0.39-0.99 | 1.00-2.49 | 2.50-3.31 | 3.32-4.60
3 Years™ 1.5Years™ | 3Years™
210 8°C 1510 -25°C
1009 1009, 200g 1009
Less than Less than Not more than
0.0025** 0.04** 0.05**

* The shelf life is based on the normal manufacturing L.V. of each grade.
* % EP standerd is less than 0.05(EU/mg).
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Manufacturing Approval in Japan
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kikkoman

Kikkoman Biochemifa Company hitps:/ibiochemifa.kikkoman.com/e/
2-1-1 Nishi-shinbashi, Minato-Ku, Tokyo, 105-0003 Tel +81-3-5521-5481 Fax +81-3-5521-5498

DRUG MASTER FILE
Typell

Dl

No.: 12674

SODIUM HYALURONATE OF PHARMACH

ICAL GRADE

Administrative Information

Kikkoman Biochemifa Compeny

Chiba Prefectuse, Japan

US-DMF
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Minisiry of Health & Family Welfare
FOUBHAWAN NEW DELHS (INDEA)
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Indian API Cert

Cortification of Substances Department

Certificate of suitability
No. RO-CEP 2016-247-Rev 00

e of e s
SOOIUM HYALURONATE

Grate 507 Wk vezoey 170 mi/iy; o fementatin, for pareetinl samesration,
Inoutng o e

s of ok
KIKKDMAN BIOCHEMIFA COMPANY

50 maka
SAPAN-278 8501 N Ety, Ot Profectury

0 Sewsyof roctetion:
10 SE ANNEX 3

Mter examination of Whe nformafion srovded on the mandactung methad and smesuert
.

ot
ncusing sppleere, orby & i sepplmentad by the treis) merscond bekow, e o B
[ Tn R ———

17 - T o reuid s by gas chTMDENY. [
1w o o o tha 0.5%
L) 104 Q0 " o

ERER T
P The setest pariod of e substasace i 24 month f siored o8 & lempasature bebven 2°C s
5T 5 polyetayiens bottie placed n 8 plyetntene beg.

The ckder of h cartiicate has deciced th absence o usn of materil of human o sl
i o the manufacire of She striance.

o Commet of & kel prodkes consning s satetarn.

The: Gubemimed esir Wk B UL MRS My e s D5 ey BB T QY
ety o effcacy o the sudntance.

e 7 e 5

B T R
e e i

CEP

sl o
JUal i las
NF—)ViER R
HALAL CERTIFICATE

Ggean 345
6L KA S UL T {7 LALLM

Takuaboku Unrersi, JAFAN MUSLIM ASSOC u\mx\..mr- e bt ot SALAL
ot

e et bt nder e Striah Clabamic L.
Fhar SUBAE itk

A Ty of P+ chatidiy
A £ Name of Frdece hptial pd

(WEIA Sotium Hyaturseste P
L7 /LM FCH-BOLE (S0DIUM HYALURONATE FCH-80LE)

1
2. Budium Hyalaronate Pharm Grade 80
3. Bodium Hyslaronato Pharma Grade 150
4. EFATUMTHIZA GS (BODIUM HYALURDNATE 08)
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