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3.1 Finished product specification: In-house specification
1. lIdentification Test: mi'mhumuﬁwu'{.u Finished product specification
2. Assay: 95.0-105.0% of Label claim (Release)

93.0-105.0% of Label claim (Shelf-Life)
3, Dissolution Test: wanamansazarslitiosndt 80% (Q) veianudiend ey
Fszyuusmnangluiam 30 ui
4, Uniformity of Dosage Unit: m‘i’mmumuﬁixﬁu Finished product specification
5. Degradation products:
Total degradation products laifiu 1.0% (Release)
lalifiu 2.09% (Shelf-Life)

3.2 Drug substance specification: In-house Specification

1. Appearance/Description: mam\immuﬁisﬂu Drug substance specification
2, lIdentification:
A IR mﬁwhumuﬁ'ssulu Drug substance specification
B. HPLC msuﬂ&igumuﬁ‘ssﬁ[u Drug substance specification
3. Assay: D - 102.0% on an anhydrous solvent free basis
(BAB0)...ros s ssssnsen s UTETIUNTIUATT

(uelR  wiuszeiggu)

wawAngTIu N TRIAY
A -~ a’
(B9D). ool e NTTUATT (E908).cr s Dssrsinsn NTTHATT
(WEWaENT  BIRA) : (uregaimd LaduTand)
wdunstaungnITiAY ‘ adunsdungnns

s

. . v A
AANWMEIaNIZYBEN Palbociclib vim 2/6



4. Water content: T 0.5%
5. Organic Impurities:
Total Organic Impurities TaivAu 1%

6. Inorganic Impurities:

Residue on Ignition Tlaiviu 0.2%
Palladium (Pd) content laiifiu 500 ppm
Heavy Metals {alifin 20 ppm

7. Residual solvents:
n-Butanol TadiAiu 0.5%
n-Heptane laiifiu 0.5%
Anisole 1sitAiu 0.5%

8. Particle Size: D[4,3]: NMT 30 pm

D[v,0.9]: NMT 65 pm
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