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1 IDENTIFICATION OF SUBSTANCE

Trade Name

Company

Telephone

E-mail

Emergency Contact : +91 2192 250811 I +919820239733

Nol. .. THIS PRODUCT IS SOLO AS PHARMACEUTICAL PRODUCT

VALACYCLOVIR HYDROCHLORIDE DIHYDRATE

Ciolo Limited

Head Oftice - Cipla House, Peninsula Business Park, Ganpaiaro Kadam Marg,

Lower Parel, Mumbai- 400013 India.

Manufactuing division - Cipla Ltd. MIDC, Patalganga, M.S. 410 220 India.

+91 2192 660900 / 660400 Fax : +91 2192 250819

safetyptg@cipla.com Web site .' www.cipla.com

2 HAZARDIDENTIFICATION

Crassification as per EC - Physical Hazard -' Not Classified

Heatth Hazard .' Acute Toxicity - category 4

Environmental Hazard .' Not classified

Label in accordance with EC -

SOna, Word - Warnang

Cortains - Not Classified

Hazard Statement - H302 : Harmful if swallowed.

Precautionary Statemen's - P2U :Wash hands thoroughly after handling.

P270 : Do nol eat, drink or smoke when using this product.

Supplementary Precautionary Statemenf - Not Classified

3 COITTPOSITION / INFORMATION ON INGREDIENTS

Chemical name .' Valaclchlovir Hydrochloride Dihydrate is L-valine, 2-[(2-amino-1, 6dihydro-6-oxo-

9H-purin- g-yl)methoxylethyl ester hydrochloride dihydrate.

Molecular Formula .' CraHzoNoOn .HCI.2H2O.

Molecular Weight ,' 396.5

CAS rvo. : 124A32-27-5 UNNo. : 3077 EC No. i Data not available
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4 FIRST AID MEASURES

This is a pharmaceutical product. Health effects information is described in the leaflet attach with the product

packaging. Exposure might occur via ingestion, skin absorption and eyes. Material may be harmtulby ingestion,

skin absorption and eyes.

Generat advice

Remove victim immediately from source of exposure. Receive immediate medical attention.

lnhalation Physical form suggests that risk of inhalation exposure is negligible. Remove victim to

fresh air. lf not breathing give artificial resparation. lf breathing is difficult, give oxygen.

Receive immediate medical attention

May cause irritation. Remove contaminated clothing. Flush with copious quantities of

water. Receive immediate medical aftention.

lvay cause irritation. Flush eyes with copious quantities of water for at least 15 minutes

Receive immediate medical attention

May cause irritation. Never attempt to induce vomiting. Do not attempt to give

any solid or liquid by mouth if the exposed sub.iecl is unmnscious or semi-conscious. Wash out the mouth with
water. lf the exposed subjec{ is fully mnscious, give plenty ot water to drink. Receive immediate medical

attention.
Notes to Health Professionals

Medical Treatment .' Medical treatment in cases of overexposure should be treated

as an overdose ofthe product Treat according to loc€lly approved protocols.

Medical conditions Caused .' No specific data available

or Aggravated by exposure
Antidote ; No specific data available

Skin Contact

Eye Contact

tngestion

5 FIRE FIGHTING MEASURES

Fire & Explosion hazard

Ertinguishing media

Special fire fighting

procedure and

Protective Measures

Hazardous Combustion

Ptoducts

Producl is expected to b€ not highly flammable. Packing may be combustible.

Water spray, Foam. Carbon dioxide, Dry Chemical Powder as appropriate for

sunounding fire and material.

As with all fires, evacuate persons to safe area. Use of self - contained

breathing apparatus and protective clothing is advisable. Contain and collect

used fire fighting water for later disposal. Refer applicable laws.

Under fire conditions - May emit toxic fumes, carbon monoxide. Toxic,

corrosive or flammable thermal decomposition products may expected under

fire condition.
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6 ACCIDENTAL RELEASE MEASURES

Remove ignition sources. Suggested to be handling by trained persons. Avoid unwanted exposure. lf required,

evacuate area.

Personat Precautions : Personal clothing refened in seclion 8 should be wear.

Environmental Precaution .' Take precautions to prevent discharge into watertourses and ground

Ctean - up Procedure .- Vacuum or Sweep up the material and place in a appropriate bag /

labeled container and hold for waste disposal. Avoid raising dust. Wash contaminated clothing before reuse.

Ventilate area and wash spill site. Flush contaminated are with waler. Dispose off waste in accordanc€ with

applicable regulations / law.

Decontamination Procedure .' No specific decontamination procedure has been identified.

7 HANDLINGANDSTORAGE

Handling "' Handle material with care. Avoid exposure to moaslure, humid conditions and direct

sunlight. This material should be handled as per instructions to ensure product integrity. Avoid contact with

skin, eyes and clolhing. Avoad breathing dust or mist. Avoid breakang or crushing tablet.

lnformation & Irai?rhg - Prior to use of this material, lmpa( proper information & training to all concerns.

Storage

1. Bulk Storage - Store in well closed containers. Store material in cooldry place protected from light.

Avoid exposure to moisture, humid conditions and direct sunlight. Keep away from all heat sources, ignition

sources ancluding sparks and incompalible malerial. This materialshould be handled and stored as per

instructions to ensure product integrity.

2. Department Storage - As mentioned above

Pictosrams- + t2il. -AJ .'3. . ,4.9l-^-

Keep Away Keep Away From Sunlight, Store betv'/een

From Waler radioactive and Heat l5octo3ooc
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EXPOSURE CONTROLS / PERSONAL PROTECTION

Hazard category and Exposure Limifs - Refer section 9, 'lo, 11 and 12

This producl is medicine and hence precautions and control specmed in this seclion should be adopted only during spill

conlrol. For regular inlended use, tollow instructions and hygiene practices as suggested by the physician.

personatprotectiveequipment 

leD |(D @ @
Ensure before use - Personal Protective Equipment selecled are consistent and compatible with degree

of haz ard. Ensure that Personal protective equipment which are to be use are tested and approved under

appropriate government standards such as NIOSH ( US ) or CEN ( EU ) etc.

Respiratory protection i 3M i NIOSH approved Respirator or Pressure suit. Use Self Contained

Hand protection

EW protection

Skin protection

Breathing apparatus in an emergency.

; Chemically compatible hand gloves

.' Safety Goggle or Face Shield

-' Protective clothing including apron / suit, shoes

Exposure control Ventilation j Adequate ventilation including local exhaust is required.

Hygiene Measure : Wash hands and contaminated parts after handling. Promptly remove

contaminated clothing. Wash contaminated clothing before reuse. Handle material in accordance with applicable

good industrial hygiene and safety procedures.

PHYSICAL AND CHEMICAL PROPERTIES

Appearance and odour

Vapour pressure

Ftash point

Metting range

Specitic gravity

Relative density

Solubility

: A White to off - white crystalline powder.

Not applicable Vapour density

Viscosity

Boiling point

Auto-ignition

Flammabitity

Not applicable

Not applicable

Not applicable

Data not available.

Freely soluble in water.

; Not applicable

-' Not applicable

-' Not applicable

.' Not applicable

j Data not available.

10 STABILITY AND REACTIVITY

Stabitity

Incompatibilities / Conditions to avoid

H aza rdo us dec om positi o n p rod ucts

Hazardous reactions

H a z a rd o us p ol ymeri zati on

The product is stable

Data not available

When heated to decomposition, may emit toxic fumes

Not applicable

Not applicable
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11 TOXICOLOGICALINFORMATION

Oral Toxicity

lnhalafion Toxicity

Sftin Effects

Eye Effects

Target Organ Effec's

Toxicity data

Data Not available Sensitizafion j Data Not available

ORL - RAT LD 50 ,' 903.5 mg/kg SCU - RAT LD 50 j Data not available.

ORL -MICE LD 50 .' Data not available. SCU - t US LD $ .' Oata not available.

12 ENVIRONMENTAL / ECOLOGICAL INFORMATION

Summary .' This product is having active ingredients which may be harmful if releases directly to the
environment. No detail information is available about the potential of this producl to produce adverse
environmenial effects. Appropriate orecautions should be taken to limit release of this material in the environment.
Local regulations and procedures should be consulted prior to environmental release.
Ecotoxicity j Lilay be harmfulto aquatic organisms.

Degradabilw r Data Not available

I3 DISPOSALCONSIDERATION

Disposal Recommendations .- Dispose matetial as Hazardous Waste and as per applicable local, state

and federal regulatory procedures and laws.

Regulatory Requirements .' Dispose material as Hazardous Waste and as per applicable local, state

and federal regulatory procedures and laws.

14 TRANSPORT INFORMATION (JN ctassification & Labetins )
Safety Data Sheet should accompany allshipments for referen@ in the event otspillage or accidenlal release.

Additional Pictogram- . ADR Packing Group - ttl

,ATA |MDG ' ADR Crass- g ' UNNo-3077

s g se**ic"sn* c
Other lnfofmation : - Prcper ShiPing Nane - Environmentally haza.dous substance, solid, N.O.S.

Trade ttarrc - Valacydt lovir Hydrochloride Dihydrate

Chemical / Technlral Name - Valacychlovir Hydrochbrije Dihydrate b L-valine, 2-[(2-amino-1 , 6-dihydroS-oxo-9H-purin-

9-y)methoxylethyl este. hydrochloriJe dihydrate.

Transportation ofthis product is not parlicularly restricted but packaging, labeling or transportation ol product / consignment fof
air, marilime or ground transport purpose should be in adherence to transport regulalions. Refer pictogram, Class / packing

group.

Data Not available Genetic Toxicw j Data Not available

Data Not available Carcinogenicity .' Data Not available

Data Not available Reproductive Effects .' Oata Not available

Data Not available
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15 REGULATORY INFORMATION

Labeling according to EEC directives

Nafonal legislation / regulations

Any other regulatory information

i As mentioned in section l4 of this document

16 OTHER INFORMATION

Thorapeutic category of naf€lrtal .' Antiviral

Refere ce :
1. Aciive Pharmaceutical Ingredient specification No. ACV0O34 of Cipla, Patalganga Version No. 01, dated

29.04.2009

2. Material Safety Data Sheet ofthe Product Valacyclovir Hydrochloride by Sigma-Aldrich. Revised edition No.

4.0, dated 01.03.2010.

3. Globally Hamonized System Of Classfication And Labelling Of Chemicals ( GHS ), Third revised Edition

4. Dangerous Goods Regulations.

5. Regulation on Classification, Labeling & Packaging of Substance & Mixtures.

The infoffnatbn contained herein is based on the prcsent state of our knowhdge and does not theretore guaantee certain prcpefties. The

informatbn given was obtained hom sources which we believe arc reliabb. The infotmatbn and rccommendations given arc best of our

knowledge, a@u'ate as oflhe datc otr:ss.re. tt othing horcin shal be &ened to ctoaile any wananty, e.xpre'ss or im et. Reopbrts ot
material mLtst bke rcsryBbility lor ot.scving exblng laws, ,eguletions atld suibbility ot maits,rial for handling, Uans@tl and any padbular

purlpsp. Wo tu ool assume res@nsibilily and exryssy disclain lbbility tq bss, damagc end expnses adsing out ot or in any way

connected with the handling, sto.8ge, use and disposal of the product. lnfonnation nentionod in this document relates only to the specitb

material designated qtd may not be valid far such mateial usad in combination with olher mdtedal or in any prccess.

Y,!"&) 'dI'xotu c q.f )n
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