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SECTION 1-PRODUCT AND COMPANY IDENTIFICATION
Manufacturer's Name: Zhejiang Guobang Pharmaceutical Co., Lid
Address: N6, Weiwy Road, Hangzhou GulfShangyu Industrial Zone, Zhejiang, China
Emergency Tele No.: 0086-375-86128944, ¥612635Y
Product Name: Azithromycin

Chemical Name:

(ZRASARSRER 10K 11 R 125135 14R)-13-[(2,6-Dideoxy-3-C-methyl-3-O-methy l-a-1.-ribo-hexopyrano
syljoxy]-2-ethyl-3,4, 10-ribydroxy-3,5,6.8,10,12, 14-heptamethy]-1 1-] [3.d_6-trideoxy-3-(dimetby lamino)
-B-D-xvlo-hexopyrancsyl] oxy|-1-oxa-6-azacyclopentadecan-15-one dihydrate.

CASH117772-70-0
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Appearance: white or almost white powder

SECTION 2 -HAZARD INFORMATION

Adverse effects: Mild nausea, vomiting, diarrhea, constipation, or stomach pain;
Dizziness, tired feeling. or headache; vaginal itching or
discharge; Mild itching or skin rash.

Overdose Effects: Symptoms of overdose include nausea, vomiting, diarrhea, and prostration
Treatmeni is supportive and symptomatic.

Acute: Possible eve, skin, gastrointestinal and/or respiratory tract imitation. Chromie:

Possihle h}Pt‘TH['nii.’i'—’}l'iE‘lH and suprainfection.

Medical Conditions Agzravated by Exposure:
Hypersensitivity to the material and severcly impaired kidney or liver function.

Cross Sensitivity: Persons sensitive 1o erythromycin or other macrolide antibiotics may be sensitive 1o
this material also.
Target Organs: n'f
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}m additional information on toxicily, see section 11,

SECTION 3- Azithromyein

COMPOSITON/N ¢ 0450050 5.2Hs0 N-Methyl-11-aza-10-deoxo-10-
FORMATION ON gihvdroerythromycinA dihydrate
INGREDIENTS
Common Wame:
Formula;
Synonyms:
Chemical name:
(ZRISARSRARIOR IR 125135,14R)-13-[(2,6-Didecxy-3-C-methy |-3-O-methy |-Q-L-rebe-hexopy
ranosyljoxy|-2-ethyl-3.4. 10-trihydroxy-3,5,6,8,10, 12, 14-hepramethyl-1 1 - 3.4, 6-rideoxy-3-(dimethyla
mina)-  -D-xylo-hexopyranosyl] oxy]-1-oxa-6-azacyelopentadecan- 1 5-one dihydrate.

CAS: 117772-T0-0
HTECS Number: n'f
Chemical Family: Macrolide antibiotic

Therapeutic Category: Antibacterial

Composition: The material containg 96,0%~ 102.0% of clarithromycin on the anhydrows basis

SECTION 4-FIRST AID MEASURES

Inhalation: May cause irritation. Remove to fresh air.

Eye: May cause irritation. Flush with copious quantities of water.

Skin: May cause irritation. Flush with copious quantities of water,
Ingestion: May cause irritation. Flush out month with water, This material is well

absorbed from the gastrointestinal fract,

General First Acid procedures:

Remove from exposure. Remove contaminated ¢lothing. persons developing serious hypersensitivity
ianaphylactic) reactions must receive immediate medical attention. If person is not breathing give
artificial reparation. If breathing is difficult give oxygen. Obtain medical attention,

SECTION 5-FIREFIGHTING MEASURES

Extinguisher Media:
Water spray, dry chemical, carbon dioxide or foam as appropriate for surrounding fire and materials.

Fire and explosion Hazards:
This material is assumed to be combustible. AS with all dry powders it is advisable 10 ground mechanical

equipment in contract with dry material to dissipate the potential buildup of static electricity.

Firefighting Procedures:
As with all fires, evacuate personnel to a safe area. Firelighters should use self-contained breathing

equipment and clothing.

SECTION 6-ACCIDENTAL RELEASE MEASURES

&pill Response:

Wear approved respiratory protection, chemically compatible gloves and protective clothing. Wipe us
spillage or collect spillage using a high efficieney vacuum cleaner. Avoid breathing dust. Place spillage
in appropriatelv-labelled container lor disposal. Wash spill site

B
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SECTION T-HANDLING AND STORAGE

Handling:

As a general rule, when handling this material, avoid all contact and inhalation of dust,
mists, and/or vapors associated with the material. Wash thoroughly after handling.

Storage: Store in tight container as defined in labeling insert. This material should be handled and stored

per label instructions 1o ensure product integrily.

SECTION B-EXPOSURE CONTROL /PERSONAL PROTECTION

Engincering controls such as exhaust ventilation are recommended,

Respiratory Protection:

Use a NIOSH approved respirator, if it is determined to be necessary by an industrial hygiene survey
imvolving air monitoring. In the event that a respirator is not required, an approved dust mask should be
used.

Giloves: Chemically compatible
Exe Protection: safty glasses or goggles

Protective Clothing: Proteet exposed skin.
Exposure Limits; n/f

SECTION 9-PHYSICAL AND CHEMICAL PROPERTIES

Propelies as indicated on the MSDS arz general and not nacessarily specific to the active substance Loz
provided.

Appearance and Odor: White 10 off-white powder, odorless.

Cdor Threshold: n/f

PH: 9.0-11.0 (suspension in water and methanol (2:1))
Melting Range: 133-135"C (decomposes)

Boiling Point: nt

Flash Point: n/f

Autoignition Temperature:  n'f

Evaporation [Late: nf

Upper Flammability Limited: nff
Lower Flammability Limiled: n/l

Vapor Pressure: n/f

Vapor Density: i

Specific Gravity 't

Solubility in Water; Practically insolubls

Fat Solubility: inf

Other Solubility: Soluble in anhydrous ethanol and methylene chloride; slightly soluble in
water,

Partition Coefficient: n-octancl/watzr: n'f

Pzrcent Volatile: n/

Reactivity in Water: rf

Explosive Properties: ntf

Oxidizing Properties: n/f

Formula: CigH7raN202.2H20D

Molecular Weight: T85.02

Revision Mar 20072




Gy Wi B2k A
GG ZHEJIANG GUOBANG PHARMACEUTICAL CO,, LTD.

M Road, HangZhoo Gull Shangyd induastnal Zong, IThajEang, PRCKNg | 212268 | Fax: DRG-575-R2ATISETS Tel: ORE-57

SECTION 10- STABILITY AND REACTIVITY

Conditions to avoid: n/f

Incompatibilities: oxidizing agents

Decomposition products: when heated to decomposition material emits toxic fumes of NCy, Emits
toxic fumes under fire conditions.

Stahle? Yies

Hazardous Polymerization? No

SECTION 11- TOXICOLOGICAL INFORMATION

Oral rat: LD30: 2000mg'kg

Chreal mouse: nff

(hher toxicity data: n'f

Irritancy data; n'f

Corrosivity: n/f

Sensitization data: n/f

Listed as a carcinogen by:  WTP: No IARC: No O5HA: No
Other carcinogenicity data:  no

Mutagenicity data: negative in mutagenicity assays.,

Reproductive and developmental effects:

Phospholipidesis (intracellular phospholipid accumulation) has been observed in some tissues of mice,
rats, and dogs given multiple doses of azithromyein. It has been demonstrated in numerous organ
systems (e.g., eye, dorsal root ganglia, liver, gallbladder, kidney. spleen. and/or pancreas) in dogs
treated with azithromycin at doses which, expressad on the basis of mg/m”, are approximately one-
sixth the recommended adult dose, and in rats treated at doses approximately one-fourth the
recommended adult dose. This effect has been shown to be reversible after cessation of azithromyein
treatment. Based on the pharmacokinetic data, phospholipidosis has been seen in the rat {30 mg/kg/day
dose) at the observed maximal plasma coneentration of 1.3 pg/mL (1.6 times the observed Cyyy of
(.82] ue/mL at the adult dose of 2.0 g). Similarly. it has been shown in the dog (10 mg/'kp/day dose) at
the observed maximal serum concentration of 1.0 pg/mL (1.2 times the observed Cp, of 0,821 pafml
al the adult dose of 2.0 g. The significance of the finding for animals and for humans is unknown,

SECTION 12- ECOLOGICAL INFORMATION

Ecological information: n/f

SECTION 13- DISPOSAL CONSIDERATIONS

DISPOSAL: Dispose of waste in accordance with all applicable federal, state and local
laws.

SECTION 14- TRANSPORT INFORMATION

Shipping name: n'f
Class: nff
Un number: 't
Packing group: n'f

Additional transport information: n/f
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MEDS ¢ Azithromyein Zhgjiang Guobang Pharmaceutical Co.. Lid,

SECTION 15- REGULATORY INFORMATION

Symbaol(s) : Warning

R Phrase{s) : R42/43 : May cause sensitization by inhalation and skin contact
% Phrase(s) : 522 : Do not breathe dust.

524/35 : Avoid contact with skin and

SECTION 16- OTHER INFORMATION

Further information : Revision - See : *
List of relevant R phrases : [R42/43; May cause sensitization by inhalation and skin contact.
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