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CERTIFICATE OF ANALYSIS

Product TACROLIMUS MONOHYDRATE Ph.lur. | A R Ho. CRL-M03SZ2H0EA
Bateh MNao. - 0403522098 Mg Date Apr 2022 ]
Bateh size 1840 | Rtetest Date Mnr 2025
S.N. | Tests Specifications Ohservations
1 A ppearance White or_almost whits crystalling pawder White crysialling powder
2 Salubility Practically insoluble i water, salubls i | Practically insoluble an wader, soluble
elhanp] (96%) ond  practically insoluble in | in ethanol (6%} and practically
) heplane insolubls 1 heptans |
3 Idemtification by IR The LIt absomtion specimm of the preparation The Infrared absoiplion Specirum o
of the sample exhibils maxima only at ihe | the preparation of the sample exhibits
camre wavelengtis es that of a gimiler | mexima only at the sams wavelengths
preparation of the correspanding EP reference | as that of & similar preparation of the
stamdard warking standard. carresponding working slzadard.
4 Appearance of solution The salution is clear and not more intenscly | The salutian is clear and not mane
coloured han veference selution O, inlensely coloured  than  refersncs
| solulion Gy
5 Felnted suhatanee by HPLC) ]
Ascomycin (Impuarity A} M aximum 0.5 % Telow disregand limil
Any individhal unspesified impurily Maxinuwn 0,10 % Below disregord Limil
Todal impurities  (eecluding Taerolimus | Maximom 1.0 % ’ Hil
| campoand 1 and Tacrolimes compaund 1T}
6| Waler (by KEF} L5 % o 4.0% 0%
7 Sulphated Azh b aioum 9.1 % .02 %
B Assay (By HFLC) 07,0 % to 1020 % for the sum of Tacrelinws, 994 %
Tacealimus compound [ and Tacoolimus
compound IL on the anhydrous substance
basis
Additional Tests
8 | Residoal solvenis {By GC Headspace)
Acetene HMMT 1000 ppit Below detection limil
i moprapyl elher MMT &0 ppm Below detection Limil
Ethyl ncetate HKT JHI0 i Below detection limit
Acslonilrile MMAT 400 ppm ; Relow deleclion limit
Taohene MMT 250 ppm ’ Below detsction limit
Heneme MMT 150 ppm Below defection limit
10 | Partiche size distribution Far infevasslion din e 4 pm
: : - din5) 20 pm
d0gy B2 pm
11 | Microbinl tesls:
Total viahle acrobic count BIMAT 1000 chu'e Less than 10 efulg,
Tatal mald amd yeasl count MRAT 100 ciivy Lz ilan 1 cinE N
| Test for gpesci fied migroorganism ‘
E.coli Should b= absenliy Ahsantp
. nureus ' Should be absent’s Ahaentg
Pseudomonns acruginasa Shauld be abseal'g : Absentiz
Candida albicans Should be absmb'g Abssnly
Clostridivm sporogensa Shawld be absentig Alsenlig
Bile inlerant gram - negative bacteria Should be absentg Abzentig
Salmenells spp Shuld be nbgent! 10z . Abzznt!10g

Stornge: Store in airtight conlainer up la 25°C, '
[LemgnriisiThe materinl complies as per Ph.Bar and in-house specifienlion no STRQCFRAZT-00,
Date of Teport: Apr 20, 2022 -

Compiled Ty (] Cleched By (130C)
(I, . Vakil- Manager) ‘-Lﬁwﬁ:"’ (8. 1C. Thay &) GM)
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TACROLIMUS MONOHYDRATE Ph.Eur.

(Non-Sterile Bulk)

CAS No. . [109581-93-3] Batch No.
Mig. Date

Mfg. Lic. No. : G/164] Retest Date
Gross Wi.

Container No. : 03 of 08 Tare Wt
Net Wit.

20403522098
: Apr 2022
. Mar 2025
4082 gm
2582 gm
15000 gm

Storage: Store in airtight container up to 25° C.

Manufactured by
CONCORD BIOTECH LIMITED

1482-1486, TRASAD ROAD, DHOLKA,

DISTRICT - AHMEDABAD
PIN CODE - 382225, INDIA

Master Label No.: L-03-16-00



