SAKJIIOYEHHE (IIOATBEPX/JIEHHUE)
0 COOTBETCTBUM CEPHH KM IAPTHH JEKAPCTBEHHOTO Iperapara TpeboBaHusM,
YCTaHOBIICHHBIM IIPH €0 FOCY 1apCTBEHHOMN PerucTpanyi
Ne CAT-03-0526 ot 14.05.2026

Toprosoe HaumeHOBaHuE

KatGomeTnkce®

MexnynapoHoe HenareHTOBaHHOE HAMMEHOBAHHE
(rpyNMUPOBOYHOE MJIH XHMHYECKOE )

KabozanTuuub

JlexapcTBennas Gpopma

TabIEeTKH, TOKPHITHIC [ICHOYHOMH
000/104KO#

Hozupoeka

60 mr

®opma BbiMycKa (NEPBHYHAs YNAKOBKA, KOIHYECTBO
JIeKapcTBeHHOH (OpMBI B MEpBHYHONM  YIIAKOBKe,
KOJIM4ECTBO MEPBHYHON YNAKOBKM B MOTPeOUTENBCKON
YTNIAKOBKE, KOMIIJIEKTHOCTD )

TabJICTKH, MOKPBITHIE MICHOYHOM
obonoukoit, 60 mr, 30 wT. - hrakousi -
a4y kaptoussie (30 mr.)

Howmep cepun (naptun): PR112496
O6bem cepum (naptuu) 737

Jlata npomssojcTea | 06.04.2025
JlaTa okoH4aHMS CpOKA rOAHOCTH 31.03.2029

|
HanmenoBanue u afpec npoussoauTens (C yKasaHueMm
CTaJlMi NPOH3BOICTBA)

Ilateon Uuk., Kanana
(npoussonctso rorooit JIO, neperynas
yNaKoBKa)

Tuoanax Hupepnanac b.B.
(BTOpHYHas/noTpeOUTETHCKAA YIIAKOBKA,
BBITYCKAIONMH KOHTPOJIb Ka4ecTBa)

HoMep u n1aTa perncTpaiMoHHOro YA0CTOBEpeH S

JI1-Ne(008475)-(PT-RU) ot 17.01.2025

Homep HOpMaTHBHOM IOKYMEHTAIIMH

JI1-Ne(008475)~(PT-RU)-170125

HaumenoBaHune U azipec JepikaTesis peruCTPalHOHHOIO
YAOCTOBEPEHHUS

Hncen ®apma, panums /
Ipsen Pharma, France
65 Quai Georges Gorse 92100 Boulogne-
Billancourt, France

HaumenoBanue M npou3BoguTeNb aKTUBHOM  (bIX) Kabo3anTunut
cybcraHuuu (uit) | ITupaman Xenckeap (Kanana) JItn, Kanana :
Cepus 23000076

Hacrosmpm s moaTBepXkalo, 4TO JieKapcTBeHHbi mnperapar Kabomeruke® cepus PR112496
npouseoactea mnpoussoiactea [lareon Muk., Kawama (mpomssoxgctso roropoi JI®, nepeuunas
ynaxkoska), Twoanak Huuepnawac b.B. (BTropuunas/morpeSuresnbckas ynakoBKa, BHITYCKAFOMIMM
KOHTPOJIb KayecTBa) COOTBETCTBYeT TpeOOBAaHMAM, YCTAHOBJICHHBIM MPH €ro roCyIapCTBEHHOMN
peructpauuu: JI1-Ne(008475)-(PT'-RU) ot 17.01.2025.

VIoJHOMOYEHHOE MO HA BBOJ B IPakJIaHCKHH 060poT
no posepernoctd OO0 « UTTCEH» ot 03.03.2025

Oy ™

— B

WHEHHg
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® Tjoapack
GMP Statement Market Release

Customer : Ipsen Pharma SAS

Product name and strength : CABOMETYX 60 MG 30T IPSEN RU (NO REWORK)

Item information customer : 1085723 CABOMETYX 60 MG 30T IPSEN RU (NO REWORK)
Finished product batch no. - PR112496

Exp. date : 31-03-2029

Article no. Tjoapack ; 80003889

Patheon Inc., 2100 Syntex Court, Mississauga, ON Canada L5N 7K9. MIA ref.:

Manufacturing Sit
ufacturing Site 100074, GMP ref.: 79100.

Patheon Inc., 2100 Syntex Court, Mississauga, ON Canada L5N 7K9. MIA ref.:

Uy ol S 100074, GMP ref.: 79100,

Production order Tjoapack : PR112496

Production location ; ELO1 Tjoapack Netherlands B.V. Etten-Leur
Number of finished products ; 737

Number of deviations ; 0

MA-Number : -

Ingredient details ! Manufacturer lot no. CWKZC

Internal lot no. Tjoapack LT131110

Manufacturer lot no. -

Internal lot no. Tjoapack -

Date of Packaging : 16-01-2026

Certification of the product by the Qualified Person

| hereby certify that the above information is authentic and accurate. | hereby certify that all manufacturing stages
(manufacturing/packaging/quality control/API (s) manufacturing and control) of this batch of finished product have been
carried out in full compliance with EU cGMP and the requirements in the Marketing Authorisation(s) of the destination
country/countries. | confirm that occurred deviations, if any, have been reviewed and closed. Where applicable, the safety
features referred to in Article 54(0) of directive 2001/83/EC as amended have now been affixed to the packaging to comply
with the Falsified Medicines Directive (2011/62/EU).

| hereby certify that this batch is released conform Annex 16 of the cGMP guidelines

Name : TJOANRIK.HELLEMONS

Date : 19-01-2026

This document has been generated electronically through a validated process after
mentioned.

Hoapack Netherlands B.V.
-aHUfaCtur”llg Llcence ' 6906 F MepepaH yepes lnagok 01.06.2026 18:30 GMT+03:00;
Nieuwe Donk ™9 9c415724-c576-429d-ad13-b2985819960

4879 AC Etten-Leur Crpauya 3 u3 36




Form

[EXE] CoC P563 Britestock 860mg batch CWKZC EU/ROW

Document Number Version Status Approved Date
FORM-000094517 - EXE000752184 [1.0, CURRENT| Approved Fri Aug 29 14:59:13 UTC 2025
BATCH CERTIFICATE

PATHEON France
40 boulevard de Champaret— CS 11006
38307 Bourgoin-Jallieu Cedex
Phone: +33 (0) 4 74 93 87 00 Fax: +33 (0) 4 74 93 87 81
Patheon.com
Name of Product (includes strength/potency,

CABOMETYX TABLETS 60mg, 30 CT
dosage form & package size-if applicable): g

Ty
B
B
B

vy Fhenno Fishor Seientifie

Importing Country, if applicable: EU/ROW
Lot/Batch Number(s): CWKZC
Code 304019479
Date of Fabrication/Manufacture oomMMYYYY: 06/Apr/2025
Expiration Date : Up to 47 months from date of manufacture
Deviation Report(s): NO(DR # N/A)
MCeriiﬁcate of Analysis Attached: YES (provided by Toronto)
Quantity / Mean mass: Quantity: 3346 units
Additional Information, if applicable: Pack Description: 30 tablets together with silica gel

(3 containers with silica gel 1g each) and polyester
fiber in an unlabelled bottle of high density
polyethylene.

Shelf life Up to 47 months from date of manufacture
and storage conditions no specific storage conditions
required.

Bulk : CWDGG-CWDHN
Primary Packaging : CWDHG
Intended for further packaging.

QUALITY STATEMENT

I hereby confirm that the above information is authentic and accurate. This batch of product has been
manufactured, including primary packaging and quality control, at Patheon Toronto in full compliance with
the GMP requirements of the local regulatory authority, with the requirements of the Marketing
Autharisation of the importing country/countries and with the Quality Agreement. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. The import and
storage of the product are in accordance with requirements.

After importation, documentation review including review of any associated deviations, and a control at
receipt have done at Patheon Bourgoin and are complaint.

CONCLUSION

BATCH CONFIRMED FOR SHIPMENT Y AT
(3 cEY \
E -'\"-__—‘“"‘.
Thermo Fisher Scientific \&\ N OVY
Proprietary and Confidential o\ JY O
MNepepaH l4epeC3 ﬂmauorcg;—.é?&zo% 118:1%58[\/.‘5;“03:9%‘“,
9c415724 PS@SC a&””{q@

"



Electronic Signatures

Author: Dezempte, Céline

Document Number

Version

Status

Approved Date

FORM-000094517 - EXE000752184

1.0, CURRENT

Approved

Fri Aug 29 14:569:13 UTC 2025

Electronic Signatures

Uself Date ‘Justification
CASSAGNE, Margaux 29-Aug-2025 Qualified Person Approval
14:59:07
(GMT)

Thermo Fisher Scientific
Proprietary and Confidential

| um-ar # h",//‘
MepepaH yepes [lnano %2'6 18:30 G\}T£03:00;

9c415724-¢576 »aﬁ13—b2‘§t8§f9960
CTpaHuua 5 u3 36
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ARV TLV ] P ) Jidiud. Appiuveud

Cabometyx 60mg (Ipsen Britestock) - COR - CWKZC

APPIUYLU LZdle,. &7 Jul vy

EXELIXIS

CERTIFICATE OF RELEASE

Title: Cabometyx 60mg (Ipsen Britestock) - COR - CWKZC

Cabozantinib Coated Tablets, 30 CT EU/ROW
(Britestock) — XL- 50248

Doc. Number: Vers.: Approved Date:
CERT-0521 1.0 24 Jul 2025
Product Name and/or Batch Record Title: | Strength/Concentration: Batch/Lot Quantity:

ON/A 60MG 3346 Bottles

Product Batch/Lot No.: CWKZC

Date of Manufacture: 06APR2025

Product Storage Conditions: LIN/A
No specific storage conditions required

Retest/Expiry Date: CIN/A
See comments

Contract Manufacturer/Location:
Patheon Toronto

Exelixis Specification No./Version: CIN/A
SPEC-0057 v22.0

Product Code(s)/Work Order No:
4000005757 / 1141154

Contractor Master Batch Record(s) No./Rev:
Bill of Materials: 3; Label Information: 3
Packaging Instructions: 1 ; Finished Product Sampling: 2

Product Type (check all that apply):
[1 Master Cell Bank [ Working Cell Bank
O Drug Product LI Primary Packaging

00 GMP Intermediate
X Secondary Packaging

[J API/Drug Substance

Input Intermediate Batch/Lot No(s): XIN/A

Drug Product Batch/Lot No(s).: CIN/A

Lot No(s): CWDHG

CWDHN

API Batch/Lot No(s): 2200076 CIN/A Other Batch/Lot No(s): ON/A
Blend: CWDGG

Primary Packaged Batch/ ON/A Market: CIN/A

EU/ROW

Deviations |

HKIN/A

BIN/A

HIN/A

XIN/A

XIN/A

XIN/A

This is to certify that the above listed product was manufactured in a cGMP compliant fajlhtyrteited in
accordance with applicable compendial requirements and meets the current Quallpf ‘Agreement. Emd

Release Specifications set forth by Exelixis.

Template: TMP-0109 Ver. 2.0

CONFIDENTIAL

MepenaH yepes [uagok 01.06.2026 18730 ¢
9c415724-c576-429d- ad‘IS b298581f9960
CTpaHuua 7 ns 36
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Cabometyx 60mg (Ipsen Britestock) - COR - CWKZC

EXE LI)YIS* CERTIFICATE OF RELEASE

Title: Cabometyx 60mg (Ipsen Britestock) - COR - CWKZC

Doc. Number: Vers.: Approved Date:
CERT-0521 1.0 24 Jul 2025

Exelixis has qualified the above listed manufacturer for the product type listed.

Based on the review of the batch record and associated production and testing documents, the batch meets
the specification for the intended market (as applicable) and is released for the intended use as indicated.

Disposition/Intended Use:
X Commercial [ Clinical [ Clinical Study No.:
CApproved for Further Processing (AFP)  [J Other: OReject

Comments: (] N/A

Expiry: Up to 47 months from Date of Manufacture

This document has been approved electronically.

/":: / " \‘: \. ‘\ 17/”

i i =
a‘n -"_;._ 1\(\ ) M—;

Lx?
\\\\,..\

Template: TMP-0109 Ver, 2.0 CONFIDENTIAL Page 2 of 3

MepepaH yepes [nagok 01.06.2026 18:30 GMT+03:00;
9c415724- -4, 5819960
This copy of the document was retrieved from the system by Regina Grummon on ¥4 fui %éﬁ.

La 8 u3 36
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Cabometyx 60mg (Ipsen Britestock) - COR - CWKZC

EXE LI)Y( S CERTIFICATE OF RELEASE

Title: Cabometyx 60mg (Ipsen Britestock) - COR - CWKZC

Doc. Number: Vers.: Approved Date:
CERT-0521 1.0 24 Jul 2025

DOCUMENT CHANGE HISTORY

(LATEST VERSION ON TOP)

1.0 J. Abejuela Refer to Doc. Header New Document

Template: TMP-0109 Ver. 2.0 CONFIDENTIAL

This copy of the document was retrieved from the system by Regina Grummon

MepepaH yepes [lnagok 01.06.2026 18:30 GMT+03:00;
9¢415724-¢576-429d-ad13-b298581f9960
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PRINTED ON: 3 July 2025, 5:46 PM

t" a t heona TORONTO REGION OPERATIONS

A HEALTHIER WORLD. DELIVERED. Title: CERTIFICATE OF MANUFACTURE
Form: F-053 Revision: 28
SOP Reference: OPS 1027
Effective Date: 28-FEB-2024

Certificate of Manufacture
Establishment License Number: 100074-A

Manufactured, Packaged and/or

Labeled at: : Tested at:
¢ L] X []
Patheon Inc. Patheon Inc. Patheon Inc. Patheon Inc.
Toronte Region Operations Patheon Whitby Operations Toronto Region Operations Patheon Whitby Operations
2100 Syntex Court 111 Consumers Drive 2100 Syntex Court 111 Consumers Drive
Mississauga, Whitby, Ontario L1N 5Z5 Mississauga, Whitby, Ontario L1N 525
Ontaric L5N 7K9 Canada Establishment License Ontanio L5N 7K9 Canada
Establishment License Number:100074-F Canada |
Number100074-A

#:
CABOZANTINIB COATED TABLETS, 60 MG N

Product Name: 30 CT EU/ROW (BRITESTOCK) - XL-50248 , D
Client Batch #:
P E e ey
Serialized Product: Yes [] No [X DIN, etc):

Quantity: 3346 bottles / 34 shippers / 1 skid Capsule Weight:

Bill of Materials: 3

Label Information: 3
Packaging Instructions: 1
Finished Product sampling: 2

4000005757

Packaging
Batch #:

Packagin
Materigl #E:] Master #:
Bill of Materials: 4

Label Iinformation: 5
Packaging Instructions: 3

Finished Product Sampling: 2

4000003555

Compression: 7
Coating: 8

3000003088

Manufacturing
Material #:

Manufacturing ?
Batch #: Master #:
Dispensing: 5

Granulation: 9

3000003074

Otier Tnformation: Up to 47 months from Date of Manufacture. ;; ,:{' AT\

Date of Manufacture: [QIVISIFI 2 Fill Before Date: |§ 2026 . _’(:'_';'_"
}r‘:.“

g - v
Certification Statement: \\
Page Tof 2
CONFIDENTIAL MNepeaat uepes nanok 01.06.2026 18:30 GMT+03:00;

9¢415724-¢576-429d-ad13-b298581f9960
CTpaHuua 10 u3 36



PRINTED ON. 3 July 2025, 5.46 PM

t Id ‘ TITLE: CERTIFICATE OF MANUFACTURE Form #: F-053
Revision # 28

D O5X , - > M
Material # 400000 5%5 F Batcn g N KZC

| hereby certify that the above information is authentic and accurate. This batch has been fabricated / manufactured, including
packaging and quality control at the above-mentioned sites in full compliance with the GMP requirements of the local Regulatory
Authority. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. If
applicable, explanations for accepted deviations are attached.

Investigation(s) Required: Yes [ | No [X] Deviation Report Nos. N/A

Conclusion: Batch released.
Complies with all specifications of the testing instruction.

FELIPE KINA QA ASSOCIATE N

Print Name and Title of Authorized person

PATHEON
QUALITY ASSURANCE

Signature of Authorized Person 03 JUL 2025

03 JUL 2035 | e

Date Certificate Issued

CONFIDENTIAL

MepepaH yepes [inagok 01.06.2026 18:30 GMT+03:00;
9¢415724-¢576-429d-ad13-b298581f9960
CTpaHuua 11 13 36



patheon

FABRICATION, PACKAGING, LABELING and FINAL PRODUCT SPECIFICATION TESTING
Toronto Region Operations (100074-A) 2100 Syntex Court | Mississauga, ON, L5N 7K9, Canada; Tel: +1 (905) 821-4001

CERTIFICATE OF ANALYSIS

PRODUCT NAME: CABOZANTINIB 60 MG COATED PRODUCT MATERIAL NO: 4000005757

TABLETS 30 CT BRITESTOCK EU

(IPSEN SHIP)
LIMS JOB NAME: CWKZC_MFG 01 BATCH NO: CWKZC
SPECIFICATION: TRO_CABOZANTINIB_FERT/BS(60MG) DATE OF MANUFACTURE: 06-Apr-2025

(EU)
STORAGE: Room Temp

SPECIFICATION LEVEL: Release

SAMPLE NAME: ."'_¢W¥§?ﬁ€;l€ﬂ?§;ﬁ1;m€?$@@PS@‘H'6 S&M?’LEZ%Df o mam i

GROUPID:

ANALYSIS NAME ACCEPTANCE CRITERIA RESULT
APPEARANCE - VISUAL
NOTEBOOK REFERENCE AND PLSN-4086 P.153,
TEST METHOD VERSION Visual
NUMBER
APPEARANCE Yellow film-coated oval shaped tablets, Complies
debossed with “XL.” on one side and “60” on
the other side of the tablet

CURRENT DOCUMENT REVISION

ARFFPRev:1 EFFECTIVE DATE : 15/NOV/2024
CofARev:1 EFFECTIVE DATE : 15/NOV/2024

ELECTRONIC APPROVAL BY:Beena Moothan - Supervisor - 20-Jun-2025 14:59
Imran Adhami - Document Reviewer - 23-Jun-2025 08:38

Confidential

Printed On: 23-Jun-2025 08:40

MepepaH yepes [nagok 01.06.2026 18:30 GMT+03:00;
9¢415724-¢576-429d-ad13-b298581f9960
CTpaHuua 12 u3 36



PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Toronto Region Operations (100074-A)
2100 Syntex Court. Mississaugs, Ontario
LSN 7K9 Canada
(903) 821-4001

CERTIFICATE OF ANALYSIS

PRODUCT: CABOZANTINIB 60 MG COATED TABLETS 30 CT (EU/ROW)

BRITESTOCK

CLIENT: EXELIXIS

FINISHED PRODUCT MATERIAL NO: 4000003555
FINISHED PRODUCT BATCH NO: CWDHG
DATE OF MANUFACTURE: 06/APR/2025

ARFFPRev3
CofA Rev 3 EFFECTIVE DATE: 17-Dec-2024
o L R e b SRR
TEST SPECIFICATION RESULTS
APPEARANCE H
Visual Yellow film-coated oval shaped tablets, debossed with
“XL" on one side and “60” on the other side of the Yellow film-coated oval shaped tablets,
tablet debossed with "XL" on one side and "60" on
the other side of the tablet.
Comments: Rev.] updated appeatance.

PATHEON
. 14 MAY 2025 14 MAY 2025
DATE: T

MepepaH yepes [lnagok 01.06.2026 18:30 GMT+03:00;
9¢415724-¢576-429d-ad13-b298581f9960
CTpaHuua 13 u3 36




PATHEON INC.

FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Torouto Region Operations (100074-A)
2100 Syntex Court. Mississauga, Ontario
L5N 7K9 Canada
(905) 821-4001

CERTIFICATE OF ANALYSIS

PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)

CLIENT: EXELIXIS

BULK PRODUCT MATERIAL NO: 3000003088
BULK PRODUCT BATCH NO: CWDHN

MATERIAL NUMBERS:
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 06/APR/2025
ARF BP Rev 2 ]
CofA Rey 2 EFFECTIVE DATE: 22/MAR/2018
T — ST
TEST SPECIFICATION RESULTS

APPEARANCE | |
;Visusl Yellow ﬁw oval shaped tablets, debossed with * yeljow film-coated oval shaped tablets, debossed |
; “XL” on one side and “60" on the other side of the | with "XL" on one side and 60" on the other side of
! tablet : the tablet _
Emmﬁmmx ?
! .UV AN ‘
f(mmp.m6 D UV Spectrum) :Confem:s to reference standard Coabie
'POTENCY (wt%)
\CTMLP-2646 95.0% - 105.0% of Label Claim :

i n 96.3%

2) 96.2%

| Avg:{ ) 96.2%
IMPURITIES (HPLC)
CTMLP-2646 '8) Individual Unspecified Degradant: NMT 0.2% f ND
é

'b) Total: NMT 1.0%

RMART LI </
MepepaH yepes [inagok 01.06.2026 18:30 GMT+03:00;
9¢415724-¢576-429d-ad13-b298581f9960
CTpaHuua 14 u3 36



PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Toronto Region Operations (100074-A)
2100 Syntex Court. Mississauga, Ontario
L5N 7K9 Canada
(905) 821-4001

CERTIFICATE OF ANALYSIS
BULK PRODUCT
PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)
CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003088
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CWDHN
3006003086 3000003087 3000003088 DATE OF MANUFACTURE: 06/APR/2025

e e EFFECTIVE DATE: 22/MAR/2018

CofA Rev2
SPECIFICATION ﬁSULTS

TEST

'CONTENT UNIRORMITY. (HPLC.0%) |
'CTMLP-2648 |Conforms to current USP <905>

1) 97.5%
2) 98.3%
3) 96.6%
| ' 4) 98.2%
| ; 5 97.2%
6). 96.2%
| , ) 97.2%
! 8) 97.4%
9 97.7%
10)' 97.9%
Avgl0 = 97.4%

Acceptance Value: 26

‘Stage 2 !

I
2)
3):
4
5))
6)
7}
8)
9)

10),

1))

12)

13)

14)

15)

16).

17)

18)

19)!

20);

Avgil=!
Acceptance Vaiup:? )

i

\ 'A /e~ 3 Ll
o\ ™ ‘.‘: . X/
c A
MepepaH yepes [inagok 01.06.2026 18:30 GMT+03:00;
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PATHEON INC,
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Toronto Region Operations (100074-A)
2100 Syntex Court. Mississauga, Ontario
L3N 7K9 Canada
(905) 821-4001

CERTIFICATE OF ANALYSIS
BULK PRODUCT

PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)
BULK PRODUCT MATERIAL NO: 3000003088
BULK PRODUCT BATCH NO: CWDHN

CLIENT: EXELIXIS

MATERIAL NUMBERS:
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 06/APR/2025
gf;%?;" . _ EEFFEC'IIVE DATE: 22MAR2018
DISSOLUTION (HPLC-HY)
'CTMLP-2647 Meets USP <711> Apparatus 2
' Q= 80% in 15 minutes 15 30 45 60 90
' Stage 1
1) 98%  98%  98%  98%  99%
2) 98%  99%  99% 9%  99%
3) 98% 9%  99%  99%  99%
4 98% 9% - 9% 9%  99%
5 100% 101% 101% 101%  101%
6 98%  98% . 99%  99%  100%
Min:  98% 98% 98% 98% 99%
Max 100%  101%  101%  101%  101%
Mean:  99%  99%  99%  99%  100%
‘ %RSD:  0.9%  09%  1.0%  10% , 0.9%
Stage 2
7 NA-—— NA-—— NA- NA . NA
8 NA NA NA NA @ NA
9 NA NA NA NA NA
1) NA NA NA 2 NA  NA
1) A NA | NA NA NA
12) N'A NA NA ' NA  NA
Mm N/A NA - NA NA  NA
M N/A O NA 0 O NA 0 O NA 0 NA
M NA NA NA NA NA
%D NA  NA NA NA  NA

2026 18:30 GMT+03:00;
9¢415724-¢576-429d-ad13-b298581f9960
CTpaHuua 16 u3 36



PATHEON INC.
FABRICATION, PACKAGING, LABELING und
FINAL PRODUCT SPECIFICATION TESTING

Toronto Region Operations (100074-A)
2100 Syntex Court. Mississauga, Ontario
L5N 7K9 Canada
(905) 821-4001
CERTIFICATE OF ANALYSIS
. BULK PRODUCT
PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)
CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003088
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CWDHN
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 06/APR/2025
ARF BP Rev 2
CofA Rev2 EFFECTIVE DATE: 22/MAR/2018
TEST | SPECIFICATION RESULTS
P : LRt e BT e S :
/(Continued) { ! )
|CTMLP-2647 'Meets USP <711> Apparatus 2 f * ! §
| 1Q = 80% in 15 minutes 15 . 30 | 45 | 60 @ 90
Stage3, | |
‘ 13 WA @ NA | NA | NA | NA

14 NA | NA | NA | NA @ NA
15 NA ' NA | NA | NA | NA
16) NA  NA L NA  NA @ NA
17 NA NA @ NA NA N/A
18)) NJA | NA N/A NA | NA
19) NA | NA NA @ NA N/A
200 NA | NA ' NA - NA | NA
21)) NA | NA | NA . NA @ NA
2) NA | NNA  NA | NA N/A
23) NA  NA  NA NA  NA
24)  N/A A WA N/A N/A,
My NJA  NA @ NA | NA N/A
Maxi, NJA © NA @ NA | NA N/A
Mean! N/A | NA | NA | NA N/A
(WRSD:| N/A | NIA | NIA . NA | NA

iy ;,r', i ,,,.v ‘:4" ;b
94 y3man*
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PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Toronto Region Operations (160074-A)
2100 Syntex Court. Mississauga, Ontario
L5N 7K9 Canada
(905)_!82.!-4001
CERTIFICATE OF ANALYSIS
PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)
CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003088
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CWDHN
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 06/APR/2025
ARF BPRev 2
CofA Rev 2 EFFECTIVE DATE: 22/MAR/2018
S A ST

1 1.8%

2) 1.8%
! | Avg. 1.8%
GTIs ;‘ f
|CTMLP-2712 XL 184-1-1: NMT 24 ppm .
: : 1) <3 ppm

2), 3 ppm

. Avg:| 3 ppm
XL 184-1-4; NMT 15 ppm

D <3 ppm

2)! <3 ppm
5 & Avgl S
;Harmonized USP <61> and <62> and EP 2.6.12 and 2.6.13
(MM-1381) ;T
Total acrobic count {NMT 1000 CFU/g <100 cfivg
iTotal combined yeasts and molds "NMT 100 CFU/g <50 cfu/g
Absence of P, aeruginosa | Absence Absence
‘Absence of E. coli Absence Absence
‘Absence of S, aureus |Absence - Absence
Absence of Saimonella spp. Absemee . Absemce

Conumeats: Refer to QR 1042038
Rev.1 updated disso results
REVIEWED AND APPROVED BY:

PageSof 5
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@ Tjoapack

3asiienne o coorBercTBHH TpeboBanusiM GMP u BhINYCK HA PBIHOK

Kinenr

Uncen ®apma CAC

ITpoaykr, nozuposka

Kadomernkce®, TableTKH, MOKPHITHIE TIEHOYHOM 060IOUKOH,
60 mr, 30 Tabnerok, nis Mncen Poccus

Kon knunenTa

1085723 Kabometuke 60 mr 30 TaGneroxk Urnicen Poccus
(He nepeynakoBKa)

Twonak

Homep cepum rotosoro PR112496
NpoayKTa

Cpok rogHoctn 31.03.2029
Aprukyn npoussogutens | 80003889

IMpoussoautens I'JIdD

Ilateon Unk., 2100 Cunrexe Kopr, Muccucora, Onrapuo, LSN 7K9,
Kanazna. Homep JInuensuu: 100074, Homep GMP: 79100

KonTpons kavectsa

[Tateon Uuk., 2100 Cunrexc Kopt, Muccucora, Onrapuo, L5SN 7K9,
Kanapga. Homep Jlnuensun: 100074, Homep GMP: 79100

Homep 3ananus Ha
TIPOM3BOICTBO

PR112496

AJlpec yrnakoBIIHKa

Tuoanak Hunepnanac b.B.
Huege Jlonk 9, Drren-Jlep, 4879 AC, Hunepnanisi

O6beM yrakoBaHHON
CepHH

737 ynakoBok

JlanHeie 00 OTKIIOHEHHAX

JlanHble o mocTynuBIIeH
CEPUH Ha YHACTOK
YNAaKOBKH

Homep cepum npouspogurens: CWKZC
Buytpennuii Homep Tuoanax: LT131110
Homep cepuu MpoH3BOAMTENSA: -
BuyTtpennuii Homep Tuoanak: -

Jlata ynakopkm:

16 suBaps 2026

Ceprudukannsa YnoiHoMo4eHHBIM JIHIIOM:

Hacrosmmm s moaTeepikaaro, 4To NpUBEIEHHAsA BBIIIE HHBOpPMALHS ABJISETCs JOCTOBEpHOI 1 Tounoi. HacTosumm s
MOATBEPIKIAIO, YTO BCE ITAMbl MPOM3BOACTBA (MPOH3BOIACTBO/YIIAKOBKA/KOHTPOJIb KAYECTBA/TIPOM3BOICTRO M KOHTPOITL
A®C) npou3BOICTBO H KOHTPOIIL JJAHHOI MAPTHH TOTOBOTO MPOIYKTA OBITH BRITIOIHEHE B TTOJTHOM COOTBETCTBHH C
¢GMP EC u tpedoBaHHsMH, YKa3aHHLIMHU B PErHCTPALIHOHHOM JIOChE

CTpaHBI/CTPaH HazHaueHnA. 5 MoNTBEPKIAl0, 4TO BBISAB/ICHHBIE OTKIOHCHHS, €CITH TAKOBBIC HMEIOTCS, OBLITH
PaccMOTPEHBI H yCTpaHeHEl. Tam, rjie 3To NpUMEHAMO, 0e30MacHOCTh

JNIEMEHTHI, YKa3aHHuie B cTaThe 54(0) mnpektursl 2001/83/EC ¢ BHeCEHHBIMH B Hee MOTPaBKaMH, HAHECEHBI HA
YNaKoBKY B COOTBETCTBHH ¢ [[HpeKTHBOI 0 hanbcHMIIMPOBAHHEIX JekapcTBeHHBIX cpencTrax (2011/62/EU).

S noaTBepxk a0, 9TO laHHas cepusi Obiia BeITyIIeHa B cooTBeTcTBHM ¢ [lpHiioxkennem 16 pykosoactea GMP.

Corpyanuk: TIQA/Puk. Xenremonc
Jara: 19.01.2026

|
DTOT JOKYMEHT ObL1 CO3/1aH B 2JIEKTPOHHOM BHJIE € MOMOLIBIO NpOBEPEHHOTO nppt(cmﬁ%m\ablnycxa
napTik YnonsomoueHtsiM aruom (YJI). ;

\\,
7\

Tunoanak Hupepnanic B.B.
Huege [onk 9, Drren-Jlep, 4879 AC, Hunepnanmasl
Homep nuuenzun: 6906F

AMEHHO
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Dopma

Ceprudukar Ha ceprio Kabomeruke 60 mr CXDFK (RU)

Howmep nokymenTa Bepcus Cratyc Jarta yTBepxkieHHs

FORM-000094517 — EXE000752184 1,0, Texyuas YTBepkaero 29 aBrycra 2025

CeprudukaTt HA cepHI0

ITATEOH ®panmus

40, 6yneeap [Hlamnape — CS 11006

38307 bypryun-Xamné [enexc

Ten: +33 (0)4 74 93 87 00

®axc: +33 (0) 4 74 93 87 81 Patheon.com

HH®OPMAIINUSA O ITPOAYKTE
HaumenoBan#e npoayKkTa (BKIIIOUas KABOMETHKC 60 mr 30 .

3¢ (heKTHRHOCTE/AKTHBHOCTD, JIO3MPOBKY H
pazMep YNaKOBKH, €CITH MPUMEHHMO):

HUmnoprupyemas U3, ecJii NPUMEHHMO: EU/ROW

Cepusi/Homep cepum: CWKZC

Koa: 304019479

Jlata npou3BoacTRa: 06 anpena 2025

Cpok rogHocTH: 47 MecA1eB ¢ JaThl MPOU3BOJICTBA

OT4er(b1) 00 OTKIOHEHHSAX: Ja [J HerlX

[punoxenHsIii cepTudukar ananmza: Jla ® Her [ (Ilpenoctarnen Iateon TopoHTo)
Konuyectro: 3 346 enunmuy

CepHanu3oBaHHbIH NPOIYKT: Ha Xl Her[]

JlononnutensHas HHpOpMaLHs, eCiTH Vnakoska: no 30 TabneTok BMecTe ¢ cunukarenem (3
IPUMEHHMO: KOHTeHHepa ¢ cuimkaresieM mo | r kaxasiid) 0 noama GUpHLIM

BOITOKHOM BO (hTAaKOH M3 TIOJIHAITHIIEHA BEICOKOM TUIOTHOCTH. 1
(hr1akoH ¢ MHCTPYKIMEH 110 MPUMEHEHHIO B TTAYKY KapTOHHYIO.
Cpok rogHocTH — 4 To/1a, XpaHUTh MPH TeMIIePaType He BHIIIE
25°C

bank: CWDGG - CWDHN

[Mepuunas ynakoska: CWDHG

ITpenqHazHaueH 118 MOCTeIyIOIIeH YIIaKOBKH

NMOATBEPKAEHUE/3ASIBJIEHHUE O CEPTUH®HKAILIUH

HacTosmum noireepokiaeTcs, 4To MpHUBEICHHAs BBIIE HHPOPMALIMS ABIISETCA JOCTOBEPHONH M TOTHOI.
Hannas cepus npomykTa Gbiia Ipon3Be/ieHa, BKITIOYAs YIIAKOBKY M KOHTPOJIL KavyecTra, Ilateon
Toponro B nonHom cooteTcTBUM ¢ TpeGoBanuamMu GMP MecTHOTO peryisITOpHOro oprana, co
crieuMrKalmei, npejocTarieHHOW KIHEHTOM M ¢ coriacoBaHHEM TPOLIEcca M COTJIAlIEHHEM O
Ka4ecTBe. 3alkCH O NMPOU3BO/ICTBE CEPHH, YITAKOBKE W aHAIHW3aX OBLTH IIPOCMOTPEHBI M HAXOIATCA B
cooteeTcTBUM ¢ GMP. UMnopT 1 XpaHeHHe NPOIAYKTa B COOTBETCTBUH ¢ TpeOOBaHUAMM.

HMmropr, nposepka 1I0KyMEHTaLM| B KOHTPOJIb NPH MOJIyYeHuH ObUK BoinosineHsl Ha Ilateon Bypryun
H COOTBETCTBYIOT TPeOOBaHHAM. —m——

Cepus BBINYImeHa

o\ A1} f A & ..."
Tepmo ®@umep CaitenTrduk \J <4
KoHpuaeHUHaNbHO Sl MC‘;:p/I w3 2
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JJIeKTPOHHBbIE HOAINHCH

Homep nokymenra

Bepcust Craryc Jata yTBepiaeHus

FORM-000094517 — EXE000752184 1,0, Tekymas | VYrBepikaeHo 29 aerycra 2025

J/IeKTPOHHbBIE NOANHCH

TTonw3oBatenn Hara 3HavYeHWe MOIITHCH
Mapro Kaccans 29 aerycra 2025 Vreepaaeno YoIHOMOUYEHHBIM JTHLIOM
(moanuce) 14:59:07 (GMT)

TepMo CDPIU.ICp CBHEHTHClJFIK MepepaH yepes Jnanok 01.06.2026 18:30 GMT+03:00;
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Homep: CERT-0521 Homep: HIT Bepensa: 1.0 Craryc: Yreepakaeno [ara yreepiaenus: 24 mions 2025
Kabometnke , 60 mr RU - COR - CWKZC

EXELIXIS

CepraHKaT Ha BBINYCK

Kadoomernke 60 mr — COR - CWKZC

Homep nokymenTta: CERT-0521

Bepcus:

Jlata BCTyruieHUs B CHITY:
24 wrona 2025

1.0

Hanmenoranme npojiykra (kak ykasaHo B JOCHE HA CEPHIO):

Koymuecrso/Konuenrpaums: | Cepusi/KoaudecTso cepwii:

Kabomernke (KabozanTuunt), Tadnerku, 30 mr XL-50248 60 mr/ HII 3 346 draxonos
Cepus npoxykra/Jlot Ne: Jlata npou3BocTBa:
CWKZC 06 anpens 2025
YcnoBust XpaHeHHs TIPOIYKTA: [ N/A | Perect/[lata okondanus cpoka roHOCTH: O N/A
ITpu Temneparype He Boime 25 °C
KoHTpaKTHEIH MPON3BOANTETE: Cremmdurkaims Dxcenmkene Ne/Bepens: O N/A

ITateon Toponto

Cneunpurkaunn-0057 8.22.0

Kon(s) konTpakTioro nponaykra/3akas-Haps No:

4000005757 / 1141154

Ne ocHoBHOI 3arMcH
KoHTpakTopa/Bepcus:

BOM: 3 Mndopmauns na stukerke: 3, Uuctpyximn
ynakoBk#: 1, Ot6op npo6 rotosoro npoaykra: 2.

Tur npoaykTa (OTMETHTE IPHMEHHMOE )
= ADH/Cy6eranmms Tl JlekapCTBEHHEIH MTPOIYKT
_ IleperuHas ynakoska X Bropuunas yrakoska

Komus 51oro nokymenra pacnevarana Peknna ['pymmon 24 mona 2025

HoMep cepuu nonynpoaykra: B N/A Ne cepHR npoxyKTa: CWDHN DA
No CEpHH ADC: 2200076 0 N/A prroﬁ No ccpnu/"r;o'ra; 0 N/A
O6mas cmech: CWDGG
Ne cepym nepeuiHOM yrnakoBku: [ N/A Prinok: ON/A
CWDHG EU/ROW
OTiJIOHEeHHs
N/A
N/A
N/A
N/A
N/A
Mopma: TMP-0109 Bep.2.0 KOH®HU/IEHITHAJIBHO
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Homep: CERT-00707 Homep: HIT Bepena: 1.0 Cratyc: YeepaxneHo [ara yrsepiacnusa: 25 Hoabps 2025
Ka6omeTuke , I'T1 60 mr RU — COR - CXDFK

EXE L '}.(l sa CepTHHKAT HA BBHITYCK

KaGomernke 60 mr -COR- CWKZC

Bepcus: JlaTa BCTYIUICHHS B CHITY:

Homep noxymenta: CERT-0521 1.0 24 mions 2025

Hacrosiuum nogreepskaaeTcs, 4TO BhILIeyKa3aHHBIA poayKT ObL1 M3roToBJIEH Ha cooTBeTcTBYIOLEH cGMP
NPOM3BOACTBEHHON [UIOIIAJIKe M TIpOBEPEH B COOTBETCTBHM C TMPUMEHHUMBIMH (hapMakoneHHBIMH
TpeboBaHMAMHM, M coOTBeTcTBYeT CneuudMKalMM Ha BBIMYCK, HM3NI0XKEeHHOH Dkcenukcuc. Komnanus
DKCEeMUKCHC KBATH(HIMPOBAia BBIIEYKa3aHHOTO TPOW3BOIAMTENS [UIs YKa3aHHOrO THma mpoaykra. Ha
OCHOBaHMHM 0030pa JJ0Che Ha CEPHIO H COOTBETCTBYIOMIEH NOKYMEHTALIMH 1O MIPOU3BOCTBY H HCTIBITAHHSM,
CepHs COOTBETCTBYET crieU(UKaLMK U BBIMTYIIEHA.

Hcnons3oBanue 110 Ha3HAYCHUIO:

Kommepueckoe [ No kmummdeckoro uceneoannss [ Bpak [ JIpyroe

KommenTapuu: HIT

Cpoxk roanocty: 47 MecsIIeB ¢ J1aTkl TIPOH3BOICTRA

DTOT JOKYMEHT ObLJT COIrIacOBaH B 3JIEKTPOHHOM CHCTEME.

Mopma: TMP-0109 Bep.2.0 KOH®HJIEHIIMAJIBHO

Konus storo goxymenra pacneuarana Pejpxuna I'pymmon 25 noaGpa 2025 MepepaH yepes napok 01.06.2026 18:30 GMT+03:00;
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Homep: CERT-0521 Homep: HIT Bepens: 1.0 Cratyc: Yeepkaeno [lata yreepskaenus: 24 wions 2025

KabGomeTnke , 60 mr —COR - CXDFK

EXELIXIS

CepTraHKaT Ha BBINYCK

Kabomernke I'Tl 60 mr RU-COR- CXDFK

Bepcus: JlaTta BcTynnenus B cuny:
Homep moxymenta: CERT-0521
P HORY 1.0 24 wions 2025
Hcropus nimenennii:
Bepcusi | Cotpyanuk Jlata yTRepKICHHUA H3menenns
1.0 Jlx. Abexyena Cchlnka Ha BlIafelNbla JOKYMeHTa HoBblit 1oKyMeHT

®opma: TMP-0109 Bep.2.0

KOHOHJTEHITUAJIBHO

Konus s1oro goxymenta pacnevatana Pekuna I'pymmon 24 mona 2025

' -a.\
\°\ X \\“‘“\ 2
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HAITEHATAHO 3 wions 2025, 17:46
atheon Pernonansnoe noapasnenenue TopoHTo
» 3arosniopok: CepTH(HKAT Ha IPOH3BOACTBO
A HEALTHIRR WORLE. DULIVIIRED. Popma: F-053

COIT: OPS 1027
Hara BcTyIuleHus B cuay: 28 despans 2024

Bepcns: 28

CepTHdHKAT TPOH3BOACTRA
YcranopjeHHBI Homep aunenzun: 100074-A

Ipousseaeno, YnakosaHo n/iin npoMapKHpPoBAaHO HA:

AHaan JHPOBAHO Ha:

TTareon Huk. O O O
Pernonanshoe [Tareon Unk. [Tareon Hnk. [Tateon Mnk. [Tateon Mnk.
110/ipase/icHue INonpasnenenue Iareon | Pernonansroe Ionpasnenenue JlaGoparopus Ilateon
ToponTo Yunbu NoApA3NCNCHHC [arcon Yunou 977 Cenusiopu Jlpaiis
2100 Cunurere Kopr Muccucora, 111 Koncsiomepce Toponro 111 Koncsromepe bepmnrron, OHrapuo
Owurapuo Hpaiis Yuiowu, 2100 Cunrexc Kopr Jlpaiis Yuitwu, L7L 518
L5T 7K9 Kanana Ycranopienusii | Ofrapro LIN 525 Mpucencora, Onrapuo Omnrapuo LIN 575 Kanana
Homep muenzan: 100074-A Ycranosiaennsiii vomep | L5T 7K9 Kanaza Kanarna

manenzun: 100074-F

HaumeHoBanue Kabomeruke (KaGozantnuub), Tabnerky, [AERGINITRE BRI CWKZC
NpPoAYKTA: 60 mr— 30 wr (EU/ROW) — XL-50248 Ne cepun Kanenra: He npuMeHnMo

Cepuaan3oBaHHbIH Ja O Her Ne perucrpaunonnoro vaiocrosepenns

NPOAYKT: (NDC, DIN u 1.1.): He npumennumo
Koanyecrso: 3 346 dmakonom / 34 TpaHCIOPTHBIX Cpeannii Bec TaBJeTKH WIH KANCY.IbI: He mpumennmo
kopoba / | nomion

4000005757 Crermdukaiis MaTepHaios: 3
Wudopmanms Ha 3THKETKe: 3
YnakosoyHasi HHCTpYKIUs: |

OtHop npobel roTOBOro NpoayKTa: 2
Ne ynakoBouHOTo0 ., Jo—
mMaTepnaja: 4000003555 YNaKoBKM: Crnenudukaims Matepualios: 4
Hndopmanus Ha sTHKETKE: 5
VmakoBogHast HHCTPYKIHS: 3
OTBop npoGsl FOTOBOTO NPOAYKTA: 2

3000003088 Ne CWDHN Ipeccosanme: 7

No Mpou3BoACTEEHHOH No [TokpeITHE MIIeHOYHOH 0b0T0uKOH: 8
NPOU3BEACHHOTO cepHu:

MaTepHaJa: 3000003074

MacTepa

CWDGG JlucrienrupoBanue: 5

I"panyJisiius:9

HaTa 3anoaHenne 10 Cpox &
R 06 anpens 2025 . 09 ampens 2026
NPON3BOACTRA: AaThH: FOAHOCTHS

HMpyras

*47 mecsLeB ¢ naTbl NPOU3BOACTBA

uadopmannsn:

.\\,‘ 3 L\,-’-:' f/
ANEANRL //
\, s
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HAITEYATAHO 3 wions 2023, 17:46

CEPTHOUKAT ITPOU3BOICTBA Qopma: F-053  Bepcus: 28

Ne Matepuana: 4000005757 Ne cepun: CWKZC

51 HacToAIIMM rapaHTHpYTO, 9TO NpecTaBlieHHas Bbile HHGOPMALMs ay TeHTHYHA M TOuHa. J[aHHas cepust IpoM3BeIeHa,
BKIIIOYasA YNAKOBKY M KOHTPOJIA KayecTBa HA YKa3aHHBIX BbIIE NMPOM3BOACTBEHHBIX TUIOMIANKAX B COOTBETCTBHH C
noKanbHbIMH TpeboBaHuamu GMP.

3amucu © TpPOM3BONCTBE, YNAKOBKE M aHANW3E CepHil ObUIH MPOCMOTPEHBI M HAHIEHBI COOTBETCTBYHOIIAMH
tpeborannsm GMP. Eciim npuMeHUMO, pasbACHeHHE /1S TPHHATEIX OTKJIOHEHHSAX TPHKPETLIEHO.

Tpebyercs pacciaenosanne: [la [ HerX Homep oTvera: He npumennmo

3axmouenune: Cepus BeIMyIIEHA
CooTBeTCTBYET BCEM CNEeLM(pHUKALINAM 10 MHCTPYKLMAM 15 TECTHPOBAHHS.

®emane Knna, Cnenuaimet ciryx0b1 KauecTBa

. CIIY)KBA OBECTIEUEHHS
OJIITHCE YTIOJTHOMOYCHHOTO JTHIIa
Wms v 10mKHOCTE YHOIHOMOYCHHOTIO JIMLIA KAI'[ECTBA HATEOH

(moammce) 03 wmromst 2025

03 mrons 2025 Jlara semycka ceprudukara (o)

BBITTYIIEHO

KOH®UJIEHIUAJILHO
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1 ITATEOH UHK.
ITpomssoactBo, Ynakoska, MapkupoBka v Beinyckaroimii KOHTpOJIb
Pernonannnoe noapazaeaenne Toponrto (100074-A)
2100 Cunrexc Kopt, Muccuccora, Onrapmo,
L5N 7K9, Kanana
905) 821-400

TPOJIYKT: KABO3AHTHHUE 60 MT, TABJIETKH, IOKPBITBIE TIEHOYHO# OBOJIOUKOIi 30
TABJIETOK (EU/ROW)
KJIMEHT: 9KCETMKCHC Ne MATEPHAJIA TOTOBOT'O IIPOIYKTA: 4000005757

Ne CEPUM I'OTOBOI'O IMPOAYKTA: CWKZC
JATA IMTPOU3BOACTBA: 06 anpens 2025

ARF FP Bep. |
Ceprudmkar ananmsa Bep. 2 Jlara Betyruienus B cuny: 18 nexabps 2024
Hcneitanne Cremuduxanms PesynbTat
ONUCAHME | e L
|
Busyansro | JKenreie TabneTkyn TpeyronbHOM HKentoie TabneTKN TPEYTONBHOM
| (hopMBI, TTOKPBITHIE MIIEHOYHOI (OpMBI, MOKPHITEIE TIEHOTHOH
obomnoukoii, ¢ rpaBupoBKoif « XL» Ha | 0060/109KO#, ¢ rpaBHpoOBKOi « XL»
OJIHO# cTOpOHE, H «60» Ha Ipyroit Ha 0/IHO#f cTopoHe, B «60» Ha
CTOPOHE TabIeTKH. ApYTO#t CTOpoHE TabJIeTKH.
KommenTapnm: He npumennmo

np()CMOTDEHO A YTBEPKICHO: 3JIEKTPOHHAS MOIITHCH

buna Myten — Cynepgaiizep — 20 wons 2025 14:59
Hmpan Anxamn — Cornacyrommii — 23 mrons 2025 09:14
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ITATEOH UHK.
ITponzpoacTeo, Yrakorka, MapkupoBka H BEITycKaroI#ii KOHTPOIIb
Pernonanbnoe noapasjesienne Toponro (100074-A)

2100 Cunrexc Kopr, Muccuccora, Ourapmo,

L5N 7K9, Kanapna
905) 821-4001

TABJIETOK (EU/ROW)

MPOAYKT: KABO3AHTHUHHUE 60 MT', TABJIETKH, MOKPBITHIE IJIEHOYHON OBOJIOYKOM 30

KJIMEHT: KCEJIMKCHUC

Ne MATEPHAJIA TOTOBOTI'O IMPOJAYKTA: 4000003555

Ne CEPUM MMOJYTIPOAYKTA: CWDHG
JATA IMMPOU3BOJCTBA: 06 anpens 2025

ARF FP Bep. 3

Ceptudukat anamiza Bep. 3 Jlara ectynnenus B cwy: 17 nexkabps 2024
Hcnbitanne Cneuwndukanns Pesynstar

BusyansHo JKenTtbie TabneTkH TpeyroabHOM Kenteie TabneTkn TpeyroabHOM

(opMBI, TTOKPHITEIE TUIEHOTHOH
o6onoukoii, ¢ rpaBupoBkoif « XL» Ha
oJlHO# cTOpoHe, U «60» Ha aApyToit

CTOpOHE TablIeTKW.

(OpMBI, IOKPBITHIE TIIEHOYHOH
000109KO#H, ¢ rpaBUpoBKOi « XL»
Ha 0JIHOi1 cTopoHe, u «60» Ha
NPYTOif CTOPOHE TabNETKH.

ITpocMoTpeHO M yTBepkIeHO: TOAIHChH
( Menepkep KOHTPOJIS Ka4yecTra )

Jlara: 14 masg 2025

CIIYXKBA
OBECITEHEHHW A
KAYECTBA ITATEOH
14 masq 2025
(Honrmwice)

BBITIVIIIEHO
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IHHATEOH UHK.

IIponzeoncTeo, YnakoBka, Mapkupoeka U Beinyckarommii KoHTpoITs
Pernonansnoe noapasjenenne Topourto (100074-A)

L5N 7K9, Kanana
905) 821-4001

2100 Cunrexc Kopt, Muccuccora, Onrapwo,

BO3AHTHHUE 60 MT, TABJIETKH, IOKPBITBIE IJIEHOYHOMN OBOJIOYKOI

HEOTpeIe/IeHHBIE TIPOIYKTHI
pacniaga: He donee 0,2 %

B) Beero: He donee 1,0 %

MPOAYKT:
(EU/ROW)
KJIMEHT: 9KCEJIUKC Ne MATEPHAJIA BAJIKA ITPOAYKTA: 3000003088
HOMEPA MATEPHAJIOB: Ne CEPUH BAJIKA IMTPOJIYKTA: CWDHN
3000003086, 3000003087, 3000003088 JOATA IMTPOU3BOJICTBA: 06 anpeas 2025
ARF FP Bep. 2
Ceptudmkar ananmsa Bep. 2 Hata Betyruienus B cwty: 22 mapta 2018
Hcreitanue) Criermdukarms PesynbTar
ONHACAHME | e .
BuzyansHo , XKenTeie TabNETKN TpeyroibHOM JKenTeie TabNETKM TPEYTONBHOM
(hOpMBI, MOKPBITEIE TUIEHOYHO (opMBI, TOKPHITHIE TIIEHOYHOH
obomnoukoif, ¢ rpaBupoBkoit « XLy» Ha | o6osoukoit, ¢ rpaBuporkoii « XLy Ha
OIHOH CTOpOHE, U «60» Ha npyroii OIIHOH cTOpOHe, M «60» Ha Apyroi
CTOpOHE TabJeTKH. CTOpOHE TabNeTKH.
(BOKX-YD u Vd)—cnéx'rp) CoOTBETCTBYET STATOHHOMY ChismeTsye:
CTMLP-2646 CTaHJapTY.
ARTERHOCTR (W MIACCY. . . e o T
CTMLP-2646 | 95,0 % - 105,0 % OT BeTHIWHEI Ha
MapKHpPOBKE
1) 96,3%
2) 96,2%
Cpenn.: 96,2%

CTMLP-2646 ' A) UHnuBrIyaibHele

He o6Hapy:xeHO

He obHapyxeHo
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ITATEOH UHK.

[TpouseoacTro, Ynakoeka, MapkupoBka 1 Beinmyckarowmuii KOHTpoIlb
Pernonansnoe noapasjaeienne Toponto (100074-A)
2100 Cunrexc Kopr, Muccuccora, OHrapmo,
L5N 7K9, Kananga
905) 821-4001

TIPOIYKT: KABO3AHTHHMB 60 MI', TABJIETKH, ITOKPBITHIE INIEHOYHOW OBOJIOY

KJIMEHT: 9KCEJIMKC Ne MATEPUAJIA BAJIKA ITPOAYKTA: 3000003088

HOMEPA MATEPHUAJIOB: Ne CEPHUM BAJIKA ITPOAYKTA: CWDHN

3000003086, 3000003087, 3000003088 JATA INPOU3BOJACTBA: 06 anpens 2025

ARF FP Bep. 2

Ceprudmkat anammsa Bep. 2 Hara Berynnenus B cuiy: 22 maprta 2018

Hcrnbitanne Crneumdukauns Pesynbrar

Opmopomnocts xosuposanus (BIKX-Y®) - .

CTMLP-2648

CooTBeTcTBYET TEKYLIEMY M3aHHIO DapM.

CIUIA <905>
1) 97,5%
2) 98,3%
3) 96,6%
4) 98,2%
3) 97,2%
6) 96,2%
7 97,2%
8) 97,4%
13; 97,7%
97,9%
Cpenn.10: 97.4%
Kputepnii npuemiiemocTy: 2,6
Cragus 2
1) He nmpumennmo
2) He npumeHnMo
3) He npumennmo
4) He npumMenumMo
g) He npuMennmo
7; He npumennmo
8) He nmpumenumo
9) He npumennMo
10) He npumennmo
1) He npumenmmo
12) He npumennumo
13) He npumenumo
14) He npumennmo
15) He npumennmo
16) He npumeRnHMO
17) He npumenumMo
8)
:9) He npumennmo
20)
Cpenn.30:

Kpwurepuii npueMnemocT:

Crp.2u3 5

©,
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NMATEOH HHK.
IIpousroacrro, Ynakoska, MapkupoBka v Brimyckalomuit KOHTpOJIb
| Pernonasnnoe noapazaeinenne Toponto (100074-A)
2100 Cunrexc Kopt, Muccuccora, Onrapuo,
L5N 7K9, Kanana

905) 821-4001

MPOAYKT: KABO3AHTHHMUE 60 MI', TABJIETKH, ITIOKPBITBIE IIJIEHOYHOH OBOJIOYKOHU
(EU/ROW) |

KJIMEHT: 9KCEJMKC Ne MATEPHAJIA BAJIKA TTPOJIYKTA: 3000003088
HOMEPA MATEPHAJIOB: Ne CEPUHM BAJIKA ITPOJAYKTA: CWDHN
3000003086, 3000003087, 3000003088 JATA ITPOU3BOJICTBA: 06 anpeas 2025

ARF FP Bep. 2

Ceprudmukar ananmsa Bep. 2 Jlara BcTyruienns B cumy: 22 mapra 2018

HcnbiTanne | Crempmkanms

< P mxrye 0

CTMLP-2647 Cootserctryer @apm.CIIA
<711> Anmapar 2

Q=280 % wuepe3 15 MUHYT 15 30 45 60 90

Cranns 1

)| 98% 98% 98% 98% | 99%

2)| 98% 99% 99% 99% | 99%

3)| 98% 99% 99% 99% | 99%

4) | 98% 99% 99% 99% | 99%

5) | 100% 101% 101% | 101% | 101%

6)| 98% 98% 99% 99% | 100%

Mun.: | 98% 98% 98% 98% | 99%

Makc.: | 100% 101% 101% | 101% | 101%

Cpenn.: | 99% 99% 99% 99% | 100%

Pesynbrar

% RSD: 0,9 0,9 1,0 1,0 0,9
Cragns 2

7 HIT HIT HIIT HII HIT
f 8) HIT HII HIT HIT HIT
' 9) HII HII HIT HIT HIT
10) HII HIT HIT HII HII
11) HII HIT HIT HIT HIT
12) HIT HIT HIT HIT HIT
Mum.: HIT HIT HIT HIT HIIT
Makec.: HIT HII HIT HIT HII
Cpenn.: HIT HIT HIT HII HIT
% RSD: HIT HIT HII HIT HIT

S an 0T

Crp.3u35
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ITATEOH HHK.
ITpouseoactBo, Ynakoska, MapkupoBka u Beinyckaroiuii KOHTpOIIb
Pernonansuoe noapasaenenne Toponto (100074-A)
2100 Cunrekc Kopt, Muccuccora, OHtapHo,
L5N 7K9, Kanaja
905) 821-4001

JIVKT: WHUWB 60 MT', TABJIETKH, T JI
(EU/ROW)
KJIMEHT: 3KCEJIMKC Ne MATEPUAJIA BAJIKA TIPOJIYKTA: 3000003088
HOMEPA MATEPHUAJIOB: Ne CEPUM BAJIKA ITPOJIYKTA: CWDHN
3000003086, 3000003087, 3000003088 JIATA ITIPOU3BOJACTBA: 06 anpes 2025
ARF FP Bep. 2
Ceptudukar ananusa Bep. 2 Jlara ectymnnenns B cuiy: 22 mapta 2018
HC]‘!B!T&HHE: Crermdukarms Pesynbrar
Hpopenmesney @ ' L
CTMLP-2647 CootsercTByeT @apm.CILIA
<711> Anmapar 2
Q =80 % ugepe3 15 MuHyT 15 30 45 60 90
Cragna 3
13)1 HI HIT HIT | HIT | HII
14) 1 HI HIT HIT | HIT | HII
15) 1 HO HIT HIT | HII | HII
16) | HII HIT HIT | HIT | HII
17) 1 HII HIT HIT | HIT | HI
18) | HII HIT HIT | HIT | HII
19) | HI HIT HIT | HIT | HII
20) | HI HIT HI | HI | HO
2| HO HIT HI | HIT | HIO
22) | HO HIT HIT | HIT | HIO
23) | HII HIT HIT | HIT | HIT
Mj:) HIT | {rr | HIO | HO | HO
S | S HIT HIT | HIT | HII
Cpe;m.':' HIT HIT HIT | HIT | HIT
o rSp: | I HIT HIT | HIT | HIT
 BJAXKHOCTH (TIO K. 4 .
CTMLP-2649 He 60ﬂee 3,5%
1) 1,8 %
2) 1,8 %
Cpem{.:
CTMLP—27I2 XL 184- 1 1: He G(mf:e 24 ppm
1) <3 ppm
" 2) 3 ppm
penH.:
XL 184-1-4: He Gonee 15 ppm }W;\
1) )
2 £ / <3p \))
CpenH.: ‘ (ﬂbgﬁ:" | -
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Crp. 4 mu3 5

ITATEOH UHK.
IIpouseoacteo, Ynakoeka, Mapkuporka U Beinyckalommii KOHTpoIib
Pernonannnoe noapasaenenne Toponro (100074-A)
2100 Cunrexc Kopt, Muccuccora, Ourapmo,
[L5N 7K9, Kanapna
905) 821-4001

NMPOJAYKT: KABO3AHTPIHPIB 60 MF TABJIETKH IIOKPBITHE HJIEHOIIHOIT’I OBOJIOYKOH
(EU/ROW)

KJIMEHT: 3KCEJIMKC Ne MATEPHAJIA BAJIKA ITPOAYKTA: 3000003088
HOMEPA MATEPHUAJIOB: Ne CEPUM BAJIKA IMTPOAYKTA: CWDHN
3000003086, 3000003087, 3000003088 JATA TTIPOU3BOJACTBA: 06 anpens 2025

ARF FP Bep. 2

Ceprudukar ananusza Bep. 2 Hara BcTynnenus B cury: 22 mapra 2018

Hcnbiranme Cneumiam(aum Pesynbrar

Mnxpoﬁmmmueenﬁ YHCTOTA

Cornacyercst ¢ ®apm.CIIIA <61> n <62> n Esp. (I)apM 2 6 12 u2. 6 13 (MM-1381)

Of1ee KONHYECTBO a’po0HBIX
MHUKPOOPTraHH3MOB He 6omnee 1000 KOE/r <100 KOE/r
OO6mee KOMMYECTBO | IUIECHEBBIX W He 6onee 100 KOE/r <50 KOE/r
JPONOKEBBIX TPHOOB
OtcyrtcTBHe P. aeruginosa OtcyTteTByeT OTcyTcTBYET
Orcyrcteue E. Coli OtcyTcTByeT OTcyTcTBYET
OrcyTctBue S. aureus OtcyTcTBYyeT OrcyTcTRYET
OtcyrctBue Salmonella spp. OTtcyTcrByeT OTcyTcTBYET
ITpocMOTpeHO U YTBEPXKIEHO: TIOJIIMHCh
( MeHemkep KOHTPOJISl KayecTBa ) CJIV)XBA OBECITEHEHUA
KAYECTBA ITATEOH
14 mas 2025
(Ioammce)
Jara: 14 mas 2025 BBITTYIIEHO
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«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOJ B rpaxmaHckui odopoT B Poccuinckon depepaunm cepum nam naptTmm MMMyHOBMOIOMrNYECKOro IeKapCTBEHHOMO

MFAFRPA A JA G AT A [ HA AT
| |.-||.|||.||.|:|I L1 I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 23_05.2026 11:43»
FE AT T A TAA T T o
B CPEPE APABOOXFPAHEHMA
Tara srecennst 8 AHC IIpousBoguTens Opranu3anms, Homep Howmep, nara ITucema 00
PocaIpaBHaIzoDna Toprosoe HaHMeHOBaHHe (BBIMYCKAOMHHA Crpana CaeJieHHs 0 CTaHsAX NPOH3BOACTBA HopmaTHBHast HOKyMeHTaHs BBINYCTHBIIAsS B cepHH, pa3perieHHst Ha m3bsTaH JIC
p 0P KOHTPOJIb) rpak IaHCKHH 000poT napTHH HIIII (Homep, nara)
ngozf:;?;ci;zzig;mﬂ’ ITaTeon Uuk., Kanaga (ITpoussogurens (rotosoit JI®));
P . IMateon Hnk., Kanaga (Y nakoBmuk/(hacoBmyK (B NIEpBUUHYIO " "
14.05.2026 obostoukoit 60 mr 30 wr., [Tateon @panuus ®paniyst JITT-Ne(008475)-(PT-RU)-170125 00O "UTICEH PR112496 -

¢naxons! (1), mauku KapTOHHBIE/

ynakoBKy)); Tuoanak Hupepnanac B.B., Hunepnangst
(VnaxoBmUK/pacoBmMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))
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[okyMeHT nognucaH v nepepaH yepes onepatopa 340 AO «[NP «CKB KoHTyp»

OpraHusaLus, COTpYAHUK

[loBepeHHOCTb: per. HoMep, NepuoA AeiCTBUA U cTaTyC CepTudukat: CepuitHblii Homep, Nepuoa AencTBNs

Mopnucu oTnpaBuTens: @ AKUMOHEPHOE OBLLUECTBO "P-®GAPM"

B efc4dace-a286-4288-8a4e-1f48363a8398 06B002840040B34CB64328F324349AED80
JapbkuHa AHHa OneroBHa ¢ 07.08.2024 00:00 no 30.07.2027 23:59 GMT+03:00 € 21.08.2025 10:55 no 21.08.2026 11:00 GMT+03:00
Joseputens: AKUMOHEPHOE OBLLIEECTBO JloBepeHHOCTb NpoLuna npoBepKy
"P-OAPM"

NpeHTudukaTop fokyMmeHTa 9¢c415724-c576-429d-ad13-b298581f9960

,uaTa 1 BpemMsd noanucaHuna

01.06.2026 18:30 GMT+03:00
Moanucb cooTBETCTBYET daiiny
JLOKYMeHTa
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