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CAPSULN INTERNATIONAL GO, LTD |

g
%

6; ACCIDENTAL R.Ei;.;ﬁ&%? MEﬂSURES

- 6.1: Personal precaution: none

- 6.2 Environmental precautions: No zg»ma} precautions mmmé
6.3: Methods for cleaning up: Sweep and vacuum away

6.4: Additional remark: ~ pone

 OXIDANT DETERMINE
- Mdangwaf oxidation

?:-'%%DQNQ AND ﬁmﬁAﬁlﬁ :

7.1: Safe handling remarks:  No special precaution required

7.2: Storage conditions;
Keep containers dry éinci tightly closed; Humidity 35- 65%: Storage temperature: 15 - 25 "’{i‘ void éirm
sun light INFLAMMABLE DANGER DETERMINE

7.3: Storage with az%m;:mﬁzm:s Avoid store with pwdum emit sirong odor
7.4: Storage classification: none

8 EXP{}"E URE CONTROL/PERSONAL mﬁ&& ‘
8.1: General protective and hygienic measures: not required
82: Personal pm%eamn -
breathing equipment: not necessary
. Hands protection: not necessary
Eye protection: Not necessary
Body protection: not necessary
8.3 Additional remarks: none
CORROSIVENESS DETERMINE
- None ' ;

9 ?HYSI{‘AE. m ﬁiﬁ?\é&’?ki‘ ?RO?ER?!TES

Form; ; two pieces hard shell
Color : - Clear or colored
Odor; Characteristic
Solability:

Water Soluble

Organic solution: Insoluble in methanol and ﬁiimmi

10: STABILITY AND Rmmvm o . |
10.1; Thermal decomposition: temperature over 35 °C can irreversibly damage the product
10.2: Dangerous reactions; ' none

G
- 10.3: Shelf fife: 60 month if stored 15-25 °C, humidity 35-65% in original container wﬁa ?;:’g*s S
| By RN ol
_ie mmff@w@i{’:m INFORMATION | oy ﬁy“
H.1: RTECS No.: LD50 Belong to non-toxic material :
11.2:Long term fwxmry - No persistent or cumulative cffects were observed

11.3: Mutagenicity: AMES no mutagenic activity
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CAPSULCN INTERNATIONAL CO.. LTD

Material Safety Data Sheet

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

L.1; Product Name /COMMERCIAL PRODUCT NAME
TWO PIECES HARD SHELL HPMC CAPSULES
1.2: Supplier: CAPSULCN INTERN ATIONAL CO_LTD
No. 51 Kaifayilu Economic Development Zone,
Ruian City, Zhejiang Province, China
13! Information: Phone: 86(577)65155521
Fax: B6(577165155515

2: COMPOSITION / INFORMATION ON INGREDIENTS

2.1 Major Component and Assay: HPMC 90-95%
2.2: Minor Component and Assay: Carrageen: <0.5%,
2.3: Synonyms: none

2.4 Dangerous Ingredients Nosne

3: HAZARD IDENTIFICATION
3.1 Health Hazarg none
3.2; Environmental Hazard None

4: First Aid measures

4.1: General Instruction: No special measures
4.2: Inhalation: NA

4.3: Skin Exposure: none

4.4: Eve Exposure: NA

4.5: Ingestions: None

‘ i ici N i ’@{3 a;
4.6: Remark for physician None %ﬁﬁﬂff‘?@‘:f‘?;?%
L A et
PACKING: LA af gg; i
- Inner packing: Plastic bag o

- Outer packing: Paper Box

5: FIRE FIGHTING MEASURES

5.1: Extinguishing media: water, foam, carbon dioxide, powder
5.2: Special Exposure hazard: none

3.3: Special protective equipment: none required

3.4: Further Regards: none
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 CAPSULCN Wﬁi&?ﬁaﬂfEML €O, LT

QAM%{TN J ; o) S :ék&%&’wﬁa fmnﬁmy Drevelapmerit ﬁmm City ﬁw_gmﬂg, {hina
CERT!FI(;ATE OF ANALYSXS
iuspmen 3&;&1 No.; mmsw _Number: R18-007-11 !
Product Nume Lot no, : 131809007
Size and Color ; __ _Quantity e HE131000
Date of fnspeetion | Sep. 25% 2@18 ... Date of Report - Sep2gh an1g
Lnspection Basis: <Stare FDA> WSS.F-002-20147 iy _
SChinese Pharmacoposie 2010, 2 aditions
: zgm&mm length (mun) F digmeter () . average weight (mg)
| . CAPS { 74001231285 : RE3(Ba7-850 ] ey
Gh BODY | 2022 (19.71~20.76) 8.18(8.12~8.24) 1 m?”"“;m‘
Teen - ; Standard Resalt :  Contlasion
e This product has a eylinder ‘This product has a cylinder
shape. It is a hollow capsule,  shape, itis ahollow capsale,
- connecied by capand body  conneeted by cap and body
segmoents, with hard foxture ﬂegmems, swith hard textie and
~ and flexibility: the capsule  flexibility; the capsule body is
' - bady s smooth and clean, with sm&hmﬁw&mwﬁh&wn T i S
| mwﬂ; even color and Iﬁvﬁm@g  color and level incision, and it Upi speciiation.
and it is a (ranspareni, is a ransparent eapsule with no
tanslugent or opaque capsule  deformation or foul odor.
with no deformation or foul ‘ :
odor,
(1 %hmﬁci show ;msﬁwe { i} %"mﬁm reactionshown Up to specification
(2} Should show | ;wmm: Sy %mmﬁ resnction shown Up o specification
[Fdentification] ~ reaction : o e
' (3) Should aiww pﬁs;ﬁae {3 ?osa_;_:iw meum shown Up to specification
reaction - ;
[Check] . PPl
Proiein Should comply with smnefmﬁ -~ Comply with standard  Up to specification
specification ; zsm;ﬁgmmm it : i ,
Ti@h&nam @Mfi& comply with standard Comply with S‘E‘WM _ Up to wwéiﬁix&ii‘aa
g specification swd“mm : "
 Crispncss Should comply with standard ~ Comply with standard Up 1o specification
ke specification specification ;
Disintegration <10 min min ' Un to specification
Loss on Drying  <8.5% : 5,59 i.fp to specification
Burn Residue =700 4.9%
Heavy Metal <0.002% <0.002%
Viscosity >50mm¥s 74 8mumdis
Should comply with standard Comply with standard
Microbial Limit___ spesification specification

i This pmd;m was ingpecied in &em&ace with <Standard af Stare Food mr’-- Lieng

Conclusio Administration » W85-F.002-2014Z and <Chinese Phovmwcopocta 2010, 39 adisions, The
: . tesult was up to the s&mﬁmﬁﬂa ; T
~ Inspector: Li Cﬁmmmg ; ‘ Verifier:  Cai Xianju
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M?SMM MERN&TIQN&L Co, L

Chpg’siﬁ_{:w mmmmytm {,emma& Duvelopment ﬁummtyﬁwgmg@ Ching
CERTXF!CAT@E OF &N ALYSIS
Inspection Sheet No.: C-8071 -*316‘-‘5- i “ﬁumbm Rl 3«(){3’%51 ,
Pmém:t Name Lot no, ; 807 }Sﬁ%&;
Size amimw : 0% Quantiy 9,895,000
_ Date of Inspection Oct, 13" 2018 Date of Report Oct, 13% 2018
insﬁe#m Basis: <State FDA> WS5-F-002-3014 R e
b LChinese Pharmucopovia 3000, 2 aditions : g
fength {rom) dinmeter () average weight (mg)
1174 €11.23-1225) 8452 -{8.@"{»8.59} I8 (107129
20.23 {19.71-20. ?253 8178 X2-3.24} : ;
Standard Result : : Conclusion
This product has a eylinder * This product has a cylinder :
shape. Itis a hollow capsule,  shupe, it is a hollow capsule,
conected by cap and body connected by cap and body
segments, with havd texture  sogments, with hard texture and
and flexibility; the capsule Hexibility; the capsule body is :
: s body is smooth and clean, with  smooth and clean, with even Sa, B
[iEhsuacten even color and level iucision,  color and level incision, and it~ P '© SPecification
' : and it is a transparent, is & transparent capsulé with no
translucent or opaque capsale  deformation or foul odor,
mtﬁ 0o deformalion or foul
odor.
{1} Should show positive {1) Positive reaction shown Up fo specification.
reaction : ‘4 - %
; _ (23 Should show posiitve {2} Positive renction shown - Upto specification
[Identification] reaction ' 1 ; A
(3} Should show positive (3) Positive reaction shown Up to specification
Teaction
[Check] ' _ _ ‘
it Should comply with standard - Comply with standard Up o specification
specilication specification
Tightaess Should coraply with standard Camps?y swith standard 1o specification
, specification specification - -
:‘m&mﬂ;& Should comply with standard Comply with siandard. . Up 10 specification
' e specification specification .«m S
| Disintegreation <10 min & min t@"@ 'gﬁ, Up to specification
Loss on Drying  <8.5% 5.5% d@ ,g*} q?%ﬁ Up 1o specitication
Burn Residue  <7.0% 4.9% i %ﬁg L2 - Up'to speeification
 Heavy Metal 20,0028, <) (02%, N Up to specification
| Viscosity 250mm¥s 74 8mmls Up to specification
_ Should comply with standard Corply with standard Up to specification
- Microbial Limit__ specification specification ;

his pméu;:i was %mmted in wwdmce with «&mdmf qf Srte Food and i}mg -
dminisivation > WSS-F-002-2014Z and <Chinese Fharme, opacia
result was up (o the spm&mm

2040, 2% edirion>, The

Tnspeceor: Li Chuanging

el

Verifier:  Cai Xaamu
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