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" L3 [ Tacrohmus 1 . | ]
Product Na_me= Monohydrate (EP) Batch Number TR23004 -
ARNo. 7 AR/FP/23 0028 Spemficatlon No. | QC/SPC/FP/0010-01
Date of Manufacturing | APR-2023 | Date of Refest | MAR2027 -
. " [ e gege _y Store protected ﬂom moisture and | '
Batch S A tor
ate ) yze A2 16? ke Ster&tge Condltton at controlled temperature
] SI‘. ] 3 L . ‘ )
No, | _Parameters . Specifications Qbservatlon/Result
1." | Appearance ' or almost white crystalline | g ;i crystalline powder

| Practically insoluble in water;

2. | Solubility Soluble in ethanol 96%), Practically | Complies
1T a  insoluble in heptane.
3. | Identification _ o B
' " .| The absorption maxima in the
spectrum obtainéd with the
substance under examination is
" concordant with Tacrolimus )
A)By IR | monohydrate reference standard/ | Complies
‘ working standard or with the -
reference spectrum of Tacrolimus
monohydrate;
“The solution is clear and not more
4, | Appearance of solution intensely coloured than reference | Complies
solution GY7 -
5. | Related substances - -
| Impurity A ~ Maximum 0.5% . 10.04%_
| Unspecified imp uities (for Maximum 0.15% Not detected
each impurity) - , - - N
- Total impurities Maximum 1.0% 10.16% _
6. | Water Content (by KF) | 1.5% t0 4.0% 2.10%.
" Prepared by (QC) ' " Checked by Q<) ~ Approved by (Q.A)
_aé@/’f\/ﬁ\ Pes® ,Zyxgz\dg‘o_’s
i 1
Sign./Date - Sign./Date

-
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BIUUENE(CS
- CERTIFICATE OF ANALYSIS AWHO-GMP Certlf' ed Company
B Tacrolimus . |
ll?raduct Name Monohy drate (EP) Batch Number | TR23004
1 A.R No, ARFF P/23-0028 Spec1ficat10n No QC/Si’C/FP/OO 10-01
| Date of Manufacturing APR-2023 Date of Retest | MAR-2027 |
s e _ ... | Store protected from moistﬁre; and
Batch Size ‘ _2.1v_63 kg Storage Condition | at controlled femperature.
;ﬁ’_ . Parameters Specifications Observation/Resu'lt ~
7. | Sulphated Ash [ Maximum 1.0% 0.07%
- ' - 97.0%-102.0% on the anhydrous '
8. | Assay basis. 100.09%
9. Re51dua1 solvents by GC (Addmonal test) ' o .
Acetone Not more than SOOOppm ] {9.8 ppm
Di-isopropyl ether Not more than 98 ppm 7.8ppm
Ethyl acetate Not more than 5000 ppm | Not detected
B n-Hexane " .| Not more than 290 ppm |12ppm
| Toluene Notmorethan 890 ppm | Not detected
" | Cyclohexane Not more than 3880 ppm 112.6ppm
" | Acetonitrile Not more than 410 ppm Not detected

Remarks: The material is Comphes as per current EP and In- house spec1ﬁcat10n

Prepared by (Q.C.) ""Checked by (Q.C.) Approved by (Q.A)
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