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1. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND THE COMPANY/UNDERTAKING
A S TE B DA A W Il 44 7K

Sunshine Lake Pharma Co.,Ltd
Northern Inustry Road 1#,
SongShanLake

Dongguan, Guangdong, China.

Emergency telephone number/ % &% 7 HiE:

Contact E-Mail/lif 44 :

I ARR B A BRAH
HEL JTRE, REMN,
AL, Tokdbeg1s

86-769-22895888 Ext 2009
guozhi@hec.cn

Material Name: Oseltamivir Phosphate Capsules USP, 30mg/45mg/75mg
FERh A ER: BEFRILT] =F R EE USP, 30mg/45mg/75mg

Appearance
HEI

Trade Name/7 5t 2 R -

Chemical Family/4¥, 2%
Intended Use/fH -

2. HAZARDS IDENTIFICATION
fa R

75mg:

Capsule cap is light green and imprinted S2 with black ink, body is white and without
any imprint; the contents is white or almost white granules.

FIRRER, ENHBOFMES2", BiEA6, LHT; REANBEYRNEEEEAN
45mg:

Capsules cap is buff and imprinted S4 with blue ink, body is white and without any
imprint; the contents is white or almost white granules.

BIRRTD, ENHFEOFIRSA, BikEe, THT, RENAYRNEEEEAN
TR o

30mg:

Capsules cap and body are opaque white, cap imprinted S5 with black ink, body
without any imprint; the contents is white or almost white granules.
BIRMPEALNABEY A0, BB BOFRSE, WKL T, REAEYRN
8BRS 5Tk

Oseltamivir Phosphate Capsules USP, 30mg/45mg/75mg

TR B =] b B EUSP, 30mg/45mg/75mg

Mixture/JE-&

This product is applicable to the treatment and prevention of influenza A and B.

AR I8 F TR T R R RN 2 B R T

Pharmaceutical Agent — Handling of this product in its final form presents minimal occupational exposure risk.

2y AU -ARIE A= S R AT 3, B A KU R /)

Patients/Consumers: Please refer to the product information insert or product label for appropriate consumer-specific information
about this product when used according to the physician’s directions.

BELHYCE: WIBELERTORERA S, BSRPESRNPE™ SARE, UURIUE K47 SiE 41 3 e S B

Classification 432

Not classified #K4r2
Label elements fF&T0E
Not classified #4r%
Other Hazards i

No information available FEH]Al{E &
Unknown acute toxicity JR&I#EM:
No information available A Fi{E B

3. COMPOSITION/INFORMATION ON INGREDIENTS

RS

Hazardous/f& % i

Ingredient

M

Oseltamivir Phosphate
R A b
Pregelatinized Starch
TR AL ER
Croscarmellose Sodium

BRI LT YE RN

CAS Number
CAS &

204255-11-8

9005-25-8

74811-65-7

Y~

EU EINECS/ELINCS List i 'f'g/{t}’m

¢ ;
R ELAF 7 Rl B 5 1 2 S S %

Py B 3% S =

616-396-9 Not Listed 40
232-679-6 Not Listed %
1312995-182-4 Not Listed Z




@ MATERIAL SAFETY DATA SHEET
YRR e

Material Name/#J#} % #k: Oseltamivir Phosphate Capsules USP, | Doc. No %5 : MSDS-OSP03-01

30mg/45mg/75mg IR B ] fth T ZE USP, 30mg/45mg/75mg | Version/i 452 : 01 ‘ Page/Fifi: 2 of 6

Povidone ;

U 9003-39-8 1312995-182-4 Not Listed &

Sodium Stearyl Fumarate )

TS S TR A 4070-80-8 223-781-1 Not Listed :;

Talc :

T 14807-96-6 238-877-9 Not Listed z

Gelatin hollow capsule

BRI L IR Not Listed Not Listed Not Listed &

Additional Information: *Proprietary/ &5

HAtf5 B Ingredient(s) indicated as hazardous have been assessed under standards for workplace
safety.

FRCSER IR A B T B & &40 T 3T 1A .

4. DESCRIPTION OF FIRST AID

AR
Eye Contact Rinse immediately with plenty of water, also under the eyelids, for at least 15
AR Bk minutes. Keep eye wide open while rinsing. Remove contact lenses, if present and
easy to do. Continue rinsing. Get medical attention if irritation develops and
persists. Do not rub affected area.
37 R AR & KR, LEEE&T‘F%}JMS%@F TSR AR B IR ORI BT RRIERR S (o
RE, MAAELWT). 4. MERBRERE, BHE. NEEESRL,
Skin Contact Wash off immediately wrth soap and plenty of water for at least 15 minutes. Get
Bk medical attention if irritation develops and persists.
SLEPR BB AR E KB R A5 5h, IRRIMEFE LR, ERE.
Ingestion Do NOT induce vomiting. Clean mouth with water and drink afterwards plenty of
BN water. Never give anything by mouth to an unconscious person. Call a physician.
ABEfE. FKEE DR, REWRERK. RERAMEAKREMEHANZERTG. WE
AR,
Inhalation Remove to fresh air. Get medical attention immediately if symptoms occur.
BN BEFHEA. MREIADK, SZRIHE.
5.  FIRE FIGHTING MEASURES jH i i
a) Suitable Extinguishing Use extinguishing measures that are appropriate to local circumstances and the
Media surrounding environment. . .
KRR SR FH A 24 3 15 V000 ) R R BRI K K 7
Unsuitable Extinguishing Media None known.
FEERRRN R REA
b) Fire hazard Not flammable.
KRG G
Explosive hazard Not an explosive.
FRAESERL RS
Reactivity Hazardous reactions will not occur under normal conditions.
SepitE ; FEIER R FARRESRR R
Hazardous combustion Carbon oxides. Oxides of sulfur. Nitrogen oxides (NOx). Sulfur compounds.
products &Ky EE =) Hydrogen sulfide. B4 TR ﬁ%%%(Noﬁygr?”@ BiftA.

c) Fire Fighting Instructions Firefighters should wear self-contained breathing apparas a ﬁ%ﬁ % ?g tﬁ?{gt gear.
TEB B - BT AR R E A IR AT &, \

6. ACCIDENTAL RELEASE MEASURES £
it 5% O oAb B -
Personal precautions, protective equipment and emergency procedures/™ AT}

C N >
NS
Personal precautions: Avoid contact with skin, eyes or clothing. Ensure adequate ventlle?ﬂgn Use person‘ protective
equipment as required. s ‘
AMNERF: B RBAE R, RS, FEERRIF. WEREANAGEE.

For non-emergency personneldEM A R

Personal Protective Equipment: Use personal protective equipment as required.

AANBI RIS BRI NG .

Emergency procedures: Evacuate personnel to safe areas.
MEREF: KA RRHRE 242X .
For emergency responders R &M RLA 5
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Personal Protective Equipment: Use personal protective equipment as required.
ANBGF RS SRERAE A BT &

Emergency procedures: Evacuate personnel to safe areas. Ventilate the area. Eliminate all ignition sources if safe to
do so.

BLEafEfr: HARGHE ZERE. HZKRER. EZ2eNBRT, HRTEKE.

Environmental precautions¥F 3% Bl 1%

Prevent further leakage or spillage if safe to do so.

ELZERBRT, Bk —SiReiEy.

Methods and material for containment and cleaning up$#i #1382 iR 7 3R 41 1

Methods for containment: Prevent further leakage or spillage if safe to do so.

BT FER AR TP R — D MR s

Methods for cleaning up: Use appropriate personal protective equipment (PPE). Carefully shovel or sweep up spilled
material and place in suitable container. Avoid generating dust. For spills:. Soak up with inert absorbent material. Use
clean non-sparking tools to collect absorbed material. Avoid breathing dust or spray mist.

FETE: ERAELHANAGEE (PPE) . ANOHE SIS B, RSSO E . BhPEE R,
Tiltds: BRI . (T8 A T0 A e TR SRR B R . 38 S A IR R B

Prevention of secondary hazards: Clean contaminated objects and areas thoroughly observing environmental
regulations.

BT IR fEE: AR ST IR EREI, 75V 2T YRR X S

7. HANDLING AND STORAGE

BAEL BN

Precautions for safe handling Z2&#3z AHIH

Patients/Consumers: Patients should adhere to the instructions provided within the product information insert or
product label for appropriate consumer-specific information about this product when used according to the physician’s
directions.

BENERE: REEENR RN, B R 550 B P SRS 3R LA S A= 5 1 B 5 e 15 B B
Advice on safe handling: Handle in accordance with good industrial hygiene and safety practice. Avoid contact with
skin, eyes or clothing. Do not eat, drink or smoke when using this product. Remove contaminated clothing and shoes.
Take off contaminated clothing and wash before reuse.

BANEBY: ZRRIFO T TAEMREMEIHATAI, BRIk, RIESRIR. R4 RRHE78 . Tokek
R B s AR RN EE T . RIS RRIR, EREREEA.

Conditions for safe storage, including any incompatibilities Z & 7% 4, SIEFAAHAY:

Storage Conditions: Keep containers tightly closed in a dry, cool and well-ventilated place. Protect from light. Protect
from moisture. Keep out of the reach of children. Store locked up.

APk WABEHETR. WL BRRBIFMMTT. B, P, BEZTERBINMTT. E8Usn,

Specific end use(s): Pharmaceutical. Use only as directed. Refer to product insert for usage instructions and product
information.

FERAME: 2. (UEHRREN. AXREMEEM=RER, ESREPHEEP.

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

e s N

Control parameters# i %
Exposure Limits: No information available

BMRE: TURER

Exposure controls#fiif i
Appropriate engineering controls: Site-specific risk assessments should be con téid t appropriate
exposure control measures. If applicable, use process enclosures, local exhaust vpntll g:m ering

controls to maintain airborne levels below recommended exposure limits.

A AR AT I A, AT i R R . ﬁuL% ﬁ%&mm @@{g NS

T, URFESHRRKCHETRINREERE. NS
Individual protection measures, such as personal protective equ1pment/\}\ %ﬁ, !lﬂ/l\wfﬁyﬁ
Hand protection: Wear suitable gloves. Impervious gloves. ,’)& ‘%’&
FHHH: BEEBENFE. FEKTE. NS ,

Eyel/face protection: If splashes are likely to occur, wear safety glasses with side- shields v e
MR BT W ST AR A T, T IR 3P AR 1 22 A IR BE

Skin and body protection: Wear suitable protective clothing. Long sleeved clothing.

BRI S R TG k. KRR,

Respiratory protection: Use appropriate respiratory protection.

WP BGE: A3 R 2 (PP IR B 3

General hygiene considerations: Do not eat, drink or smoke when using this product. Wash hands before breaks and
immediately after handling the product. Wear suitable gloves and eye/face protection. Avoid contact with skin, eyes or
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clothing.
—REAEERER: EAAPRE2 A YOKSRAE. KRR 5§ 5 BT . A3 i T 22 0 AR /T 24 7
FERE. BRI, R,

9. PHYSICAL AND CHEMICAL PROPERTIES &4t 2 /& i
a) Information on Basic Physical and Chemical Properties Z: AL FR (S B

75mg:
Capsule cap is light green and imprinted S2 with black ink, body is white and without any imprint; the contents is white or
almost white granules.
IR G, DNEBOFES, BEAGE, THT; KIENEYIR A QB A GH.
45mg:
Capsules cap is buff and imprinted S4 with blue ink, body is white and without any imprint; the contents is white or
almost white granules.
BIRRHEG, NEECFASY, BiEAE, THF;, RENBYNNE GBS E OB .
30mag:
Capsules cap and body are opaque white, cap imprinted S5 with black ink, body without any imprint; the contents is
white or almost white granules.

RRMBEARIARET B, BIBENFBOFIRSS, BAETHF: KEAXYRAHE OIS @5,

10. STABILITY AND REACTIVITY
T S P [ AN e
Reactivity Mt
Hazardous reactions will not occur under normal conditions.
FEIEH BT A% KA fal R
Chemical stability L& et
Stable under normal conditions.
IEE N FHRE.
Possibility of hazardous reactions [ /2 57 1 7] Gt
None under normal processing.
IEH AT T,
Conditions to avoid 37 ji# (1) 2& 1k
Extremes of temperature and direct sunlight.
Rom R AR B 5T .
Incompatible materials A AH 2471 %1
Strong acids. Strong bases. Strong oxidizing agents.
TR, BRBR. SRELT.
Hazardous decomposition products® E 4 fi# =4
Decomposition will not occur under normal conditions.

EHEERTARRES .

11. TOXICOLOGICAL INFORMATION

BHHEEER
Carcinogenesis, Mutagenesis, Impairment of Fertility
Bl RE. EHRRHZMH
In 2-year carcinogenicity studies in mice and rats given daily oral doses of the prodrug oseltamivir phosphate up to 400 mg/kg
and 500 mg/kg, respectively, the prodrug and the active form oseltamivir carboxylate induced no statistically significant
increases in tumors over controls. The mean maximum daily exposures to the prodrug in mice an Iﬁ?W@I@ approxmately
130- and 320-fold, respectively, greater than those in humans at the recommended clinical da bgééd o] *1\ comparlsons
The respective safety margins of the exposures to the active oseltamivir carboxylate were 1.5 a%@%é %0 \

F

FEXS /N RANK AT R 9 2 SERBUBIERT AT, AIZABR R b3S H O RFIE S 5 N ESE
T T B R LA A 5 Lt R 2L E R T T A . AR9R AUC L, 101G f@%‘vﬁ; N t%ﬂke Rz T 3
KR FEE DAL NZER 130 5501 320 £5. ‘/ﬁf&%?ﬂm%&ﬁaﬁ%%m;zﬁﬂ_ﬁéj\%ﬂﬁ 15.@#.[1 50 1%.

Oseltamivir was found to be non- mutagemc in the Ames test and the human Iymphocyte osome assayﬁwm and without
enzymatic activation and negative in the mouse micronucleus test. It was found to be pos’ﬁ§ ster Embryo

irra a Syrian k@w
(SHE) cell transformation test. Oseltamivir carboxylate was non-mutagenic in the Ames tesi‘*%r:id the L5178 @
lymphoma assay with and without enzymatic activation and negative in the SHE cell transformation test. P
ZEAMesRIGAI A B SR A0 o R IR A B TR, TRABAIEIE, £/ R Ny, AR
SR (SHE) M RE T RILEZMREN. EAMesiRIGFLE178Y /MR MR+, TibH LRSS, RAhdsk
TR TSR AR M, FESHESNMLEEAL I 38 9 B .

In a fertility and early embryonic development study in rats, doses of oseltamivir at 50, 250, and 1500 mg/kg/day were
administered to females for 2 weeks before mating, during mating and until day 6 of pregnancy. Males were dosed for 4
weeks before mating, during mating, and for 2 weeks after mating. There were no effects on fertility, mating performance or
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early embryonic development at any dose level. The highest dose in this study was approximately 100 times the human

systemic exposure (AUCO0-24h) of oseltamivir carboxylate that occurs after administration of the maximum recommended
human dose.

E—TURRAEE AMEEIS R BRI A, MK RERA . SR ARE 556K IR AR 5450, 2501150025 % /T
(R E A fhF2/. Tﬁfﬁfﬁ&@aﬁu\ R HA R RS R G 45 2544 . Nﬂ??‘f@ﬂ(%?%ﬁ“ “eSTAEB B, TEEREELE IR RA K
BRI R RSB L AR R EE GRS AL 8 RER (AUCO-24h) (10045,

12. ECOLOGICAL INFORMATION

AREER

Ecotoxicity: 4 A Bt No information available.
TRHER.

Persistence and.Degradability: No information available.

TR Bt TSR,

: ; ; No information available.
Bioaccumulative. Potential:

THE A1) B RS
Mobility in Soil: No information available.
ok 3/l T HEER.
Other adverse effects No information available.
it EAREA.

13. Disposal Considerations #t B &

Dispose of contents/container in accordance with local, regional, national, and international regulations as applicable.
Dispose of waste in accordance with environmental legislation. Do not flush into surface water or sanitary sewer system.

RIEE B2, HX ., B 5O E FRik AR 9 & /5 2% . ARIBIFBIVE AL B BE Y. AT ALK 3R /K A% .
14. Transport Information Z#i{3 &

Transportation requirements can vary based on numerous factors such as regional regulations and shipment volume. It is the

responsibility of the transporting organization to ensure compliance with all applicable laws and regulations regarding the
transportatlon of this product.

EMERARIEFZ HEMA, ABXEMMKREE. EHESE M RN TE XA BIE R KT &R SR,

15. REGULATORY INFORMATION
%ﬂ%lé\
International Regulations
Ozone-depleting substances (ODS): Not applicable
Persistent Organic Pollutants: Not applicable
The Rotterdam Convention: Not applicable
US Federal Regulations
SARA 313: Section 313 of Title Il of the Superfund Amendments and Reauthorization Act of 1986 (SARA). This product

does not contain any chemicals which are subject to the reporting requirements of the Act and Title 40 of the Code of
Federal Regulations, Part 372.
CWA (CleanWater Act)

This product does not contain any substances regulated as pollutants pursuant to the Cleanw 1

and 40 CFR 122.42). ,\\g PR

CERCLA {d 37 N\

This material, as supplied, does not contain any substances regulated as hazardous § Q% A \
Comprehenswe Environmental Response Compensation and Liability Act (CERCLA); m(}ﬁR 302) ort upetfund

Amendments and Reauthorization Act (SARA) (40 CFR 355). There may be specific|
regional, or state level pertaining to releases of this material.

Canada

This product has been classified in accordance with the hazard criteria of the Controll
and the SDS contains all

the information required by the CPR.

%? g reqmreme 1e local,

16. OTHER INFORMATION
HAtfs B

Data Sources Safety data sheets for individual ingredients. HEC proprietary drug development information.

b E72p S BRI Z2HIER. HEC EHNAMMRER.
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Reasons for Revision

BT IRIA:

N/A
7

Company Policy or Disclaimer 2 5] BUSE R 4.3 74 9 :

DISCLAIMER: This information is believed to be accurate and represents the best information currently available to us.
However, we make no warranty of merchantability or any other warranty,express or implied, with respect to such information,

and we assume no liability resulting from its use. Users should make their own investigations to determine the suitability of the
information for their particular purposes.

RIEH: AR BBUA RN, RETRNEMAUTHREBHREESE
PRAEAEAERTARAE, BTt AN AR 1 DR 455 33X 135 LT 72 A A4 S A FﬁFfﬁﬁﬁﬁ, AR RE (5 B A2

o {HA, BATNXLAE
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