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CERTIFICATE OF ANALYSIS

TN

Product / CICLOSPORIN Ph.Eur. A.R.No, CBL- 134140614

Batch No. /| 13414061 ; Mfg. Date Aug 2014

Batchsize [ | 17.100 Kg / Retest Date Jul 2018

S.N. | ] Tesls Speclfication Observation
1 Descrintion _— Whits or almost white powder, ‘White powder,

2 Solubillty

Proctionlly insoluble in water, frcely soluble In
anhydrous ethanol and in methylene chlorlde.

Practioally

methylene chiorlide.

insoluble
soluble in anhydrous olhanel and in

in water, freely

3 Identification

The absorption maxima in the spectrum obtained with

The absorption maxima In the spectrum

A.[ByIR] the Substarico to be exnmined cotresponds In position | obtalned with the substance corresponds in
and relative size to thoso in the specirum obtained with | position and relative size to those in the
clclosporin referenco standard / working standard. spectrum  obtalned  with  clolosporin

working referonce standart.

B. [By HPLC] The principel peak ln the chromatogram obtained with | Std RT: 27.3 niin

' the test solution is similar in reteation time to the | TestRT: 27.5 min
principal peak in the ohromatogram obteined with
reference golution (8) prepared urder the nssay test. .
4 Appearancs of Solutlon Thoe solution is clear and not mare intensely colored | The solution is clear. -
than reference solution Y5, BYsorRy: Complies
5 Specific Rotation S Botveen -185° and -193° -187° .
(Calculated with reference to the drled '
substance)} ;
6 Logs on Drving Not moro than 2.0 % 0.53 %
7 Heayy Metalg Maxiinum 20 ppm Less than 20 ppm
B Rolated Compounds [By HPLC]

(r) Clclosporin C Not more (han 0.7 % Below disregard limlt

(b) Clclosporin B Not more then 0.7 % Below dlsregard limit

(c) Ciclosporin L Not mare than 0.7 % Below disregard limit

(d) Ciclesporin U Not moro than 0.7 % 0.16 %

{e) Ciclosporin H Notmore than 0.7 % 0.07 %

(f) Dihydro Ciclosporin A Not more than 0.7 % 0.30% i

(g) Ciclosporin G Notmore than 0.7 % 023%

(h) Ciclosparin D Not more than 0.7 % 0.14 %

Not more than 0.7 % Not detected

() Clelosporin B
() Isociclosporln A
(k) Any individual unknown impurity

Not moro than 0.7 %
Noet more than 0,10 %

Below disregard limit
Below disrcgard limit
0.90 %

(1) Sum of all impurities Mot more than 1.5 %

9 Assay [By HPLC] 98.5% to 102.0% (CeaHi1iN110n). 98.9 %
(on the dricd basis)

Addltional Tests : '

10 Residual solvents (By GC I-IEADSPACB}

Acetone NMT 4500 ppm 61 ppm
* Ethyl acetate NMT 2000 ppin Belowdetectlon limit
11 Particle size distribution Forinformation only d(0.9) : 62 microns

12 Microblal EnumerationTests:

Total viable nerobic count

Total mold and yeast count

Test for specified microorganism .

[E. coll, Salmonella Py, S. sureus, |
Pseudomonas aeruginosa, Candida alhlcmls,

ST 1000 CFU/ 8

NMT 100CFU / g
Should be Absent/ g

Lesg than 10 cfiu /g
Less than 10cfu/g
Absent/ g

- Date:

Clostridium sporogenes] -
Storage :

Remarls: The material complies as per Ph Eur and in house s

Date of Report Aug 28; 2014,

ULP

Compiled By (QC) ?:;«LE

(Dipak Patel- Sr.AM)

Checlred By {§C
Date:
(S.K. Tha"GMD) A5\

Store in an airtight container, protected from light upto 25°C.
gh pec1ﬁcat10n 1o. STP/QC[FPIOS 3-01.
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