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SAFETY DATA SHEET

Version 1.0 Revision Date: 10/30/18

Product name > lLevetiracetam injection

Product use . Forthe treatment of epilepsy

Manufacturer/Supplier ©  Hainan Poly Pharm Co. Lid

Address : No.2 Xingyang Road, Gullingyang Economic Development Area,

Haikou, Hainan 571127, P.R.China

Telephone . +BG BgBE5712762
E-mait > hnpoly@hnpoly.com
Emergency telephone  ©  +86 898 65712762

number of the company

g T L

According o Regulation 2012 OSHA Hazard Communication Standard; 29 CFR Part 1910.1200

GHS classification of the :  Acute toxicity — oral category 4
product Eye damage/irritation category 2

Label elements

Pictogram

Signal word : Warning

Harmful if swallowed

Hazard statement Causes serious eye irritation

Precautionary statements

Prevention ;. Wash exposed skin thoroughly after handling.
Do not eat, drink or smoke when using this product.
Wear protective gloves / profective clothing / eye protection f face
protection.
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Response . |F SWALLOWED: Call a POISON CENTER/doctorfif you feel unwell.
Rinse mouth.
IF IN EYES: Rinse cauticusly with water for several minutes. Remove
contact lenses, if present and easy to do. Continue rinsing.
If eye irritation persists, Get medical advice/attention.

Disposal :  Dispose of contents/container in accordance with
localfregicnal/national/international regulations

Hazards not otherwise :  No specific dangers known, if the regulations/notes far storage and
classified handling are considered.

3. Composition / Information on Ingredients

According to Requiation 2012 OSHA Hazard Communication Standard; 29 CFR Part 1910.1200

Components
Cheamical Name: CAS-No. Concentration
(2R)-2-(2-oxaopyrrolidin-1-yjbutanamide 102767-28-2 90— 95%
Sedium acetate 127-09-3 1-2%
Sodium chloride 7647-14-5 5-10%
Acetic acid 64-19-7 0.1%

4. First-Aid Measures

Description of first aid measures

Inhalation o M difficulties occur after vapour has been inhaled, remove to fresh air
and seek medical attention.

Skin contact . After contact with skin, wash immediately with plenty of water. If irritation
persists, consult a physician.

Eye contact ;K you use contact lenses, remove the lenses first. Wash affected eyes for
at least 15 minutes under running water with eyelfids held open. If
symptoms occur, consult a physician, preferably an ophthalmologist.

Ingestion :  Rinse mouth immediately and then drink plenty of water, seek medical
attention.

210




Version 1.0

SAFETY DATA SHEET

Revision Date: 10/30/18

Most important
symptoms and effects,
both acute and delayed

Aside from the information found under Description of first aid measures
{above) and Indication of immediate medical attention and special
treatment needed (below), any additional important symptoms and
effects are described in Section 11; Toxicology Information.

indication of any immediate medical attention and special freatment needed

Note to physician

Treatment of exposure should be directed at the the clinical condition of
the patient.

5: ; F'_ifeeFithing-'MeaS':""95 |

Suitable extinguishing
media

Unsuitable extinguishing :
media

Special hazards arising from

Hazardous combustion
products

Advice for firefighters

Special protective
equipment for
firefighters

Water fog or fine spray.Dry chemical fire extinguishers.Carbon dioxide
fire extinguishers,

No data available.

the substance or mixture

During a fire, smoke may contain the original material in addition to
combustion products of varying composition which may be toxic and/or
irritating.Combustion products may include and are not limited to:
Carbon monoxide.Carbon dioxide. Nitragen oxide.

Wear positive-pressure self-contained breathing apparatus (SCBA) and
protective fire fighting clothing (includes fire fighting hefmet, coat,
trousers, boots, and gloves).If protective equipment is not available or
not used, fight fire from a protected location or safe distance,

6: Accidental release measures

Personal precautions,
protective equipment
and emergency
procedures

Environmental
precautions

Methods and materials
for containment and
cleaning up

Avoid eye contact.Use personal protective equipment.

Contain contaminated waterffirefighting water. Prevent from enfering into
soil, ditches, sewers, waterways and/for groundwater.

Contain spilled material if possible.Collect in suitable and properly
labeled containers.
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7: Handling and storage

Advice on safe handling

Conditions for safe
storage, including any
incompatibilities

Avoid contact with the skin, eyes and clothing .Ensure adequate
ventilation,

Keep tightly closed in a dry and well-ventilated place.

8: Exposure Controls/Personal Protection -

Control parameters

Chemical name Qccupational Exposure Limits Regulation
acetic acid 10 ppm TWA ACGIH
acetic acid 15 ppm STEL ACGIH

Personal protective equipment

Respiratory protection

Hand protection

Eve protection

Skin and body protection :

None required under normal conditions. Respiratory protection should
be worn when there is a potential to exceed the exposure limit
requirements or guidelines.

None required under normal conditions.
in case of risk of spray, Use safety glasses (with side shields).

None required under normal conditions.

9:  Physical and chemical properties -

Form
Colour
Odour
pH

Melting point

liquid

clear

none

5.0-6.0

nio data available
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Boiling point no data available
Flash point no data available

Thermal decomposition
femperature

Relative density
Water solubility

Viscosity, dynamic

no data available

1.0212
no data available

no data available

10: Stability and Reactivity
Reactivity No hazardous reactions if stored and handled as prescribed/indicated.
Chemical stability Stable under recommended storage conditions.
Possibility of hazardous This material is considered stable,
reactions
Conditions to avoid Avoid extreme temperatures.
Incompatible materials Avoid contact with: Strang alkali, strong acid, strong oxidizers.
Hazardous Carbon monoxide.Carben dioxide. Nitrogen oxide.
decomposition products
11: Toxicological information

Information on toxicological effects

Acute toxicity
Acute Toxicity: oral

Sodium chioride
LD50/rat:3 550 ma/kg bw

Sodium acetate
LD50:2.72 cther: g/kg bw
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Acute Toxicity: inhalation

Sodium chloride
LC50/1 hirat:> 42 mg/L air

Sodium acetate
LC50/4 h:> 5.81 mg/L air

Acute Toxicity: dermal

Sodium chloride
LD50/rabbit:> 10 000 mgfkg bw

Sodium acetate
LD50:> 28 269.15 mg/kg bw

Skin irritation/corrosion
Sodium chioride
rabbit

not irritating

Sodium acetate
not irritating

Serious eye damagelirritation
Sodium chleride
rabbit

not irritating

Sodium acetate
not irritating

Respiratory or skin sensitisation
Sodium chloride
mouse

notf sensitising

Secdium acetate
not sensilising

Germ cell mutagenicity
Evidence analysis showed that the substance did not induce gene mutations.
Carcinogenicity

Evidence analysis showed that the substance was not a carcinogen.
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Reproductive toxicity

Animal tests showed no developmental toxicity.
STOT-single exposure

No information available

STOT-repeated exposure

No information available

Aspiration hazard

No information avaitable

12: - Ecological information

Aquatic Toxicity
Short-term toxicity to fish

Sodium chloride
LC50/96 h/Lepomis macrochirus;5 840 mg/L

Sodium acetate
LC50/86 h/Danio rerio (previous name: Brachydanio rerio)> 100 mg/L

Long-term toxicity o fish

Sodium chloride
NOEC/33 d/Pimephales promelas:252 mg/L

Short-term toxicity to aquatic invertebrates

Sodium chloride
LC50/48 h/Daphnia magna:874 mg/L

Sodium acetate
EC50/48 h/Daphnia magna:> 1 000 mg/L

Long-term toxicity to aquatic inveriebrates

Sodium chloride
NOEC/21 d/Daphnia pulex:314 mg/l.

Toxicity to microorganisms

Sodium chioride
NQEC/activated sludge:5 000 - 8 000 mg/L.

710




SAFETY DATA SHEET

Version 1.0 Revision Date: 10/30/18

Sodium acetate
EC10/16 hiPseudomonas putida:3.5 gL

Persistence and degradability
No data available
Bioaccumulative potential

No data avaitable

Mobility in soil

No data available

Other adverse effects

No data available

13: _DispoSa_i'_co_nSideratipns .

Product . Observe national and locat legal requirements.

Contaminated packaging :  Packs that cannot be cleaned should be disposed of in the same
manner as the contents,

14:_ Transportinformation

Land transport

DOT

UN number : not applicable
UN proper shipping ¢ not applicable
name :

Transport hazard : not applicable
class{es) :

Packing group : not applicable

Sea transport

IMDG

UN number 1 not applicable
UN proper shipping :  not applicable
name :
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Transport hazard : not applicable
class{es) :

Packing group © not applicabie
Alr fransport

IATANCAO

UN number : not applicable
UN proper shipping ©  naot applicable
name :

Transport hazard . not applicable
class(es} :

Packing group : not applicable

15: Regulatory information

Federal Regulations

Registration status:
Chemical TSCA, US released / listed

EPCRA 311/312 (Hazard categories): Acute

CA Prop. 65:
There are no listed chemicals in this product.

NFPA Hazard codes:

Health : 1 Fire: 1 Reactivity: 0 Special:
HMIS i rating

Health; 1 Flammability: 1 Physical hazard: 0

16: Other information

SDS Prepared by:
BDT Chemical Technology {Shanghai} CO..LTD
SDS Prepared on: 10/30/18
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The information herein is provided in good faith and believed to be accurate as of the effective date
shown above.However, no warranty, express or implied, is given. Regulatory requirements are subject
to change and may differ between various locations. It is the buyer'sfuser's responsibility to ensure that
his activities comply with ait federal, state, provincial or focal laws. The information presented here
pertains only to the product as shipped. Since conditions for use of the product are not under the
control of the manufacturer,it is the buyer's/user's duty to determine the conditions necessary for the
safe use of this product. Due to the proliferation of sources for information such as
manufacturerspecific SDSs, we are not and cannot be responsible for SDSs obtained from any source
other than ourselves. If you have obtained an SDS from another source or if you are not sure that the
508 you have is current, please contact us for the most current version.
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HDA

© August 2014

Standard Pharmaceutical Product Information (Rx Product Only)

tntraduction Typa

[ Jpravesen

Date: ]

Campany Nama: [TAG! Pharma, Inc. Applization, ANDA a. Temperaltte - indicate the USP temperature range fur this product.
Application Humber for NDA/ANDAIBLA {drug: FMNND{HKME!! !!!Viﬂ') . . Temparature Range Contrelled Room — botwean 20 and 25€ (58" = 77" f
Cther Tempetatuie Range Requirement

If Unit Dase. is item bar coded to unit gose for hosgital scanning™
I Uit Dose NDC. tndicata HOG hera
Country of Origin China
Is this product covored under he Trade Agreaments Act {TAA]?

s the Product...
ateqend device? ta
reverse numbered? o
codlcensed? o

Is the Praducl... DicctShp oy

fe the Praduct... Heiher

/3

Mo

size: Sl
Shength; [500mg.
Doaage Fotm: jvial

Produrt Shape:

Product Color: Claar, criorans, dﬁd’e_aﬂmﬁ.ﬂ_n

Froduct lmprinl:

*If Authorized Genenc, other section
flalds are not epplicatle

[ Authorized Generic

DUNS: RN
Proniiatary Name {IT Applicabiel and Exiatnishud iame: lmmmm B tenite in}
Selling Unil NDC: prEaEe - [T T
uol - B B - TVX Cods: = XN Is iz pradut to bo shipped to customers an ice’? Na
Lo injeation, USF S00MTHm.. . be this praduet ts ke shipped to gustomers an dry ie? MNa
Active Ingredieni(s): lLﬂvﬁrﬁic:hm b Gantact oy
s Hema:
URL far Addilional Product Informatian: Number:
Address: 722 Group E-mait:
City: State;
Key Gontact: Email: ¢, Special reguiattons fat produsd in any statea? No -
Fax: Special retums requlsements for this product? .

d. Store product {unit of szla) upright?

Protect product {unit of sate) from light?

e. Shelf life:

Initial shalf life at faunch (i dlffwrent);

Unit of Sate What s tha NDG seliing unit>
Bottie |3 B of 0 imly B . ]
Box/Carton im0 1 Box o1 10 Vie)

Arpute
Fass Minimuen order quantity? Ves
[Tute
X__|Viat Liquid Sg)
Vial Liuid Multi 1f ¥es, how many of which package type?
ial Powter Sa [ 1B teach
\al Powest Bt _ Innet/CartornPack
CAher, Weite In . JCase

Manths
Manths

Rec, deff untit fo custames?

s billing unil fo pharmasy:
1 Each

L crmge BookRafing:  [AF

_ -
{Write-n, e g 1 Wial)

1o What Brand?:

fs pragoct exempt from DECHAT

If yes, select axemption:

16 product repackaged?

1s praduct sold by

Sermlized?
It pot, when?

Items afgregaled?

Pkt

Gram
Keililder

Dose supplier meet DSCSA dafinition of manufacturer? Yes aLh: [
o
A Dimansians (US memts.) Volume .
Other examption - Write in: C B '- ] Welatt Lo, Deplh __ Halght __ Width __{cube) " L=
o Y sinal froduct purchazed diract T
e, was ariginal product purchased direct .. o T, T T
s excivsive distibulor? o from mir? %8 G291 261 4 2% R
Has FOA granted waivariaxcoption‘exempiion fof product? To 1t yes, attach documentation fram FOA, BoxGartoBundiel
bimret Pack: : A - R N
case: Zan IR RN TR IS
GTIN-14 Sallat
224013t - :
Bouianarsunmstane Pk ) . uRe: [ave:
casn AESATIGE carton:

Reqular Gosl
fhwoice Cost IWAC) (8}

Federal Excise Tax Per Unit of Sate
As of dato

Whst. Code K.
Fineline Code:

“Plzase pravide any additionat nformatfon on page 2.

Arach cepy of SAFETY DATA SHEET (505) or nen harard letter, PACKAGE INSERT, LAREL AND PHOTO OF PRODUCT PACKAGING and BARCODE

See new p. 3 for Designated Orop Ship Only.

Slgnature:

f Mewtea Bradiey — ]




HDA Standard Pharmaceutical Product Information (Page 2)

For Designated Drop Ship Only Products, Please Use Page 3

is this product {check all that apply).

a Cylotoxic?
b CAProp G5 Carcinogan or Reproductive Toxicant?

Is the preduct a CA Prop 65 carcinegen? Qrganic Corroswe

Is the product a CA Prop 65 reproductive toxicant? Inorganic Oxidizer

Does the product label bear a CA Prop 65 warning? SteroidfAndrogen Contact Hazard
¢ Contact Harard? D Aerosol Class, [dentify NFPA Storaga Level
d. Does this product require special clean-up mstructions?

{If yes, attach S0S with special instructions } Is the product a NIOSH hazardous drug?

& Dioes the product contain DEHP? If yes, indscate which:

Is this product regulated for shipment by DOT or 1ATA?
(¥ yes, answer a-e below and previde SDS)
2. UNftdentification Number
b Proper Shipping Name - -
& DOT Hazard Class - - S - - EPA Hazardous Waste Code
d Paclang Group § N
. Inhalation Hazard?
Is the product restricted for air supment? I so, indicale restriction:

Passenger Is there & REMS on this predust? i No

Cargo If Yes, is it managed with 2 pharmacy registry? B

Passenger & Cargo Webste URL { |
|5 this a repartable quantit No

RQ Threshaid b} Commenis / Detais {For examle, IPledge program?)
|s this & manine poliutant? Mo . . .

Is this praduct shipped utiizing an aulhcrized DOT exception or Speciat Permit?

No (f yes, wentify method below) REMS: A . X
Limited Quantity REMS Program Manager Name L B { Pione I:::I
Consumer Commudity, ORM-D Supplier Manages REMS regstry exclusively : -

Small Quantiy {48 CFR 173 4) Wholesale distributor suppart . o -

Special Permit; DOT-8P Pravider Name. [ T T

Speciat Provision {listed in Column 7 of 49 CFR 172 101); Site Enrcliment Number assigned L . CEA#

NP #
Is the Product . Comments. |

Cartrolled Sutstance? No
Controlled by State(s)? No Registry: .
ARGOS Repartabte? Ne Registry Program Centact Name ¥ | Phone
Schedule Mo, {ine. N for nen-narcotic) [ R I N }| Comments i SRS B R
Controlled Substance Code | . - L |
Listed Chemical (List | of H) No ETURNINSTRICTION

1f yes. indicate which:
Is it & scheduled kisted chemical product?

Contact tel # if product receved damaged 1315-6‘24-7685 B - . R . |

LAS: Is product returnable far credit Yes
NG TEStHCtCN; Seset vES 4 sae 1o et enamacy hespas. cheics and physiian aifces URLALIRK {0 returns palicy H L. K B |
Restricted to retail pharmagy only No Special regulations or returns requirernents for this product 1n certam states? No
Restricted to hospital, clinics, and physician ofiices only: Mo IT 50, which states? Other requitements? Cammernis?
Restricted frem US terriories? (explan in comments) No . :

Comments

Release DATE



HDA

FOR DESIGNATER DROP SHIF PRODUCT ONLY

Purchase orders may be accepted by:

a EDI

b. Autofax Fax Number:
c. Fax . Fax Number:
d. Phone only Fhane No.:
e Supplier Web Site only Site Address:

Minimum Order Quantity, [ .-
Supplier's Customer Servica Number:
Contracted 3Pt company / contact #:

Name:
Phone:

Expedated freight fees billec with each order:

Drop Ship service fee billed with each erder:

Drop Ship misceflaneous fees billed:
Comments: .

Mo restriction: Select YES if soid to retaill pharmacy, hospitals, clinics and physician offices
Restricted to retail pharmacy only:

Restricted to hospital, clinics, and physician offices anly:

Restricted from US 1emtones” (explaln m commams)

Comments:

H l

Patient Procedure Date:
Physician Name:
Physician/Clinic Phane #
Physician State Licanse #
Physician/Ciinic DEA #:

Standard Pharmaceutical Product Information (Page 3)

f not a designated drop ship, do not complete.

Purchase order daily recelpt cut off time by suppller
Cut off time:

Shipping lead time of PO:

Ships same day Tor next day receipt:
Ships for second day receipt:
Ships reguiar ground for 3-10 days raceipt

Overnight receipt availabl

PO Receipt cut off time: [ |
Days of week overnight is available, Monday
Tuesday
Wednesday
Thursday
Friday

Priority Overnighit recelpt available:

PC Receipt Cut off time:

Saturday Cvernight recelpt available:

PG Receipt Cut off time:

QOrder receipt method: F‘hone - ;g:i:: #:
EDI: 3
Ovemight Fees apply. _' _
Other fees apply:

Contact # if product is received damaged:

15 product returnable for credit:
URL/Link to returns poficy: .

Special regulations or returns requirements fcr this product in certain sta!es‘?

Physician/Clinic Specialty:

If s0, which states? Gther requirements? Commants?

Is product order for scheduled patient procedure?
1s product order for restocking pumposes?




