N INTERPHARMA
PRAHA, a.s.

CERTIFICATE OF ANALYSIS

L-4-BORONOPHENYLALANINE

4-{Boraono-10B}-L-phenyialanine

Molecular Weight : 208,2
Molecular Formula : CoMH12BNO4

3288/09

C.A.S.No.: [80994-59-8]

Batch No: 00107109
Description : white powder

Testing :

Manufacturing date : 23.11.2008
Shelf life : 23.11.2012

~Actually found

Manufacturing and testing place : Interpharma Praha, a.s.

Specification

{dentification (.R. spectrum) conforms
Identification (NMR spectrum) conforms :
Boron qualitative test conforms conforms
Clarity of 5% {w/v) solution in 1M HCI clear clear

~ Color of 5% (w/v) solution in 1M HCI <Y7 max. Y6
Loss on drying (130 °C) 11% max. 2.0 %
fron <0.003 % max. 0.003 %
Chiorides 0.3 % max. 1.0 %
Heavy metals <0.001 % max. 0.001 %
Sum of all impurities (HPLC) 0.4 % max. 1.0 %
L-Phenylalanine (HPLC} 0.3 % max. 0.5 %
Any other individual impurity (HPLC) <0.1 % max. 0.5 %
Bacterial endotoxins (LAL test) <0.04 E.U./mg max. 0.05 E.U./mg
Assay (Acidimetric fifration,calculation based
on dry substance) 98.4 % 98.0 - 102.0%
Conforms to the specification : L04 Version : 6

QC Laboratory Certification No. 514
Made in Czech Republic.

Date : 16.12.09 . Responsible person of QC: Novotny  Signature : /Kjg

Signature : . .¢T 5

Date : 16.12.08  Responsible person of QA:  Alexy

Interpharma Praha, a.s., Komotanské 955, 143 10 Praha 12 - Modfany, Czech Republic
Tel.: Secretariat: 00420-244 403 462, Switchboard: 241 773 214, Fax: 241 773 235
E-mail: interpharma@juterphanna-praha.cz, www.interphamna-prahd.com
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-4 BORONOPHENYLALANINE

4-(Borono-'°B)-L-phenylalanine

HoN

HO - S COOH
HO'

Molecular Formula: CoH2BNO4
. Molecular Weight: 208.2

‘Description:  White or slightly yellow powder.

Identification: a) LR. spectrunl ' Ph. Bur. 6 M Ed., <2.2.24>
b) 'H, '“B and °C NMR spectrum Ph. Eur. 6 ® Bd., <2,2.33>

¢) boren qualitative test

Clarity of 5% (w/v) soiutioh

in |MHECLE clear Ph. Eur. 6 ® Bd., <2.2.1>
Colorof 5% (W/v) solution _ | o

in 1 MHCL: - max, Y6 Ph. Bur. 6 " Ed., <22.2>
Loss on drying (130 °C): max. 2.0 % Ph, Bur. 6 " Bd,, <22.32>
Iron: max. 0,003 % NQ L04, test No. 7
Chlorides: ’ max. 1.0 % NQ L04, test No. 8

Heavy metals: . SRR "~ max. 0.001 % Ph. Eur. 6 " Ed,, <2.4.8>
Sum of all impurities (HPLC): max. 1.0 % Ph. Eur. 6 ™ Ed., <2.2.20>,

NQ L04, test No, 10

Interpharma Praha, a.s., Komotanské 955, 143 10 Praha 12 - Modfany, Czech Réjaubiic
Tel.: Secretariat: 00420-244 403 462, Switchboard: 241 773 214, Fax: 241 773 235
E-mail: interpharma@interpharma-praha.cz, www‘_interpharma—_praha.com



MATERIAL SAFETY DATA SHEET

(According to Regulation (EC) No 1907/2006 of the European Parllament and of the Councll of 18 December 2006)

Date od issue:

25. 03. 2005

Page: 1/6

Date of revision:

30. 06. 2009

Product code: -

Product hame:

4-Borono-L-phenylalanine

1.

IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND OF THE COMPANY/UNDERTAKING

1.1 Identification of the substance or
preparation
Trade name: 4-Borono-L-phenylalanine
Chemical name: 4-Borono-L-phenylalanine
CAS Number: 80994-59-8
ES (EINECS) Number; -
Index Number: -
Synonyms: -
1.2 Use of the substance/preparation: Pharmaceutical industry
1.3 Company/undertaking identification
1.3.1 | Manufacturer identification:
Manufacturer trade name: Interpharma Praha a.s
Manufacturer address: Komotanska 995, Praha — Modfany, Czech Republic
Phone number: +420 241773 214
Fax: +420 241 773 235
E-mail: interpharma@Iinterpharma-praha.cz
Web: www.interpharma-praha.com
1.4 | Emergency Telephone: Toxicology infarmation centre - Toxikologické informacni
stredisko
Na Bojiéti 1, 128 08 Praha 2
Tel. (24 h/day - nonstop):
+420 2 2491 9293,
+420 2 2491 5402
+420 2 2491 4575
2. HAZARDS IDENTIFICATION
Classification of the substance or This product IS NOT classified as a DANGEROUS according to
preparation: Regulation (EC) No 1907/2006 of the European Parliament and
of the Council, Councl! Directive 67/548/EEC of 27 June 1967
and Directive 1999/45/EC of the Eurcpean Parliament and of the
Councll, subsequently amended. *
Hazard label(s): -
Risk phrases: -
Safety phrases: -
Health effects: Not known
Environmental effects: Not known
Other hazards: Not known
3. COMPOSITION/INFORMATION ON INGREDIENTS

Chemical characterization:

This product is not classified as a preparation according to
Regulation (EC) No 1907/2006 of the European Parliament and
of the Council, Council Directive 67/548/EEC of 27 June 1967
and Directive 1999/45/EC of the European Parliament and of the
Council, subsequently amended.

Informations about this substance are mentioned in this MSDS. *

Hazardous Companent(s):

This product doesn‘t cantain any substances classified as a
dangerous according to Regulation (EC) No 1907/2006 of the
European Parliament and of the Councll, Council Directive
67/548/EEC of 27 June 1967 and Directive 1999/45/EC of the
European Parliament and of the Council, subsequently amended.




MATERIAL SAFETY DATA SHEET

(According to Regulation {(EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006)

Date od issue:

25. 03. 2005

Page: 2/6

Date of revision:

30. 06. 2009

Product code: -

Product name:

4~Borono~L-phenylalanine

%

Not hazardous Component(s):

Chemical name:

4-borono-L-phenylalanine

Synonyms: -
Percentage (%): min. 98%
CAS Number: 80994-59-8

ES (EINECS) Number:

Index Number:

Hazard label(s):

Classification: *

4. FIRST AID MEASURES
4,1 | General information: -
4.2 |{Inhalation: In case of exposure bring the victim to the fresh air; keep at
rest, if necessary artificial breathing or oxygen, seek medical
attention.
4.3 Skin contact: Not harmful in contact with skin.
4,4 | Eye contact: Flush with large amounts of fresh water at least 10 minutes; if
irritation persists, seek medical attention.
4.5 |Ingestion: Rinse mouth with water if consclous. Seek medical attention,
4.6 Other Information: -
5, FIRE-FIGHTING MEASURES
5.1 | Suitable extinguishing media: Water, foam, CO2
5.2 |Extinguishing media which shall not be | Not known
used for safety reasons:

5.3 Speclal exposure hazards arising from Flammable solid
the substance or preparation itself, In case of fire the product releases toxic fumes.
combustion products, resulting gases:

5.4 |Special protective equipment for fire- | Wear self-contained breathing apparatus and suitable protective

fighters: equipment to avoid contact with skin and eyes.

5.5 | Other Information: -

6. ACCIDENTAL RELEASE MEASURES

6.1 Personal precautions: Wear suitable protective equipment.

No special precautions necessary.

6.2 |Environmental precautions: Not known

6.3 |Methods for cleaning up: Not known

6.4 | Other information: -

7. HANDLING AND STORAGE

7.1 [Handling. Not known

7.2 | Storage: Store in dry conditions.

7.3 | Specific use(s): -

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

8.1 |Exposure limit values: Not known

8.2 |Exposure controls:

8.2.1 | Occupational exposure controls:

Respiratory protection:

No special precautlons necessary

Hand protection:

No special precautions necessary

Eye protection:

No speciai precautions necessary




MATERIAL SAFETY DATA SHEET

(According to Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006)

Date od Issue: 25. 03, 2005

Page: 3/ 6

Date of revision: 30. 06. 2009

Product code: -

4-Boarono-L-phenylalanine

Product name:

Skin protection:

No special precautions necessary

8.2.2 | Environmental exposure controls:

9. PHYSICAL AND CHEMICAL PROPERTIES

9.1 General information:

Appearance:
Physical state: Solid (crystals)
Colour: White
Odour: Odourless
9.2 |Important health, safety and
environmental information:
pH (at 20°C): No data available
Melting point / melting range (°C): 283-293°C (decompaoses)
Bailing point / boiling range (°C): Decomposes
Flash point (°C}: No data available
Flammability : No data available
Auto-ignition temperature: No data available
Oxidising properties: No data available
Explosive properties:
Lower (% vol.): No data avallable
Higher (% vol.): No data available
Vapour pressure (at 20°C): No data available
Density (at 20°C): 0,89 g/em?®
Solubility (at 20°C):
- water solubility: No data available
- solubility in fats: No data available
- solubility in organic solvents: | No data available
Partition coefficient: n-octanol/water: | No data available
Viscasity: No data available
Vapour density: No data available
_ Evaporation rate: No data avaitable
9.3 Other information: -
10. STABILITY AND REACTIVITY
10.1 | Conditions to avoid: Stable under normal temperature and conditions,
10.2 | Materials to avoid: Not known
10.3 |Hazardous decomposition products: Not known
10.4 | Other information: -
11. TOXICOLOGICAL INFORMATION
11.1 |Acute effects (acute toxicity, irritation | Not harmful
and corrasivity):
- LD50, oral/rat (mg.kg™): > 3000 mg/kg
11.2 {Other effects:
Toxicokinetics, metabolism and Not known
distribution:
Sensitisation: Not known
Repeated dose toxicity: Not known
Carcinogenicity: Not known




MATERIAL SAFETY DATA SHEET

(According to Regulation (EC) No 1907/2006 of the Eurcpean Parliament and of the Councll of 18 December 2006)

Date od issue: 25. 03. 2005 Page: 4/6
Date of revision: 30. 06. 200S Product code: -
Product name: 4-Borono-L-phenylalanine
Mutagenicity: Not known
Toxicity for reproduction: Not known
Human experience: No adverse effects observed by patients at 330 mg/kg.
Other information: Animal tests:

Cardiovascufar toxlcity observed at 4,3 g/kg (rat}).

12, ECOLOGICAL INFORMATION

12.1 | Ecotoxicity: No data available
Acute ./ chrenic toxicity to aquatic
organisms:

12.2 | Mobility: Not known

12.3 | Persistence and degradabllity: Not known

12.4 | Bioaccumulative potential: Not known

12.5 | Results of PBT assessment: Not known

12,6 | Other adverse effects: Not known

13. PISPOSAL CONSIDERATIONS

13.1 | Danger associated with disposal of the | Nat known
substance or preparation:

13.2 | Appropriate methods of disposal of Dispose according to actual law and actual local regulations.
both the substance or preparation and
any contaminated packaging:

13.3 | Other Information: =

14. TRANSPORT INFORMATION

UN number: 1325

Technicai name (ADR/RID/ADN/ADNRY): FLAMMABLE SOLID, ORGANIC, N.O.S.
(CONTAINS 4-Borono-L-phenylalanine CAS: 80994-59-8)

Technical name {IMDG/ IATA): (CONTAINS 4-Borono-L-phenylalanine CAS: 80994-59-8)

Land transpert (ADR/RID)

Class: 4.1

Packaging group: 111

Classification Code: Fl

Hazard Identification Nr.: 40

Label: 4.1

Inland transport (ADN/ADNR)

Class: 4.1

Packaging group: 11

Classification Code: F1

Hazard Identification Nr.: 40

Label: 4.1

Maritime transport {(IMDG)

Class: 4.1

Packaging group: I1I

Subsidiary risk: =

Marine pollutant: NO .

EmS: F-A, S-G

Label: 4.1

Air transport (TIATA}




MATERIAL SAFETY DATA SHEET

(According to Regulation (EC) No 1907/2006 of the European Parllament and of the Council of 18 December 2006)

Date od issue: 25. 03. 2005 Pagei5/6

Date of revision: 30, 06, 2009 Product code: -

Product name: 4-Borono-L-phenylalanine

Class: 4.1

Packaging group: 111

Subsidiary risk: -

Label: 4.1

Other information: -

15, REGULATORY INFORMATION
i5.1 | Label: This praduct IS NOT classified as a DANGEROUS according to

Reguiation (EC) No 1907/2006 of the European Parliament and

of the Councit, Councii Directive 67/548/EEC of 27 June 1967

and Directive 1999/45/EC of the European Parliament and of the

Council, subsequently amended. *

Hazard label(s): =
Risk phrases: -
Safety phrases; —
15.2 | Chemical Safety Assessment (for the | No available
substance or a substance in the
preparation):
15.3 | Specific information concerned with . Regulation (EC) No 1907/2006 of the European Parliament
personal protection and environment: and of the Council of 18 December 2006.
* . Council Directive 67/548/EEC of 27 June 1967.

. Directive 1999/45/EC of the Eurapean Parllament and of
the Council of 31 May 1999 concerning the approximation
of the laws, regulations and administrative provisions of the
Member States relating to the classification, packaging and
labelling of dangerous preparations.

15.4 | Other information: =
16. OTHER INFORMATION
Risk phrases:
Training advice:
Not known
Recommended restrictions on use {i.e. non-statutory recommendations by supplier):
Not known
Further information (written references and/or technical contact point).
Not known
Sources of key data used to compile the Safety Data Sheet:
Not known

Changes are labeiled by *.

The contents and format of this MSDS are in accordance with Regulation (EC) No 1507/2006 of the
European Parliament and of the Council of 18 December 2008.

Disclaimer of liability:

The information in this MSDS was obtained from sources, which we believe are reliable. However, the
information is provided without any warranty, express or implied, regarding its correctness. The
conditions or methods of handling, storage, use or disposal of the product are beyond our control and
may be beyond our knowledge. For this and other reasons, we do not assume responsibility and
expressly disclaim liability for loss, damage or expense arising out of or in any way connected with the




MATERIAL SAFETY DATA SHEET

(According to Regulation (EC) No 1907/2006 of the European Parfiament and of the Councll of 18 December 2006)

Date od issue: 25. 03. 2005 Page: 6/6
Date of revision: 30. 06. 2009 Product code: -
Product name: 4-Borono-L-phenylalanine

use or disposal of the product. This MSDS was prepared and is to be used only for this

handling, storage,
uct is used as a component in another product, this MSDS information may not be

product, If the prod
applicable.
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