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Aprazer Healthcare Pvt. Ltd.
Corporate Office: Aprazer House, 1E/20, Jhandewalan Extension, I { v G ll

New Delhi-110055, INDIA, Phone: 011-41613355,
CIN No.: U51909DL2017PTC326040, Email: info@aprazer.in 1S0 9001:2015

CERTIFICATE OF ANALYSIS
FINISHED PRODUCT

Brand Name of Product: CRIZOKAST-250
Generic Name of the Product: | Crizotinib Capsules (250mg)
Product Code: CR A.R. Number: FPACC2505CRY
Batch No.: ACC2505CRY Date of Sampling: 20/02/2026
Mifg. Date: 01/2026 Date of release: 28/02/2026
Exp. Date: 12/2027 Batch Size: 9300 CAPS
Specification No.: L e IHS
02-00

S.NO TEST SPECIFICATION RESULT

Pink/Pink (body: pink & cap: | Pink/Pink (body: pink & cap:

L pink) colored opaque size “0” | pink) colored opaque size “0”

: Deseniplios hard gelatin capsule, containing | hard gelatin capsule,

white to off white powder. containing white powder.

solution.

3. Average Weight

498.0 mg + 7.5 %

(460.65 mg to 535.35 mg) 498.72 mg

4. Average fill Weight

400 mg + 7.5 %

(370.0 mg to 430.0 mg) 397.75 mg

Uniformity of
Weight

Not more than 2 of the individual
weights deviate from the average
weight by more than 7.5 % and
none should deviate by more than
15.0 % of the average weight.

-1.75%
+3.07%

Remarks : In the opinion of the undersigned the sample coPﬁp{ics / dees-net-eomply with the

IPBPAISP/-House Specifications. =
Prepared By 67 Checked by = Approved By dﬁ
Name N""\y Krvwa,, | Name Csndesty iamav Name [%‘wu
Date 23/s212-2¢ | Date o Qlosjroct Date 3%&5'\/\%):&
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Aprazer Healthcare Pvt. Ltd.
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CERTIFICATE OF ANALYSIS
FINISHED PRODUCT
Brand Name of Product: CRIZOKAST-250
Generic Name of the Product: | Crizotinib Capsules (250mg)
Product Code: CR A.R. Number: FPACC2505CRY
Batch No.: ACC2505CRY Date of Sampling: 20/02/2026
Mfg. Date: 01/2026 Date of release: 28/02/2026
Exp. Date: 12/2027 Batch Size: 0300 CAPS
Specification No.: TR Va R Reference: IHS
02-00
6. Disintegration test Not More Than 30 minutes. 11 minutes 25 seconds
. : MIN-96.60%
1 B
i E;fi‘(’:““"n o Not less than 70% (Q) MAX-102.72%
) MEAN- 99.66%
g Relate
: By H

Assay: (By HPLC)

Each hard gelatin
9. capsule contains:

Crizotinib eq. 250 | 225.0 mg t0 275.0 mg 244.45 mg

h (90.0 % to 110.0 %) (97.78 %)
10. Microbiological Limit Test

e e m e Not more than 1000 CFU/g 10 cfu/g
microbial count
1) Yeast & molds count | Not more than 100 CF Ulg Less than 10 cfu/g

Remarks : In the opinion of the undersigned the sample cohlﬁlﬁs / does-net-eemply with the
IP n-House Specifications.

o~
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CIN No.: U51909DL2017PTC326040, Email: info@aprazer.in 1S0 9001:2015
CERTIFICATE OF ANALYSIS
FINISHED PRODUCT
Brand Name of Product: CRIZOKAST-250
Generic Name of the Product: | Crizotinib Capsules (250mg)
Product Code: CR A.R. Number: FPACC2505CRY
Batch No.: ACC2505CRY Date of Sampling: 20/02/2026
Mfg. Date: 01/2026 Date of release: 28/02/2026
Exp. Date: 12/2027 Batch Size: 9300 CAPS
Specification No.: PGB DITIERL Reference: IHS
02-00
iii) .
E. coli Should be Absent Absent
) Salmonella sp. Should be Absent Absent
¥) S. aureus Should be Absent Absent
vi) Pseud.o s B b -
aerugin '
vii) Shige Shauld be:Ab 4

Remarks : In the opinion of the undersigned the sample cénﬁas / does-net-eempty with the
IPBPAISP/In-House Specifications.
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