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Certificate of Analysis
Customer number Lot/ Batchnumber 1100823
Customer name Date of production ; 13.2019 ¢
Delivery number Retest date 1 10.2023 i
Delivery Date Order number 1 10580620
Matarial number Your order nunmber : PH190654 {
Material description ]
i
H
| Analysis
i Chemical & Physical :
' lcharacteristic Unit™ [specification” T REsTIt, @
identification A (lodine 2nCI2) Pass Pass !
ldentification C (disparsion) Pass - Pass i
Qrganic impurity No red colour Pass
Starch and dextein Pass o Pass
Loss on drying % 3.0-5.0 4.0
pH potentiometric 5.5-7.0 6.3
I Hagrae of petymeriyatg 0350 239
i éxlk:v:dm_n\ul v L opsfen Q-75 46
i Resicue an ignition E8L T ©0.00-008 o 0.02
! Iwater salubla substances % 0.00-0.2¢ 0.15
Ether soluble substances - % 0.00-0.05 0.02
Heavy metals USP-:NF max 10 mg/kq Pass
! | Arsenic 1150 Max. 2ppm Pass
| 1Assay 1p % 97.0-102.0 99.4
[ $atapiity tamm. cop. tatr: . i:m Pass

[ Microbiological ‘
[Characteristic
Yeasts and Mouids

Escherichia coli (10g)
i

{
| i
{ i Prewdamonas agiugiiosy (
{

I Saimoneila (L0g)
|

B e Rt

Pass-

Total aerobic microbial cbunt

| Staphylococous aureus {10y}

%
Lhg)

b rrnniresd
Phariatone
Harmanized

PhiBur; 2,041 3.;|USP
<G2>, JP .05 (3.3)

Negative

Negative

) K &
| Method ofanalysis - [unit © " [Speciieationity: |

Pharmacopela cfu/g 0-100 .
Harmonized
Pharmacopeia cfu/g 0-20 /
Harmonized
Pharmacopeia Negative
Harmonized
Pl inaloovia Nagative

Negative

Negative
Negative

Negative

Papuiacturer - DRV Fgnieitg Excpernty Copk s Ca, KRG, Gath, Soroany
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OTHERS : ; y ¢ :

clwan'acterlsftc ¢ d of nnalysl;' : "é'ﬁnit‘ }Spec:f:cntmn s
Bulk density ) i ‘P'-NF; e g/em3 0.26-0.31 ; 0.27
Particle size d10 ;

al, laser diffroction pm Report . clue | 23

Particle size d50 aser diffraction pm Report value ) 61
Particle size d90 m Report value | 124
Particle size <250 pm Yo(m) »>=99.0 . 99.9
Particie size <75 pm Yo(m) 70.0-90.0 76.1

Remarks

Product daseription: Microcrystalling C

Identification: cenforms to USP-NF, Ph
manufacture.

slightly hygroscopic powder having fiu ¢
insoluble in water, acetone, anfiydrous étl ﬁther,
ditute acid and swelis with S0 g/L sodium.

Production Site:

Material numbers: 0743678, 0743679, 0743842 S g
Producad by DFE Pharma India LLP, Cuddalore, India.

Material numbers: 0733317, 0733326 ey
Produced exclusively for OFE Pharma india LLP by
;Chemﬁcld Cellulesics Pvt. Ltd., Nagour, India.
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This document has heen produced clectronically and is valid without signature 3
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Monufacturer: DMV-Fanterra Fxcipicnty GmbH & Co. KG, Gach, Germany ;
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