3AKJIIOYEHUE (IIOATBEPKEHHUE)
0 COOTBETCTBUM CEPMM WJIU IIAPTHH JEKapCTBEHHOTO Npenapara TpeOoBaHusiM,

YCTaHOBJICHHBIM IIpH €0 rOCyJapCTBEHHON pErucTpanum
Ne CAT-01-0226 ot 02.02.2026

Toproepoe HauMeHOBaHUE

Kadomernke®

MexIyHapoIHOE HENAaTeHTOBAHHOE HANMEHOBAHUE
(IrpYIIMPOBOYHOE WITH XHUMHYECKOE)

KaGozauTuaub

JlexapcTBeHHas dopma

TabNeTKy, MOKPBIThIE NIEHOYHOM
obonoukoi

Jlozupogka

60 mr

®opma Bbinycka (MepBHYHAA YTAKOBKA, KOJIMYECTBO
nexkapcTBeHHOW GOpMBI B IEPBUYHOH  YIIAKOBKE,
KOJIMYECTBO MEPBUYHON YIAKOBKH B MOTPEOHTENBCKON
YIAKOBKE, KOMIUIEKTHOCTD)

TabNeTKH, TOKPBITHIE TUICHOYHOM
o6onoukoi, 60 mr, 30 WT. - GIaKOHHI -
nayku Kkaprouusie (30 mT.)

Howmep cepun (naptuun); CXDFK
Q06beM cepuu {apTHu ) 1 600
Jlara npon3rozacTRa 11.06.2025
Jlata OKOHYaHHUA CPOKA F'OXHOCTH 31.05.2029

HaumenoBanue u aapec pOU3BOANTENA (C yKa3aHHeM
CTa IHi1 IPOU3BOJICTBA)

[Tateon Uuk., Kanaga
(mponsBoacTBO roToBo JI,
HepBHYHAsN/BTOPUYHAS/ IOTpEOHTENbCKAA
YIIaKOBKa)

Tlareon ®panuus, @PpaHuusd
(BBIIYCKAIOIUHI KOHTPOJTH KayecTBa)

Howmep 1 1aTa pericTpaliiOHHOTO YAOCTOBEPEHNU

JH1-Ne(008475)-(PI'-RU) ot 17.01.2025

Homep HOpMaTHBHON NOKYMEHTALWH

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

HaumeHoBanue U aapec [epxKaTess perucTpalnoHHOTo
yAOCTOBEPEHHUS

Uncen ®apma, Opanrms /
Ipsen Pharma, France
65 Quai Georges Gorse 92100 Boulogne-
Billancourt, France

HauMeHOBaHHE W TMPOM3BOJMTENH AKTUBHOH  (BIX) Ka6o3antunub
cyOcTaHuuu (uit) ITupaman Xenckeap (Kanana) Jita, Kanana
Cepus 2300131

HacTosupm s NOATBEPIKAAIO, YTO JeKapcTBeHHEHi npenapar KaGomertuke® cepus CXDFK

NPOM3BOACTBA [lareon Huk., Kanana

(NpoHU3BOACTBO roToBOM JID,

TepBUYHAs/BTOPHYHAs/MoTpeOuTeNbcKas ynakoska), [lareon ®panums, PpaHuus (BBINYCKAOLIHH
KOHTpOJTh KAYECTBA) COOTBETCTBYET TPeOOBAHHAM, YCTAHOBNEHHBIM NPH €ro rocyaapCTBEHHOH

peructparun: JI[1-Ne(008475)-(PT"-RU) ot 17.01.2025.

VY TI0/THOMOYEHHOE JIMIIO Ha BBOI B IPaXKIaHCKuii 000poT
T, gOO «UTICEH» ot 03.03.2025

MepepaH yepes [lnafok 25.04.2026 07:39 GMT+03:00;
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Form

[EXE] Batch certificate CABOMETYX CXDFK

Document Number Version Status Approved Date
FORM-000067757 - EXED00818245 [1.0, CURRENT| Approved Tue Dec 23 15:53:68 UTC 2025
BATCH CERTIFICATE
PATHEON France

by Thermo Fishoer Scientifi

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

PRODUCT INFORMATION

Name of Product (includes strength/potency,
dosage form & package size-if applicable):

P563 CABOMETYX TABLETS 60 mg, 30CT

Imported from, if applicable: Canada
Lot/Batch Number(s): CXDFK
Code 304019396

Date of Fabrication/Manufacture: (Dpmmmryyyy) | 114un/2025

Expiry Date: (Mmmryyyy)

May/2029

Deviation Report(s):

YES (DR #415807)

Certificate of Analysis Attached:

YES (provided by Patheon Toronto)

Quantity: 1600 units
License n#: 2025 070 1.2
Serialized product YES

Additional information, if applicable:

Pack Description: 30 tablets together with silica gel (3
containers with silica gel 1 g each) and polyester fiber in a
bottle of high density polyethylene. 1 bottle with patient
information leaflet in a cardboard box. Shelf life (4 years)
and storage conditions (Store at the temperature not above
25°C)

Bulk : CWNMG - CWNMP
Primary packaging : CWNMX
intended for RU market

QUALITY STATEMENT

requirements.

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including 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 Authorisation
of the importing country/countries. 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

After importation, documentation review including review of any associated devxanons and a control at
receipt have been done at Patheon Bourgoin and are compliant. HHOC

Batch release for shipment

> _ 2
,| y|: | S I |,» |\
§/ X £ L » \2 \}

Thermo FiSher Scientiﬂc I'IepenaH Yepes Avanoi 25 04 2026 07:39 GMT+03:00;

f8631096 7fa5-4f3d-8fab-0de97fea7840
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Electronic Signatures

Author: Gola, Patrycja

Document Number

Version

Status

Approved Date

FORM-000067757 - EXE000818245

1.0, CURRENT

Approved

Tue Dec 23 15:53:68 UTC 2025

Electronic Signatures

User Date Justification
Muraro, Marléene 23-Dec-2025 Qualified Person Approval
15:63:53
(GMT)

Thermo Fisher Scientific

Proprietary and Confidential

MepepaH yepes Ouapox25.04.2026 07:39 GMT+03:00;
f8eal096-7fa5:4f3d*8fab-0de97fea7840
CtpaHuua 4 ns 32
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Cabometyx FG 60mg RU - COR - CXDFK

EXEL(S

CERTIFICATE OF RELEASE

Title: Cabometyx FG 60mg RU - COR - CXDFK

Cabometyx (Cabozantinib) Tablets 60mg,
30CT RU

Doc. Number: Vers.: Approved Date:
CERT-0707 1.0 25 Nov 2025
Product Name and/or Batch Record Title: | Strength/Concentration: Batch/Lot Quantity:

ON/A 60 mg 1600 cartons

Product Batch/Lot No.: CXDFK

Date of Manufacture: 11Jun2025

Product Storage Conditions: LIN/A
Store at the temperature not above 25°C

Retest/Expiry Date: CIN/A
Expiry: 31May2029

Contract Manufacturer/Location:
Patheon Toronto

Exelixis Specification No./Version: CIN/A
SPEC-0057 (v23.0)

Product Code(s)/Work Order No:
4000004896 / 1144339

Contractor Master Batch Record(s) No./Rev:

Bill of Materials: 9; Label Information: 6; Packaging
Instructions: 7; Finished Product Sampling: 3

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

[0 GMP Intermediate
Secondary Packaging

(] API/Drug Substance

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

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

Lot No(s): CWNMX

CWNMP

API Batch/Lot No(s): 2300131 COON/A Other Batch/Lot No(s): ON/A
Blend: CWNMG

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

RU

Deviations

XIN/A

XIN/A

N/A

XIN/A

N/A

XIN/A

Appiuveu aw. Lo INUV vy

This is to certify that the above listed product was manufactured in a cGMP compliant facility, tested in
accordance with applicable compendial requirements and meets the current Quahty Agreement and
Release Specifications set forth by Exelixis. A

Template: TMP-0109 Ver. 2.0

CONFIDENTIAL Page 1 0f 3

This copy of the document was retrieved from the system by Regina Grurnmon.on 25 Now:2025.
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Cabometyx FG 60mg RU - COR - CXDFK

EXELl)YI S CERTIFICATE OF RELEASE

Title: Cabometyx FG 60mg RU - COR - CXDFK

I'\PPIUV\/U Lzawv. L0 INVUYV LuLy

Doc. Number: Vers.: Approved Date:
CERT-0707 1.0 25 Nov 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:

Commercial O Clinical 0 Clinical Study No.:
CApproved for Further Processing (AFP) [ Other: CIReject

Comments: [J N/A

Patheon Codes: label - 2000017310, leaflet - 2000018247, and carton - 2000017280.

This document has been approved electronically.

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

MepepaH yepes [lnafok 25.04.2026 07:39 GMT+03:00;
. . . f8ea109p.7f35-4f3d- -0de97fea7840
This copy of the document was retrieved from the system by Regina Grummon on F5'Nov 3 WL 6 13 32



PRINTED ON: 10 November 2025, 12:22 PM

CP at h eon @ 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 andior

Labeled at: Tested at:
X ] X ]
Patheon Inc. Patheon Inc. Patheon inc. Patheon Inc.
Toronto 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 525 Mississauga, Whitby, Ontario L1N 525
Ontaric L5N 7KS Canada Establishment License Ontario L5N 7K9 Canada
Establishment License Number:100074-F Canada
Number100074-A
Patheon Batch #: CXDFK
. CABOMETYX (CABOZANTINIB) TABLETS,
Product Name: 60 MG - 30 CT RU A A S T
Client Batch #: N/A
Serialized Product: Yes [X No [] g‘a': kgtt;r;g Auth. # (NDC, - RVEEn

Average Tablet or
Capsule Weight: PUA

Quantity: 1600 cartons / 32 shippers / 1 skid

4000004896 CXDFK Bill of Materials: 9

Label Information: 6
Packaging Instructions: 7
Finished Product Sampling: 3
Packaging
Material #:

Packaging ;
Batch #: Master #:
Bill of Materials: 4

Label Information: 5
Packaging instructions: 3
Finished Product Sampling: 2

4000003555

Compression: 7
Coating: 8

3000003088

Manufacturing
Material #:

Manufacturing Master #:

Batch #:
Dispensing: 5
Granulation: 9

Date of Manufacture: [REIITFIYE] SR e e 19.Jun.2026 g’;’fgy 05 2029

Other Information: N/A f

3000003074

Certification Statement:

Page 10f 2

CONFIDENTIAL
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PRINTED ON: 10 November 2025, 12:22 PM

r"" ‘ TITLE: CERTIFICATE OF MANUFACTURE Form #: F-053
Revision # 28

vaterial#: 000004896 g CXOF -

| 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 [X] No [] Deviation Report Nos. 415807

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

FEUPE KlNA QA ASSOC'ATE Patheon Final Disposition

Print Name and Title of Authorized person

PATHEON
QUALITY ASSURANCE

Signature of Authorized Person 10 NOV 2025
10 NOV 2025 e
RELEASED

Date Certificate Issued

Page 2 of 2

MepepaH yepes [lnafok 25.04.2026 07:39 GMT+03:00;
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patheon
by Tharmo Fishor Sciantitic PATHEON INC.

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: 4000004896
TABLETS 30 CT (RU)
LIMS JOB NAME: CXDFK_MFG 01 BATCH NO: CXDFK
SPECIFICATION: TRO_CABOZANTINIB_FERT(60MG) DATE OF MANUFACTURE: 11-Jun-2025
RU)
STORAGE: Room Temp EXPIRY DATE: 31-May-2029
SPECIFICATION LEVEL:  Release
SAMPLE NAME: CXDFK_MFG_01_TRO_LABOPS53371 SAMPLE ID: - 1525769
GROUP ID: Toronto Lab Operations ’ ' -
ANALYSIS NAME ACCEPTANCE CRITERIA RESULT
APPEARANCE - VISUAL
NOTEBOOK REFERENCE AND PLSN-4396 P.102,
TEST METHOD VERSION VISUAL
NUMBER
APPEARANCE Yellow film-coated oval shaped tablets, Complies
debossed with “XL” on one side and “60” on
A v - ___ theotherside of the tablet
VERIFICATION OF COMPONENTS - VISUAL
NOTEBOOK REFERENCE AND PLSN-4396 P.102,
TEST METHOD VERSION VISUAL
NUMBER
VERIFICATION OF Presence of Label, Leaflet and Carton Complies
COMPONENTS

CURRENT DOCUMENT REVISION

CofARev:1 EFFECTIVE DATE : 18/DEC/2024
ARFRev:2 EFFECTIVE DATE : 18/DEC/2024

ELECTRONIC APPROVAL BY:George Abu - LO Supervisor - 05-Nov-2025 14:05
Sendi Paul - Supervisor Documentation Review - 05-Nov-2025 14:10

Confidential 7/ Page\l of |
Printed On: 05-Nov-2025 14:10 W ‘
CXDFK_MFG_01-01

MepepaH uepes ,ﬁ,manox 25.04.2026 07:39 GMT+03:00;
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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: 4000003555
TABLETS 30 CT (EU/ROW)
BRITESTOCK
LIMS JOB NAME: CWNMX_MFG_01 BATCH NO: CWNMX
SPECIFICATION: TRO_CABOZANTINIB_FERT/BS(60MG) DATE OF MANUFACTURE: 11-Jun-2025
(EU/ROW)
STORAGE: ; Room Temp
SPECIFICATION LEVEL:  Release
SAMPLE NAME: CWNMX_MFG_01_TRO_LABOPS47542 SAMPLE ID: 1334160
GROUP ID: Toronto Lab Operations
ANALYSIS NAME ACCEPTANCE CRITERIA RESULT
APPEARANCE - VISUAL
NOTEBOOK REFERENCEAND PLSN-4639 P.071,
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 NUMBERS

ARF FPRev: 3 EFFECTIVE DATE: 17/DEC/2024
CofARev:3  EFFECTIVE DATE: 17/DEC/2024

ELECTRONIC APPROVAL By;MicheHe Yuan - Supervisor Analytical Operations - 31-Jul-2025 08:03
Mariana Emili - Sr Documentation Reviewer - 11-Aug~2025 11:38

Confidential Page 1 of 1

Printed On: 11-Aug-2025 11:39

CWNMX. MFG. 01-01.- N8y s / -
MepepaH Yeped Auanok 25.04:2026 07:39 GMT+03:00;
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PATHEON INC.

FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Toronto Regien Operations (100074-A)
2100 Syntex Court. Migsissaugs, Ontario
L5N 7K9 Canada

(505) 821-4001

~ CERTIFICATE OF ANALYSIS
BULK PRODUCT

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

CLIENT: EXELIXIS

BULK PRODUCT BATCH NO: CWNMP

MATERIAL NUMBERS:,
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 11/JUN/2025
ARF BP Rev 2 . #
e as EFFECTIVE DATE: 22/MAR/2018
TEST SPECIFICATION RESULTS
[APPEARANCE | M !
|Visual Yellow film-coated oval shaped tablets, debossed with  vellow 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
IDENTIFICATION
(HPLC-U;;&ND UV Spectrum) Conforms to reference standard ——
(CTMLP-2646 95.0% - 105.0% of Label Claim
1) 972%
2) 97.1%
Avg:, 97.2%
IMPURITIES (HPLC) ‘
a) Individual Unspecified Degradant: NMT 0.2% RRT~1.22 <0.05%

\CTMLP-2646

<0.05%

Page Lol 5
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PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Toroanto Reglon Operations (100074-A)
2100 Syntex Court. Mississauga, Ontario
L5N 7K9 Canada
(905) 821-4001 .
BULK PRODUCT
PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)
CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003088
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CWNMP
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 11/JUN/2025
ARF BP Rev 2 ]
CofA Rev 2 EFFECTIVE DATE: 22/MAR/2018
TEST SPECIFICATION RESULTS
'CONTENT UNIFORMITY (HPLC-UV) f
CTMLP-2648 Conforms to current USP <905>
1) . 97.7%
2), 98.6%
3) 97.7%
4 98.9%
) 98.7%
6) 99.4%
7 98.1%
8) 98.1%
9 98.3%
10) 98.3%
Avgl0= 98.4%
Acceptance Value: 1.4
/Stage 2 '
1) N/A
2) NA
3) N/A
4 NA
5) N/A
6) N/A
7 N/A
8): N/A
9) N/A
10) N/A
11) N/A
12) NA
13) N/A
14y N/A
15) N/A
16) . NA
DU 1 S N1 C—
18) NIA
19) 7S NIA
20) [/S
Avg30=
Acceptance Value:

SSe——Page20f5
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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 7TK9 Canada
(505) 821-4001

" CERTIFICATE OF ANALYSIS
BULK PRODUCT

PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EU/ROW)
BULK PRODUCT MATERJAL NO: 3000003088

CLIENT: EXELIXIS

BULK PRODUCT BATCH NO: CWNMP

MATERIAL NUMBERS:
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 11/ JUN/2025
S
el _ EFFECTIVE DATE: 22/MAR/2018
TEST SPECIFICATION RESULTS
DISSOLUTION (HPLC-UV) | M I |
|CTMLP-2647 'Meets USP <711> Apparatus 2 ,
/Q=280% in 15 minutes 15 30 45 60 90
; Stage 1
0 9% 9% 100% 9%  100%
2) 98% 9% 9% 9%  99%
3) 9% . 99%  100%  99%  100%
4) 9% 9% 9% 9%  100%
5 9%  98%  98%  98%  98%
6) 99% 9%  100% 100%  100%
Min:  97% 98% 98% 98% ©  98%
Mex 9%  99%  100% | 100%  100%
Mesn:  98%  99% 9% | 9%  100%
%RSD: 0.7%  0.6% 0.6% 06% , 08% .
7 NA NA NA WA | NA -
§ NA NA | NA | NA NA
9 NA | NA NA | NA @ NA
1) NNA  NA NA  NA NA
1) NA  NA NA _NA. NA
12) NNA NA NA NA NA -
Mz NA @ NA NA NA @ NA
M NA 0 NA NA NA  NA
Meax NA NA NA @ NA @ NA
- WRSD: N/A  NA  NA  NA  NA

Page 363,

©,
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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
(505) 821-4001

T CERTIFICATE OF ANALYSIS

BULK PRODUCT

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

BULK PRODUCT MATERIAL NO: 3000003088
BULK PRODUCT BATCH NO: CWNMP

MATERIAL NUMBERS:
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 11/JUN/2025
ARF BP Rev 2
Bold s e EFFECTIVE DATE: 22/MAR/2018
TEST SPECIFICATION E iﬁﬁ_ﬁ%’““m"":
(C t n § ¢
CTMLP-2647 Mecets USP <711> Apparatus 2
Q=80% in 15 minutes 15 30 45 60 90
Stage3
13) NA NA = NA N/A N/A
14) NA N/A NA | NA N/A
15) N/A N/A N/A N/A N/A
16) NA-. NA NA  NA N/A
17) NA N/A NA - NA WA
18), N/A NA NA NA NA
19) NA N/A N/A N/A N/A
20) N/A N/A N/A N/A N/A
21y N/A NA = NA N/A  NA
22) NA NA N/A N/A N/A
23) N/A N/A N/A N/A N/A
24), N/A N/A N/A N/A N/A
M NA NA NA NA NA
M N/A NA . NA NA  NA
Man NA NA @ NA ; NA NA
%RSD: N/A  NA  NA | NA - NA
Pagedofs

“TMepenar-uepes [uanok 25.04.2026 07:39 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_

L5N 7K9 Canada
(505) 821-4001

BULK PRODUCT

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

CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003088

MATERIAL NUMBERS:

BULK PRODUCT BATCH NO: CWNMP

3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 11/JUN/2025
ARF BP Rev 2
Cokk Rar EFFECTIVE DATE: 22/MAR/2018
e e
TEST SPECIFICATION RESULTS
'MOISTURE BY KF §
|CTMLP-2649 NMT 3.5%
2) 2.2%
Avg: 2.2%
CTMLP-2712 (XL 184-1~1: NMT 24 ppm
i ) <3 ppm
2) <3 ppm
Avg: <3 ppm
XL 184-1-4: NMT 15 ppm
1) <3 ppm
2) <3 ppm
; Avg: <3 ppm
MICROBIAL LIMITS |
'Harmonized USP <61> and <62> and EP 2.6.12 and 2.6.13
(MM-1381) ?
\Total aerobic count NMT 1000 CFU/g <100 cfi/g
Total combined yeasts and molds /NMT 100 CFU/g <50 cfu/g
‘Absence of P-aeruginosa """ Absence Abserice
(Absence of E. coli Absence Absence
;Absence of . aureus Absence Absence
{Absence of Saimonellaspp. Absence 1 Absence
' ; Comments;
f - pATHEON
'”gé%ﬁ&%’“,f QUALITY ASSURANCE
REVIEWED AND APPROVED BY: L g
QCMNanagcDengnete 1 1 AUG 2025
AGCEPTED

= pagesof s

MepepaH yepe3 Ananok 25.04.2026 07:39 GMT+03:00;
f8ea1096-7fa5-4f3d-8fab-0de97fea7840
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®dopma
Cepruduxar Ha cepuro Kabomernke 60 mr CXDFK (RU)
Howmep nokymenTa Bepcus Cratyc JlaTta yTBepxkKIeHUS
FORM-000067757 — EXE000818245 1,0, Texymas YTBepKIEHO 23 nexabps 2025

CeprudHKaT Ha cepHIO

ITATEOH ®panmms

40, 6yneBap [lammnape — CS 11006

38307 bypryun-Xaminé Llenexc

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

®daxkc: +33 (0) 4 74 93 87 81 Patheon.com
NHPOPMALIUS O ITPOAYKTE
HanmeHnoBanue npo/ykTa (BKIIOUas KABOMETHKC 60 mr 30 mr.

3¢ $eKTUBHOCTH/aKTUBHOCTD, JO3UPOBKY H
pa3Mep yMaKkoBKH, €CJIH IPUMEHUMO):

Hmnoptupyemas u3, eciii IpUMEHUMO: Kananma

Cepwusi/Homep cepun: CXDFK

Kon: 304019396

JlaTa npousBoCcTBa: 11 wrons 2025

CpOoK TOJTHOCTH: Maii 2029

OT4eT(bI) 00 OTKIOHEHUSIX: Ha X Her(l (DR Ne415807)

IIpuioKeHHbIN cepTU(UKAT aHATH3A: Ha X Her [ (Tlpenocrasnen [1areon TopoHTo)
KonnuecTtro: 1 600 egumuIg

Ne nuuenzum: 2025_070_1_2

CepuannzoBaHHBIA MIPOLYKT: Ja X Her[]

JononxuTensHas HHGOpMaLHs, eclid Vnakoska: o 30 TabieTok BMecTe ¢ crnkaresem (3
PUMEHHMO: KOHTe}Hepa ¢ cuIuKaresnem 1o 1 r Kaxaslit) 1 noiam GHUpHbIM

BOJIOKHOM BO (DJTAKOH M3 TIOJTMITHIIEHA BBICOKOH TIIOTHOCTH. 1
(h1akoH ¢ MHCTPYKIMEH MO IPUMEHEHUIO B TTAYKY KapTOHHYIO.
Cpok rogHocTH — 4 roa, XpaHUTh IPH TEMIIEPAType He BhIIIe
25°C

bank: CWNMG - CWNMP

ITepBuunHas ynakoka: CWNMX

IIpennasHaden g poceuiickoro peiaka (RU)

MOATBEPKAEHUE/3ASIBJIEHUE O CEPTU®UKALINU

HacrosmmMm roareepikaaeTcsi, 4To NMpHBeIeHHas BbIlle MH(GOPMaLUs SIBISIETCS] JOCTOBEPHON M TOUHOM.
JlanHast cepust npoaykTa Oblia Mpou3BeJieHa, BKIIIOYas YIIaKOBKY M KOHTPOJIb KadecTra, [lareon
TopoHTO B 1MOJTHOM cOOTBeTCTBUM ¢ TpeOoBaHUAMU GMP MecTHOro peryisTopHOro opraHa, co
cneunduKapei, npegocTapieHHOH KIMEHTOM U ¢ coriiacoBaHUEM IpoLecca U COTJIallleHHEM O
KayecTBe. 3aITUCH O MTPOU3BOJICTBE CEPUH, YITAKOBKE M aHAIM3aX OBUTH MTPOCMOTPEHBI U HaXOAATCS B
cootercTBMH ¢ GMP. UMnopt 1 XpaHeHHe MPOAYKTa B COOTBETCTBHU C TPEOOBAHHUSMHU.

Hmnoprt, npoBepka JOKyMEHTALMK U KOHTPOJIb [IPU MoJIyueHHH OblTn BbInoyiHeHbI Ha [lateon bypryun
M COOTBETCTBYIOT TpeOOBaHUSM.

Cepus BeInymeHna

Tepmo ®uwep CaiteHTupuk

KoHpuneHmansHo Mepenai uepes [uanok 25.04:2026 07:39 GMTLOEM; 1
f8ea1096-7fd5-4f3d-8fab-0de97fea7840
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DJIEKTPOHHbIE NOANHCH

Homep gokymeHTa

Bepcus Cratyc ara yTBepxeHus

FORM-000067757 — EXE000818245 1,0, Texymas | YTBep»kAeHO 23 nexabps 2025

3JleKTp0HHble NOANMHCH

ITonp30BaTeb Jlara 3HauveHue TTOIMUCH
Mypano, Mapnen 23 nexabps 2025 YTBepxkaeHo YOJIHOMOYEHHBIM JTUIIOM
(TIoAITHCH) 15:53:53 (GMT)

Tepmo ®@umep CaiteHTH(UK

KoH$puneHnuuansHo . Crp.2u3 2
MepepaH vepes Juanok 25,04.202Q@7;39 GMT+03:00;
f8§a]096-7f35<4f3d~'8.fab*0de97fea7840
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Howmep: CERT-00707 Homep: HIT Bepeus: 1.0 Craryc: YreepskaeHo [lara yrepskaenus: 25 HosOps 2025
Ka6ometnkc , I'TT 60 mr RU — COR - CXDFK

EXELIXIS

CepTHdHKAT HA BBINYCK

Ka6omernke I'Tl 60 mr RU-COR-CXDFK

Howmep nokymenra: CERT-0707

Bepcus:

lIaTa BCTYIUJICHUSA B CHUITY:

1.0 25 Hos0Opst 2025

Haumenoanue npoaykTa (Kak yka3aHo B JOChE Ha CEPHUIO):
Ka6omernkc (KaGo3zanTunub), tabnerku, 30 wr (RU)

KomuectBo/KoHuenTpanms:
60 mr / HIT

Cepusi/KonmuecTBo cepuit:
1 600 nayexk KapTOHHBIX

Ilareon ToponTo

Cepwust npoyxra/Jlot Ne: Jlata npou3BoacTBa:
CXDFK 11 urons 2025
VCII0BHS XpaHEHUs MPO/TyKTa: [] N/A | Perect/[lara okonyanus cpoka roJiHOCTH: O N/A
ITpn Temnepatype He Bbime 25 °C 31 mas 2029
KontpakTibiit nponssowres: Cremmdurarms Dkcemkenc No/Bepewsi: LI N/A

Cnennduxanna-0057 B.23.0

Koz(sr) koHTpakTHOTO TipotykTa/3akas-Haps Ne:

4000004896 / 1144339

No ocHOBHO#M 3arucH
KoHTpakTopa/Bepcus:

BOM: 8 Undopmarms Ha stukerke: 4, UHCTpyKIMn
ynakoBku: 5, OT6op mpo6 roToBoro npoaykra: 3.

Tun npoykTa (OTMETHTE IPUMEHUMOE):
O A®H/Cyberanmms U JlekapcTBEHHBIH MPOIYKT
I IlepuyHas ynakoBka X Bropuunas yriakoBka

Howmep cepuu nostynpo/ykra: X N/A Ne cepu npanyRTs: CWNMP LT
Ne cepun ADC: 2300131 ON/A Jlpyroit Ne cepum/nota: 0 N/A
O6mas cmecs: CWNMG
Ne cepuy nepBUYHOM YITAKOBKH: ON/A PerHOK: O N/A
CWNMX P®
OTKJIOHEHUsS
N/A
N/A
N/A
N/A
N/A
®opma: TMP-0109 Bep.2.0 KOH®UAEHITUAJIbHO Mepenat ;é;ea.amagox 25.04.2026 0799 BAHERA !

Konus s1oro nokymenta pacrnevarana Pemkuna I'pymmon 25 nosGps 2025

18ea1096-7fa5-4f3d-8fab-0de97fea7840
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Howmep: CERT-00707 Homep: HIT Bepcus: 1.0 Craryc: YrepkzaeHo [lata yrepskaenus: 25 Hosiops 2025
Kab6omeTukc , I'TT 60 mr RU — COR - CXDFK

EXE Ll)'(l S" CepTHHKAT Ha BBINYCK

Kaoomernke I'T 60 mr RU-COR- CXDFK

Bepcus: JlaTa BCTymnieHHs B CHITY:

Howmep noxymenra: CERT-0707 1.0 25 HosOGps 2025

Hacrosimum rnoATBep)KaaeTcs, YTO BbILICYKa3aHHbBIH MPOIYKT ObUT H3rOTOBJIEH Ha cooTBeTCTBYOIEeH cGMP
NPOU3BOJCTBEHHOM TUIOMIAJIKE M TIPOBEPEH B COOTBETCTBUM C TPUMEHHMMBIMH (apMaKoNneHHbIMU
TpeboBaHUsAMH, W cooTBeTcTByeT CrenuduKalMu Ha BBIMYCK, M3JI0KeHHOW Dkcenukcuc. Kommanus
DKCENMKCUC KBATH(HULMPOBAJIAa BHIIIEYKA3aHHOTO TPOM3BOAMTENS Uil yKa3aHHOro Tvma mpoaykra. Ha
OCHOBaHMH 0030pa JOChe Ha CEPUI0 U COOTBETCTBYIOLIEH JOKYMEHTALMHU 110 NIPOU3BOJCTBY M MCIIBITAHHAM,
cepHsi COOTBETCTBYET ClielIM(UKALIMM U BBIITYIIIEHA.

HUcnob30BaHKE 110 HA3HAYCHHUIO:

Kommepueckoe [ Ne kiuHmdeckoro uccienopanus [ bpak L] Ipyroe

KommenTtapun: HIT

1. Koasl ynakoku: atukerka 2000017310, uncrpykiuus 2000018247, xapronnas nauka 2000017280.

DTOT IOKYMEHT 0BT COTJIaCOBAH B 3JIEKTPOHHOM CHCTEME.

®opma: TMP-0109 Bep.2.0 KOHOUJIEHITUAJIBHO \ > OR) CTpa.Huua 2u33
Komnus 3toro qokymenTa pacnedarana Pemknna I'pymmon 25 nosGpa 2025 \o\ 3} ) e /
Mepenan uepex flnagok 25.04.2026 07:39 GMT+03:00;
8eaT096-7fab-4f3d-8fab-0de97fea7840
~— CrpaHuua 20 13 32




Howmep: CERT-00707 Homep: HIT Bepcus: 1.0 Craryc: Vrepakaeno [lara yreepskaenus: 25 HoaGps 2025
Ka6ometuke , I'TI 60 vr RU — COR - CXDFK

EXELIIS

CepTHdHKAT HA BBINYCK

Kab6omernkce I'Tl 60 mr RU-COR- CXDFK

Bepcus: Jara BcTymieHus B cuIly:
Howmep nokymenra: CERT-0707
AR 1.0 25 HosGps 2025
Hcropus n3meHeHwmit:
Bepcusi | CorpynHuk Jlata yTBepKIEHUS H3menenns
1.0 Jhx.Abexyena CcbUika Ha BJIaJiesiblia JOKYMEHTa Hogblif TOKyMeHT

®opma: TMP-0109 Bep.2.0
Komnust atoro noxymenra pacrnevarana Pemkuna ['pymmon 25 HosGpst 2025

KOHO®OUJEHITUAJIBHO

Crpanuna 3 u3 3

MepepaH yepes [lnafok 25.04.2026 07:39 GMT+03:00;
f8ea1096-7fa5-4f3d-8fab-0de97fea7840
CTpaHuua 21 u3 32




HAIIEYATAHO 10 nosépa 2025, 12:22

atheon PernonansHoe nogpasaeinenne ToponTo
t . 3arosioBok: CepTHdHKAT HA IPOH3BOACTBO
A HEALTHIER WORLD, DELIVERED. dopma: F-053

COIT: OPS 1027
Jara BctyruieHus B cuiy: 28 depans 2024

Bepcus: 28

CepTHrdHKaT MPOU3BOACTBA
YcraHoB/eHHbIH Homep Jaunensun: 100074-A

IpousBeneHo, YnakoBaHo W/njin NnpoMapKHpoOBaHO Ha:

A HAJIH3HPOBAHO Ha:

[Tareon UHK. O O ]
PernonamsHoe Iareon Unk. Iareon Unk. IMareon UK. ITateon HUnk.
T10/Ipas/ie/IcHAE ompaszenenue Iareon | Pernonamsroe IMonpasnenenue JlaGoparopus [Tareon
ToponTo Vunbu Nopa3ncIcHneE [Tareon Yunou 977 Cenuntopu JIpaiis
2100 Cunrexe Kopr Muccucora, 111 Koncbromepe Toponto 111 Koncslomepce bepymnrron, Onrapuo
OHTapHo HpaiiB Yunbu, 2100 Cunrexc Kopr Jpaits Ymion, L7L 518
L5T 7K9 Kanana Veranosnennpii | OHTapuo LIN 575 Muccucora, Onrapuo | Ourapmo LIN 575 Kanana
Homep Jmuensun: 100074-A YcraHosieHHBIA HOMep | L5T 7K9 Kanazna Kanana

manensun: 100074-F

HaumeHnoBanne Kabomeruke (KabozanTnuud), TabneTku, Ne cepun INaTeon:
npoayKTa: 60 mr — 30 mr (RU) Ne cepun KnnenTa:

CepunannsoBaHHbIi Ja Xl Her O N2 perucTpaunoHHOro y10CTOBepeHNs
NPOAYKT: (NDC, DIN v 1.1.):

Koauuectso: 1600 yrmakoBok / 32 TpaHCIIOPTHBIX Cpennuii Bec Ta01eTKH WIH KancyJbl:
Kopo6oB / 1 mo1on

CXDFK

He npumennmo

005558

He npumennmo

4000004896 Crenmdmkanmst marepuanon: 9
Hndopmanus Ha sTHKETKE: 6
YrnakoBo4Hast HHCTPYKIHMs: 7
OT160p 1po6BI TOTOBOTO MPOIAYKTA: 3

Ne ynakoBouHoro Ne cepun —
mMaTepHala: 4000003555 YIIAKOBKH: CWNMX Ne mactepa:

Crenudukanus marepualos: 4
Wndopmanms Ha aTHKETKE: 5
VakoBo4Hast HHCTPYKLHS: 3

OTGop 1MpoOkI rOTOBOTO NMPOAYKTA: 2

3000003088 Ne CWNMP IIpeccosanme: 7
Ne NPOH3BOACTBEHHOI Ne
NPoON3BeJeHHOT0 cepuu: Mscreph
maTepuaJja: 3000003074 CWNMG JlucnienrupoBanue: 5
["panynsiims:9

ITokperTHe mIeHOUHOM 060I0UKOI: 8

Jara _— 3anoJjiHeHNe 10 | Cpoxk 052
NPOMU3BOACTBA: L somyEs AAThI: Fmmons 226 FOIHOCTH: 52029

HApyras He
nHpopmanus: NIV

KOHOUAEHIIMAJIBHO

Crp. 1u32

MepepaH yepes Ananox-25:04:2026:07:39 GMT+03:00;
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HAITEYATAHO 10 nosbps 2025, 12:22

CEPTU®UKAT ITPON3BO/ICTBA ®opma: F-053  Bepcus: 28

Ne Marepuana: 4000004896 Ne cepun: CXDFK

51 HacTOSAIIMM rapaHTHPYIO, UTO TpeCTaBIeHHas BbIIIe HHGOPMALHs Ay TEHTHYHA U TOUHa. JlaHHas cepus IpOM3BeIeHa,
BKJIFOYasl YIaKOBKY M KOHTPOJs KauyecTBa Ha YKa3aHHBIX BbINIE MPOM3BOJICTBEHHBIX IUIOMIAAKaX B COOTBETCTBHH C
JIoKalbHBIMH TpeboBanussMu GMP.

3anMcH O TPOM3BOACTBE, YNAKOBKE W aHAIM3E CEpHil ObLIM MPOCMOTPEHBI M HAMIEHBI COOTBETCTBYIOIIMMH
tpebosannsamM GMP. Eciu npuMeHnMo, pa3bsiCHEHHE IS IPUHATHIX OTKJIOHEHUSX TPUKPEILIEHO.

Tpebyerca pacciaenoanme: [la XI Her[] Ne 415807

3amodenue: Cepus BhINyIEeHa
CooTBeTCTBYET BCeM CrieliM(PUKALMAM 10 UHCTPYKLIUSM ISl TECTUPOBAHHS.

®emnne Knna, CienuajmceT ciry:k0b1 KadecTBa

- CJIYXKBA OBECITEYEHUA
OJIITMCH YIOJIHOMOYEHHOTO JIMIA
WMs ¥ JOKHOCTE YIIOJTHOMOYEHHOTO JTHIIA KAYECTBA ITATEOH
(Homcs) 10 HOsGps 2025
10 HOSI6p$I 2025 Jara BBIITyCKa cepTU(rKarTa (Toxmuce)
BBIITYIIEHO

MepepaH yepes [lnafok 25.04.2026 07:39 GMT+03:00;
KOH®UJIEHIIUAJILHO f8ea1096-7fa5-4f3d-8fab-0de97€eAPa4d U

CTpaHuua 23 u3 32



ITATEOH UHK.
ITpousBoacTBO, YnakoBka, MapkupoBka 1 Beinyckaroiuil KOHTpOJIb
Pernonansnoe noapasnenenne Toponto (100074-A)

2100 Cunrexc Kopt, Muccuccora, OHTapHo,
L5N 7K9, Kanana

MPOJYKT: KABO3AHTHHHUE 60 MT', TABJIETKH, TIOKPBITBIE TJIEHOYHOI OBOJIOYKOM 30
TABJIETOK (EU/ROW)

KJIMEHT: SKCEJIMKCHUC Ne MATEPHUAJIA TOTOBOI'O ITPOAYKTA: 4000004896

Ne CEPUU I'OTOBOTI'O ITPOAYKTA: CXDFK
JATA ITPOU3BOJICTBA: 11 uions 2025
CPOK I'OJHOCTM: 31 mas 2029

ARF FP Bep. 1
Ceptudukat ananusa Bep. 2 Jara BcTymenus B cwiny: 18 nexabps 2024
Hcneitanme Cnennpukanus Pesynbrar
OIIMCAHME
BusyanbHo XKentele TabNEeTKN TPEYTrOIbHOMN Xentele TabNeTKN TPEYroNbHON
(OpMBI, TOKPBITHIE TUIEHOUHOM (OpMBI, TOKPBITHIE TIIEHOYHOU
0601049KOi, ¢ rpaBupoBKO#t «XL» Ha | 00601049KO#, C rpaBUpOBKOM « XL»
OJIHO¥ cTOopoHe, U «60» Ha ApyTroit Ha OJTHOW cTopoHe, U «60» Ha
CTOpPOHE TabNEeTKM. JpyTO# CTOPOHE TabIEeTKH.
IT)PHI‘KHAJILHBIﬁ CEPTHUO®UKAT AHAJIM3A BBITTYCKA HA BAJIK ITPOYKTA ______]
ITepecMOTpeTh M MPUIOKATH COOTBETCTBYIOIINI HOMEp CEpUH CcrReEr AR R DA
BBIMYIIIEHHOTO cepTH(UKaTa
aHaM3a Ha GalK JOIDKEH OBITH BHIYEISHEPIO CETpIiaTa
aHayn3a Ha 6alik TPUIOKEH
TIPUIIOKEH
KommenTapum: He npumennmMo
ITpocMOTpeHO U YTBEPKAECHO: TTOANKCH
( MeHemkep KOHTPOJIS Ka4yecTBa ) CJIVKBA
OBECITEYEHH A
ata: 05 Hos10ps 2025
Jlara: 03 Ho KAUECTBA MATEOH
05 Hos16ps 2025
(Ioanwmce)
BBITTYIIIEHO

Crp. 1 m3 1

D% MOL
MepepaH Yepes Aunafnok-25:04:2026 07:39 GMT+03:00;
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ITATEOH UHK.
IIpomusBoacTBo, YnakoBka, MapkupoBka 1 Beimyckaroiiuii KOHTPOJTb
Pernonanbnoe noapasgenenne Toponto (100074-A)
2100 Cunrekc Kopt, Muccuccora, Onrapuo,
L5N 7K9, Kanaga
905) 821-4001

MPOAYKT: KABO3AHTUHUB 60 MT', TABJIETKH, MOKPBITBIE MJIEHOYHOM OBOJIOYKOM 30
TABJIETOK (EU/ROW)

KJIMEHT: 9KCEJIUKCHUC Ne MATEPUAJIA TOTOBOI'O ITPOAYKTA: 4000004896

Ne CEPUM NTOJYITPOAYKTA: CWNMX
JATA IMTPOU3BBOJACTBA: 11 nions 2025
CPOK I'OTHOCTHM: 31 mas 2029

ARF FP Bep. 3
Ceprudukar ananmsa Bep. 3 Jlata BcTyruieHus B cuity: 17 nexabps 2024
HUcrsitanve Crnenuduxanus Pesynerar
OIIMCAHME
Busyansno JXKenTeie TabNeTKN TPeyTOIBHOM JXenTteie TabNeTKN TPEYTONBHON
($OpMBI, TIOKPBITBIE TIIEHOTHOH (OpMBI, TOKPHITBIE TFIEHOYHOM
0001104K0#, ¢ TpaBHpoBKOit « XL» Ha | 000J109KOi, ¢ TpaBHpOBKO# « XL»
OJIHO# CTOpOHE, 1 «60» Ha ApyTroit Ha OJJHOI cTopoHe, U «60» Ha
CTOpOHE TabJeTKH. JpyToit CTOPOHE TabIEeTKH.

ITpocMoTpeHO M yTBEepIKIeHO: MOAMKChH
( Menemxep KOHTpOJIS Ka4ecTBa ) CJIYXXBA

OBECITEHEHUA
KAYECTBA ITATEOH

Jara: 31 mrong 2025

11 aBrycra 2025
(IToamuce)

BBITTYIIEHO

N\ O\ \ A
MepepaH Yepes ,El}asp,& 25.04.2026 07:39 GMT+03:00;
f8ea1096-7fa5-4f3d-8fab-0de97fea7840TH|
CTpaHuua 25 u3 32



ITATEOH UHK.
ITpousBoacTBo, Ynakoska, Mapkuposka v Beimmyckarommii KOHTpoJIb
Pernonansnoe noapaszaenenne Toponto (100074-A)

2100 Cunrekc Kopt, Muccuccora, Onrapmo,

L5N 7K9, Kanana

905) 821-40

MPOAYKT: KABO?.AHTHH MT, TABJIETKH, TOKPBITBIE IINIEHOYHOU OBOJIOYKOH

(EU/ROW)
KJIMEHT: 9KCEJIMKC Ne MATEPHUAUJIA BAJIKA IMTPOJAYKTA: 3000003088
HOMEPA MATEPHAJIOB: Ne CEPUM BAJIKA ITPOAYKTA: CWNMP
3000003086, 3000003087, 3000003088 JAATA ITPOU3BOJCTBA: 11 uionsi 2025
ARF FP Bep. 2
Ceprudukat aHanmmsa Bep. 2 Jara BcTymieHus B cuiy: 22 mapta 2018
HcnbiTanue Crnemmdpnkanms Pesynbrar
OINMMCAHUE
BusyansHo XKenTbie TabNeTKH TPEYTrOJIbHOM XKenTteie TabneTkn TpeyronbHOM
(OpMBI, IOKPBITHIE TUIEHOUHOM ($OpMBI, TOKPBITHIE TUIEHOYHOM
0001104KOI, ¢ rpaBupoBKOit « XLy Ha | o6onoukoii, c rpaBupoBkoit « XLy Ha
OJIHO# cTopoHe, 1 «60» Ha Apyroi OJIHOM CTOpOHE, M «60» Ha OpyToii
CTOpOHE TabJIeTKN. CTOpOHE TabIeTKH.
NOJJIMHHOCTb ;
(BDXX-Y® n YO-criektp) CoOTBETCTBYET 3TAJIOHHOMY
CTMLP-2646 cTaHmapty. Coomyercmmyar
AKTHUBHOCTbD (% MACC.)
CTMLP-2646 95,0 % - 105,0 % oT BETMIMHBI Ha
MapKHpPOBKe
1) 97,2%
2) 97,1%
Cpenn.: 97,2%

TMPUMECH (BIXKX)
CTMLP-2646 A) UHnuBumyansHele

HEOTIpeIeICHHBIE TIPOIYKTHI
pacnaga: He 6onee 0,2 %

b) Bceero: He 6ornee 1,0 %

RRT ~1.22 <0.05%

<0.05%

Crp. 1 u3 5

MepepaH yepes [lnafok 25.04.2026 07:39 GMT+03:00;
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ITATEOH UHK.
ITpownsBoncTeo, YnakoBka, MapkupoBka u Beimyckaromimii KOHTpOIb
Pernonanbnoe nogpasaenenue ToponTto (100074-A)
2100 Cunrexc Kopt, Muccuccora, Onrapwo,
L5N 7K9, Kanapna
905) 821-4001

MNPOAYKT: , HOKPBITBIE IINIEHOYHOUW OBOJIOYKOMU (EU/ROW)
KJIMEHT: 9KCEJIUKC Ne MATEPUAUJIA BAJIKA IMTPOAYKTA: 3000003088
HOMEPA MATEPHAJIOB: Ne CEPUU BAJIKA TPOAYKTA: CWNMP
3000003086, 3000003087, 3000003088 JATA IMTPONU3BOJACTBA: 11 urons 2025
ARF FP Bep. 2
Cepruduxar ananmsa Bep. 2 Hara BcTymuienust B cuiy: 22 mapta 2018
HcrbiTanme Crienmukarys PesynbTar
Onnopoanocts go3upopanus (BIKX-YOD) ‘ . ‘ » |
CTMLP-2648 CoOTBETCTBYET TEKYIIEMY U3laHUIO DapM.
CLIA <905>
D 97,7%
2) 98,6%
3) 97,7%
4 98,9%
3) 98,7%
6) 99,4%
7) 98,1%
8) 98,1%
9) 98,3%
10) 98,3%
Cpenn.10: 98,4%
KpuTepuii mpuemMIeMocTu: 1,4
Cragus 2
1) He npumennmo
2) He npuMenumo
3) He nmpumennmo
4)

He npumennMo

3) He npuMeHnmo
% He nmpumennmo
8) He npumeHnmMo
9) He npnMennmo
10) He nmpruMeHnnmo
11) He npuMeHnMo
12) He npumeHnMo
13) He npumennmo
14) He nmpumennmo
15) He npuMeHNMO
16) He npumeHnMO
17) He npumennmMo
18) He npumennmMo
5(9)) He npumennmo
CpeuH.30? HepuyeHAMO

” Bt HUMO
Kputepwuii npuemieMocTu: -~ Henpiveliny
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ITATEOH HUHK.
ITpousBozacTBO, YNakoBka, MapkupoBka v BeilycKaroiiuii KOHTpOJIb
Pernonanbnoe noapasaeienne Toponro (100074-A)

2100 Cunrexc Kopt, Muccuccora, OHrapuo,
L5N 7K9, Kanana
905) 821-4001

MPOJAYKT: KABO3AHTUHMUE 60 MI', TABJIETKH, ITIOKPBITBIE IIJIEHOYHOU OBOJIOYKOU
(EU/ROW)
KJIMEHT: DKCEJIMKC Ne MATEPUAJIA BAJIKA ITPOAYKTA: 3000003088
HOMEPA MATEPHUAJIOB: Ne CEPUM BAJIKA TTPOAYKTA: CWNMP
3000003086, 3000003087, 3000003088 JATA ITPOU3BOJACTBA: 11 uions 2025
ARF FP Bep. 2
Ceprudukar anammza Bep. 2 Hara BcTymenus B cwiny: 22 mapTa 2018
HcnbiTanne Crneuudukanus Pesynbrar
 Pacteopumocts (BIKX-YD) .
CTMLP-2647 CootsetcTByeT ®apm.CIIIA
<711> Anmapar 2
Q =80 % wuepe3 15 MunyT 15 30 45 60 90
Cragus 1
| 99% 99% 100% 99% | 100%
2) | 98% 99% 99% 99% 99%
3)| 99% 99% 100% 99% | 100%
41 99% 99% 99% 99% | 100%
S| 97% 98% 98% 98% 98%
6) | 99% 99% 100% | 100% | 100%
Mun.: | 97% 98% 98% 98% 98%
Makc.: | 99% 99% 100% | 100% | 100%
Cpenmn.: | 98% 99% 99% 99% | 100%
% RSD: 0,7 0,6 0,6 0,6 0,8
Craaus 2
7 HIT HIIT HIT HIT HIT
8) HIT HII HIT HIT HIT
9) HIIT HIT HIT HIT HIT
10) HIIT HII HIT HI1 HIT
11) HIT HIT HIT HIT HIT
12) HII HIT HIT HIT HIT
MuH.: HIT HIT HIT HIT HIT
Makc.: HIT HIT HIT HIT HIT
CpenH.: HIT HIT HIT HIT HIT
% RSD: HIT HIIT HIT HIT HIT
Crp.3mu3 5

:'u,ﬁ NUERTEY o) 4
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ITATEOH UHK.
IIpousBonctBo, YnakoBka, MapkupoBka u Beinyckaromuii KOHTpOJb
Pernonanbnoe noapasaenenne ToponTto (100074-A)
2100 Cunrekc Kopt, Muccuccora, Onrapuo,
L5N 7K9, Kanaga
905) 821-4001

MPOAYKT: KABO3AHTUHUE 60 MTI', TABJIETKH, ITIOKPBITHIE IIJIEHOYHOU OBOJIOYKOU
(EU/ROW)
KJIMEHT: OKCEJIUKC Ne MATEPHAJIA BAJIKA TTIPOAYKTA: 3000003088
HOMEPA MATEPUAJIOB: Ne CEPUU BAJIKA ITPOAYKTA: CWNMP
3000003086, 3000003087, 3000003088 JATA IMPOU3BOJACTBA: 11 urons 2025
ARF FP Bep. 2
Ceprudukar ananmmza Bep. 2 Jara BcTyruieHus B cuity: 22 mapra 2018
HcmbiTanue Criemdukanms PesynbTar
| (Mponomkenne) ~
CTMLP-2647 CootsetcTByeT @apm.CILA
<711> Anmapart 2
Q = 80 % vepe3 15 MUHYT 15 30 45 60 90
Cragus 3
13) | HII HIT HIT | HIT | HII
14) | HO HIT HIT | HIT | HII
15) | HII HIT HII | HIT | HII
16) | HII HIT HIT | HIT | HII
17y HI HIT HIT | HIT | HII
18) | HII HIT HIT | HIT | HII
19) | HI HIT HIT | HIT | HII
20) | HI HIT HIT | HIT | HII
21) | HI HIT HIT | HIT | HII
22) | HO HIT HIT | HIT | HII
23) | HII HIT HIT | HIT | HII
v HZ:) HI | Hpm | HIO | HID | HID
© | HH HIT HIT | HIT | HII
CMakc.': HIT HIT HIT HIT HIT
o rsn. | HIT HIT | HIT | HIT | HII
| BJAXXHOCTD (T10 K. ®ULIEPY) .
CTMLP-2649 He 6onee 3,5 %
1) 2,2 %
2) 22 %
| CpenH.: 22 %
TEHOTOKCHYECKHWE ITPUMECH
CTMLP-2712 XL 184-1-1: He 6omee 24 ppm
1) 3 ppm
2) 3 ppm
CpenH.: 3 ppm
XL 184-1-4: He 6omnee 15 ppm
1) <3 ppm
2) <3 ppm
Cpenn.: <3 ppm
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ITATEOH UHK.
ITpousBoacTBO, YnakoBka, MapkupoBka ¥ BellycKaroui KOHTPOIIb
Pernonansnoe noapasjaeienne Toporro (100074-A)
2100 Cunrexc Kopt, Muccuccora, Onrapuo,
L5N 7K9, Kanaga
905) 821-4001

ITPOJYKT: KABO3AHTHHHE 60 MT', TABJIETKH, TOKPBITBIE ILIEHOYHON OBOJIOYKO#M
(EU/ROW)

e
]

KJIMEHT: DKCEJIMKC Ne MATEPUAJIA BAJIKA ITPOAYKTA: 3000003088

HOMEPA MATEPUAJIOB: Ne CEPUM BAJIKA ITPOAYKTA: CWNMP

3000003086, 3000003087, 3000003088 JATA IMTPOU3BOJACTBA: 11 uions 2025

ARF FP Bep. 2

Ceprtudukat ananmsa Bep. 2 Jlara BcTymenus B cuiy: 22 mapta 2018
HcnbiTanne Creumdpnkanms PesynbTar

Mukpo6uosioruyecKast YucTora

Cornacyetcs ¢ ®apm.CILIA <61> n <62> n Epp.®apm. 2.6.12 1 2.6.13 (MM-1381)

OOfmee KOIMYECTBO a’pOOHBIX

MHUKPOOPTaHN3MOB He 6omee 1000 KOE/r <100 KOE/r
OOmee KOIMYECTBO IIIECHEBBIX U He 6omnee 100 KOE/r <50 KOE/r
JPOXOKEBBIX TPUOOB

OtcyTcTBHE P. aeruginosa OTCcyTCTBYET OTtcyTCTBYET
Otcytcteue E. Coli OTcyTCTBYET OTcyTCTBYET
OtcyTtcTBHE S. aureus OT1cyTCTBYET OTCyTCTBYET
OrcytctBue Salmonella spp. OTCYTCTBYET OTCYTCTBYET

[TpocMOTPEHO M YTBEPIKAEHO: MOIUCH
( MeHemxkep KOHTPOIS KauecTsa ) CJIY)XBA OBECITEYEHHUA
KAYECTBA ITATEOH
11 aBrycra 2025
(ITox )
Hara: 05 aBrycra 2025 -
BBIMYI[EHO

Crp.5u3 5
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PEAEFAABHAA (

ANARBATIO HAASOPY

B COEPE 3APABOOXFPAHEHMA

«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro
rnpenapaTa, No coctoAHUo Ha 31.03.2026 15:35»

60 mr 30 wr., dpakonsl (1), nauku
KapTOHHBIE/ ~

MepBUYHYIO yNakoBKy)); [Tateon Muk., Kanaga
(YnaxoBmUK/acoBIUK (BTOPUYHAS/ TPETUYHAS YIIAKOBKA))

IIpousBoguTeNb Opranu3anysi, Homep Howmep, nara IIucema 00
Ilata Buecenusi B AHC N
PocaIpaBHaTzoDna ToproBoe HaHMeHOBaHHe (BBINMYCKAXOIIHHA Crpana CBeJieHHsI 0 CTAIHSIX NPOH3BOACTBA HopmaTHBHasi HOKyMeHTaLHs BBINYCTHBIIAs B CepHH, pa3pelneHHs: Ha m3bsitaH JIC
P H30p KOHTPOJIb) rpax JTaHCKHH 000poT MapTHH HJIII (HOMED, HaTa)
KabomeTnkc®; TabneTk, [TaTeon Uuk., Kanaga (ITpoussoguresns (rorosoit JI®));
02.02.2026 MOKPBITHIE TUICHOUHOM 000JIOUKOM Tareon Opanms Dpamus IMateon HUnk., Kanaga (Y nakoBmuk/dacoBmuxk (B JIT-Ne(008475)-(PT-RU)-170125 000 "MIICEH" CXDEK
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[okyMeHT nognucaH v nepepaH yepes onepatopa 340 AO «[NP «CKB KoHTyp»

OpraHusauus, COTPYAHUK

JloBepeHHOCTb: per. Homep, Nepuof, AeNCTBUSA U CTaTyC CepTuduKaT: CepuiiHbIii HOMEP, NePUOA AeCTBUSA

Moanucu oTnpaBuTens: @ AKLIMOHEPHOE OBLLECTBO "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: AKLUMOHEPHOE OBLLIEECTBO JloBepeHHOCTb NpoLuna npoBepKy
"P-OAPM"

NpeHTudukaTop fokymeHTa f8eal096-7fa5-4f3d-8fab-0de97fea7840

Jata v Bpems noanucaHunsa

25.04.2026 07:39 GMT+03:00
Moanucb cooTBETCTBYET daiiny
JLOKYMeHTa
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