SAKJIFOYEHHME (IOATBEPXIEHUE)
0 COOTBETCTBHY CEPUH U/ NIAPTHN JSKAPCTBEHHOTO penapara tpeboBanusm,
YCTAHOBIICHHSIM IPY €10 TOCY JAPCTBEHHOM perucTpanym
Ne CAT-05-0925 o1 02.09.2025

(rpYIIMPOBOMHOS MUK XUMHYECKOE)

Toprosoe sanmenosanue Habomerare®
Mexaynaponnoe HegTeHTOBAHHOE HAUMEHOBAHUE Kabosantuuub

Jlexaperpennan dopma

TabAeTRY, NOKPLITHIE TUIRHOUHON
ofonouxol

Josuposxa

60 sy

CopMa BHITYCKa (HepBHYHAS YAKOBKA, KOJIHHECTBO
aekaperBeHHOR  DOpMBI B MEpBHUHON  yUAKOSBKE,
KOJIHYECTBO NEPBHHHOH YHAKOBKH B nOTpebuTenneKkol
YIAKOBRE, KOMINIEKTHOCTE)

TabAeTKH, HOKPHITHIC HACHOYHOR
obonoukol, 60 wr, 30 mir. - dnakonst -
riauxy Kaproussie (30 mr.)

Howmep cepnu (napruu): CVYTAT
Ofsem cepnu {maptun) 750
Aara npoussouacraa 03.03.2024
Jata oxonvanus CpoRa roaHoCTy 29.02.2028

HaumMeHoBaHUE ¥ AAPSC DPOUIBOAATENS (C YKA3BHUEM
crazuil npoKU3BOACTRA)

Hareon Mux., Kanans
{rponseoacTRo roTosoi JB,
nepeuunas/BTOpHYHas/noTpefuTenscKas
YIAKOBKA)

{lareon Opauins, Cpauius
{BRITYCKGOINAN KONTDOAL KAYSCTRA)

Homep 1 2218 PErrcTPALIHOHHOrO YAOCTOBEPSHUS

JUI-003558 or 30.05.2019
{nara nepeodopmacrus 18.04.2024y*

HoMmep HOpMATHBHON A0KYMEHTALHH

JII-005558-300519 or 30.05.2019,
Wamenenne Ne 1 o1 11.11.2019,
Visvesenne No2 or 17.08.2020
Hamensuns Ned or 10.06.2022
Wipvenenue Ned or 29.03.2024

HauMeHOoBaHNE B AAPeC ACPIKETENA PEIUCTPALMOHHOTD
YAOCTOBEPEHIN

Vincen Gapua, @panmmsn /
Insen Pharma, France
65 Quai Georges Gorse 92100 Boulogne-
Billancourt, France

Hanmenopanue M NPOMIBOAMTENs aKTHBHOM {BIX) ‘ Kabozanruaub
cyGeranumy (uit) Tupaman Xencxeap (Kanaza) Jira, Kasasa
Cepug 2200008

HacTosliinM % NOATBEHAAI0, 4TO JekapcTsentbil npenapar KaSomernxe® cepus CVTXT mpoussoncrsa
Tareon Hux., Kavaza (npoussoncrse rotosofl Ji, neppAsHAR  BTOpRYHA BOTpebUTENLOKAR YIAROBKE),
Tareon Opauuns, Opadmusn  (BROYCKAOWMHA  KOWIPOTs KaWECTSA) COOTBETCTBYeT TpebosaHuAM,
YCTAHOBACHHBIM HPY €70 TOCY AAPCTBEHHOH PErUCTpaLidi: JITT-005558-300519 o1 30.05.2019, Vismenenue Ne |
or 11.11.2019, Vamenenue No2 or 17.08.2020, Hsmenenue Ne3 o1 10.06.2022, Vavensape Ned o1 29.03.2024.

*Cozngeno 61-03 OB obpamenun sexapemeennere cpedems”,  cmamva 29, 8 paMrax npoyeoypel Mf}mgepmé@zf@
pezucmpana JH1 Kabosemuxe®, bowao endane PY JH1-003558 om 30052019 {Samg ﬂep@aq@mﬁﬁmﬁ 18.04.2024).
Pecucmpayionnoe Jocbe ROIOCmbG coomeememsyem PV JITI-G03558-300510 om 30.05.2019 tvama nepeodopmaents
H0.08.2022, dema oxonaaris Oefiomenn: 8o 30.04.2824). .

*{}Ba J‘“i.

/g
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Form

[EXE] Batch certificate CABOMETYX CVTXT

Document Number Version Status Approved Date
FORM-000087757 - EXEQ00712068 {2.0, CURRENT| Approved Wed May 28 13:27:06 UTC 2025
BATCH CERTIFICATE
PATHEON France

By Tharme Fishier Sajaniific

40 boulevard de Champaret — CS 11006
38307 Bourgoin-Jallieu Cedex

Phone: +33 {0} 4 74 93 87 00

PRODUCT INFORMATION

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

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

P563 CABOMETYX TABLETS 60 mg, 30CT

Imported from, if applicable: Canada
Lot/Batch Number{s}: CVTXT
Code 304019398
Date of Fabrication/Manufacture: (Dbmmmvryyyy) | 03/Marf2024
Expiry Date: (MpMaYyyy) Feb/2028

Deviation Repori(s):

NO (DR #N/A)

Certificate of Analysis Attached:

YES {provided by Patheon Toronto)

Quantity: 750 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 fiberin a
bottle of high density polyethylene. 1 bottle with patient
informaticn leaflet in a cardboard box. Shelf life (4 years)
and siorage conditions (Store at the temperature not above
25°C)

Bulk : CSYFG - CSYFH
Primary packaging : CSYFK

QUALITY STATEMENT

intended for RU market

I 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
requirements.

After importation, documentation review including review of any associated deviati
receipt have been done at Patheon Bourgoin and are compliant. '

control at

CONCLUSION

Batch release for shipment

Thermo Fisher Scientific
Proprietary and Confidential

MepepaH yepes [lnafok 19.04,2026 06:27 GMT+Q3:00;
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Electronic Signatures

Author: RINGRESSI, Axelle

Document Number

Version

Status

Approved Date

FORM-000067757 - EXE000712068

2.0, CURRENT

Approved

Wed May 28 13:27:06 UTC 2025

Electronic Signatures

RINGRESSI, Axelle

28-May-2025
13:27:00
(GMT)

Qualified Person Approval

Thermo Fisher Scientific
Proprietary and Confidential
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Cabometyx FG 60mg RU — COR - CVTXT

CERTIFICATE OF RELEASE

Title: Cabometyx FG 60mg RU — COR ~ CVTXT

Doc. Number: Vers.: Approved Date:
CERT-0431 1.0 02 May 2025
Product Name and/or Batch Record Title: | Strength/Concentration: Batch/Lot Quantity:
Cabometyx (Cabozantinib) Tablets 60mg, ON/A 60 MG 750 Cartons
30CT RU
Product Batch/Lot No.: CVTXT Date of Manufacture: 03MAR2024
Product Storage Conditions: LIN/A Retest/Expiry Date: LIN/A
Store at the temperature not above 25°C 29FEB2028
Contract Manufacturer/Location: Exelixis Specification No./Version: CIN/A
Patheon Toronto - SPEC-0057 v22.0
Product Code(s)/Work Order No: Contractor Master Batch Record(s) No./Rev:
4000004896 / 1137991 Bill of Materials: 8; Label Information: 5

Packaging Instructions: 6; Finished Product Sampling: 3

Product Type (check all that apply):

[J Master Cell Bank {1 Working Cell Bank [J GMP Intermediate 00 APi/Drug Substance
J Drug Product [ Primary Packaging X Secondary Packaging
Input Intermediate Batch/Lot No(s): X N/A | Drug Product Batch/Lot No(s).: CIN/A
CSYFH
API Batch/Lot No(s): 2200008 CON/A Other Batch/Lot No(s): CIN/A
Blend: CSYFG
Primary Packaged Batch/ CON/A Market: CIN/A
Lot No(s): CSYFK RUSSIA

XIN/A

N/A

XIN/A

XIN/A

N/A

XIN/A

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 Quality-Agreement and
Release Specifications set forth by Exelixis.

Template: TMP-0109 Ver. 2.0 CONFIDENTIAL

This copy of the document was retrieved from the system by Regina Gru
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Cabometyx FG 60mg RU — COR — CVTXT

CERTIFICATE OF RELEASE

Title: Cabometyx FG 60mg RU — COR - CVTXT

Doc. Number: Vers.: Approved Date:
CERT-0431 1.0 02 May 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 O Clinical 1 Clinical Study No.:
OApproved for Further Processing (AFP) [ Other: CIReject

Comments: [ N/A

Patheon Codes: Label 2000011551; Leaflet 2000017466; Carton 2000012398

This document has been approved electronically.

Template: TMP-0109 Ver. 2.0 CONFIDENTIAL
MepepnaH qepez‘ﬂﬁégb§ﬁ'fi7§:é'il.‘2’a:2“6—0’€>:2/7 GMT+03:00;

. . . 1e18713:6504-4381-b y 44931135

This copy of the document was retrieved from the system by Regina Grummon on 174 ‘Mgay 413 6 13 31
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Cabometyx FG 60mg RU — COR — CVTXT

CERTIFICATE OF RELEASE

nPPIUV\/U ralc. v 1VLCL_>’ LI L)

Title: Cabometyx FG 60mg RU - COR - CVTXT

Doc. Number:
CERT-0431

Vers.:
1.0

Approved Date:
02 May 2025

DOCUMENT CHANGE HISTORY

(LATEST VERSION ON TOP)

Refer to Doc Header New Document

Template: TMP-0109 Ver. 2.0

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

CONFIDENTIAL
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PRINTED ON: 97 April 2028, 5:46 PM

TORONTO REGION OPERATIONS

Title: CERTIFICATE OF MANUFACTURE
Form: F-053 Revision: 28
SOP Reference: OPS 1027
Effective Date: 28-FEB-2024

& HEALTHIER WORLD, DELIVERED,

Certificate of Manufacture
Establishment License Number: 100074-A

Manufactured, Packaged andior

Labeled at ! Tested at:
X ] X LJ
Patheon Inc. Patheon Inc. Patheon Inc, Patheon Inc.
Toronto Region Operations Patheon Whitby Operations Toronto Region Operations Patheon Whitby Cperations
2100 Syntex Court 111 Consumers Drive 2100 Syntex Court 111 Consumers Drive
Mississauga, Whitby, Ontarioc L1N 525 Mississauga, Whitby, Ontario L1N 525
Ontario L5N 7K8 Canada Establishment License Ontario L5N 7KS Canada
Establishment License Number:100074-F Canada
Numberi00074-A

| Patheon Batch # - CVTXT

ok - L CABOMETYX (CABOZANTINIB) TABLETS,
_ Product Name: | 60 MG - 30 CTRU

. Client Bateh & N/A

Seriatized Product: Yes No [] ;ﬁf‘gg}‘g Auth. #{NDC,  JREEER

E N/A

Criantity: 750 cartons / 15 shippers / 1 skid

Bill of Materials: 8

[ Label Information: 5
Packaging Instructions: 6
Finished Product Sampling: 3

4000004896

| Packaging WMaster #

‘ Packaging Fackag;
Batch #:

Material & ,
Bill of Materials: 4

lL.abel Information: 5

Packaging Instructions: 3

Finished Product Sampling: 2

4000003555

Compression: 7

3000003088
Coating: 8

 Manefactwring Master #: s

- Marnufacturing

Material #: Batch #

¢ Dispensing: 5

& 2000003074
Granulation: 8

 Date of Manufacture: R D &Pl : Eill Before Date: |

: Other l:n‘far‘matxon:. N/A

Certification Statement:

Pége 1of2

CONFIDENTIAL
MepepaH yepes [lnafok 19.04.2026 06:27 GMT+03:00;
aa1e1813-650d-4381-b184-42f244931135
Ctpanuua 8 us 31




PRINTED ON: 17 Aprt 2026, 846 P

i TITLE: CERTIFICATE OF MANUFACTURE Form #: F-053

Revision # 28

LLEDO NS 20907 S
H \.}UV S’ o ,/§' ‘ f i
Material #: VA é Batch # Cﬁ% A

I hereby certify that the above information is authentic and accurate. This batch has been fabricated / manufactured, including
packaging and qualily 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 [[] Deviation Report Nos. 415807

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

§§§m E & A&S i @§§§§ Patheon Final Disposition

Print Name and Title of Authorized person

Signature of Authorized Person

17 APR 1025

Date Certificate Issued

Pége 20f2

CONFIDENTIAL
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PATHEON INC,
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING
Toronte Region Operations (100074-A)
2100 Syniex Court. Mississauga, Ontario
L3N 7K9 Canada
{905} 821-4001

PRODUCT: CABOZANTINIG 60 MG COATED TABLETS 30 CT R
CLIENT: EXELIXIS FINISHED PRODUCT MATERIAL NO: 4000004896
FINISHED PRODUCT BATCH NO: CVTXT

MARKET: RU
DATE OF MANUFACTURE: 03/MAR/2024
EXPIRY DATE: 02 2028
& .
o e Effaotive Date: 18-Dec2004
TEST SPECIFICATION RESULTS
APPEARANCE
Visual Yellow film-coated oval shaped tablets, debossed with gYeilow film-coated oval shaped tablets,
: “XL” on one side and “60” on the other side of the :debossed with “XL” on one side and “60” on
tablet ithe other side of the tablet
VERIFICATION OF COMPONENTS |
| Visual {Presence of Label, Leaflet and Carton {Presence of Label, Leaflet and Carton
Comments:: NA
/ PATHEON
REVIEWED AND APPROVEDBY: /7 7 GUALITY ASSURANCE
Laboratery-(iderinions Manager/Designate 7 2075
17 APR 2325 T AR
. -
Date I
ACCEPTED

Page 1 of 1 :
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patheon
oy Termo Fisher St PATHEON INC.

FABRICATION, PACKAGING, LABELING and FINAL PRODUCT SPECIFICATION TESTING
Toronto Region Operations (100074-A) 2100 Syntex Court | Mississauga, ON, L3N 7K9, Canada; Tel: +i {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: CSYFK_MFG 0t BATCH NO: . CSYFK
SPECIFICATION: TRO_CABOZANTINIB_FERT/BS(60MG) DATE OF MANUFACTURE: 03-Mar-2024
(EU/ROW)

SPECIFICATION LEVEL:  Release

CSYFK,_MFG.01_TRO. LABOP821772 ;sAMPLEam: o saTe9
'TorontoLabOperatlons . L A
ANALYSIS NAME ACCEPTANCE CRITERIA RESULT
APPEARANCE-VISUAL | R |
NOTEBOOK REFERENCE AND PLSN-3074
TEST METHOD VERSION P145 Method-
NUMBER VISUAL
APPEARANCE Yeliow flim-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:Beena Moothan - Supervisor - 11-Feb-2025 14:47
Sendi Paul - Supervisor Documentation Review - 11-Feb-2025 14:54

Confidential
Printed On: 11-Feb-2025 14:54
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PATHEON INC,
FABRICATION, PACEAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING

Terounte Reglon Operations (105374-4)
2100 Syntex Court. Mississaugs, Ontario
15N 7R9 Canada
{905} 821-4001

CERTIFI(
BULK PRODUCT

ICATE OF ANALYSIS

PRODUCT: CABOZANTINIB 60 MG COATED TABLETS (EUROW)
‘ BULK PRODUCT MATERIAL NO: 3000003088

BULK PRODUCT BATCH NO: CSYFH
DATE OF MANUFPACTURE: 63/MAR/2024
——

CLIENT:; EXELIXIS

MATERIAL NUMBERS:
3000603086 3000003087 30006003068

ARFBPHRev2

IDENTIFICATION
{HPLCUV AND UV Spectrum)

CTMLP-2646

POTENCY (wt%)
CTMLP-2646

PMPURITIES (HPLC)
CIMELP-2646

1“XL" on ons side and “60” on the other side of the
tablet

§Conforms 1o reference standord

|

165.0% - 105.0% of Labe! Clsim
!

\8) Individual Unspecified Degradant: NMT 0.2%

i) Total: NMT 1.6%

Yellow Sim-costed oval shaped tblets, debossed with

%

Avs:g

1l

' Yeltow film-coated oval shaped tablets, dsbossed
with "XL” on one side and “50" on the other side of
| the tablet

Conforms to siandard

98.4% :
97.8%
98.1%

| <0.05%
|
|
|
i

<.05%

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

Torento Region Operations (100074-4)
2100 Syntex Court. Mississavgs, Ontario
L3N 7K9 Canada
(505) 821-4001
C TI@IQATE OF ANALYSIS
_ BL;LK PRODUCT
PROBUCT CABOZAN TIMB $0 MG COATED TABLETS (EWR{)W)
CLIENT: BXELIXIS BULK PRODUCT MATERIAL NO: 3000003088
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CSYFH
39093030863%99030873@%088 DATE OF MANUFACTURE: 03/MAR/2024
gfi %Pii"' 2 RFFECTIVE DATE: 23/MARD0IR
RESULTS
CONTENT Uﬁmonmymm .
CTMLP2648 Conforms to current USP <505>
‘ 1 58.4%
2 98.6%
3) 99.6%
8 98.6%
5 99.2%
6 98.3%
; ] 98.6%
é 8 98.7%
9 98.9%
10, $9.3%
Avgl0= 98.8%
Acceptance Value: 16
Stage 2
1 N/A
2 WA
3 N/A
4 WA
5 WA I
6) WA
7 NA
8 N/A
9 WA
10) NA
i N/A
12) NiA
i3 WA
14) N/A
15) N/A
16) N/A
17) NiA
18) N/A
19 NA
20 NA !
Avgao= N/A
| Asceptanes Value: /A

MepenaH vepes Inaz 142026 06:27 GMT+03:00;
aale1813-6500-4381-b184-421244931135
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PATHEON INC,
PABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING
Toronto Reglon Operations (106074-4)
2100 Syntex Court. Misslssaugs, Ontazio
L5N 749 Canade
{903) 821-4001

CERTIFICATE OF ANALYSIS
BULK PRODUCT

PRODUCT: CABOZANTINIE 60 MG COATED TABLETS (EU/ROW)
CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000603088
BULK PRODUCT BATCH NO: CSYFH

MATERIAL NUMBERS:
: DATE OF MANUFACTURE: 03/MAR/2024
. o e A A m‘

DATE: 22/MAR/0!8

P

Meeta USP <711> Apparatus 2
COI15 0 30 . 45 | e ¢ e |

; Q= 80% in 15 minutes |
| Smety
| i D 100% @ 100% | 100% | 100% | 100% |
- | D) 100% | 100% | 101% | 101% | 100% |
3 9% | 9% | 9% | 9% | 9% |
| 4 98% . 98% ; 8% | o8% 9% |
5 9% ; 100% | 100% | 100% | 100% |
| ! & 101% | 1% | 102% | 102% | 102% |
Mini 98% | 98% | 98% | 98% | 9% |
§ Max, 101% | 102% | 102% | 102% | 100% |
; Mesw 99% | 100% | 100% | 100% | 100%
! W LU 2 |12 | 1213
! Stage 2 ] ;

| D NA | NA | NA | WA | NA

8 WA | NA | NA  NA @ NA

9 NA | NA | NA | NA | WA

) WA | NA | WA | NA | NA

Iy NA | NA | WA | NA | NA

1) NA | NA 0 NA | NA | NA
M. NA | NA | NA | NA | WA
M NA | NA | NA | NA | NA
M, NA WA | NA ] NA | NA
WD NA | NA . WA | NA . NA |

PageBofS
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PATHEON INC,
FABRICATION, PACKAGING, LABBELING and
FINAL PRODUCT SPECIFICATION TESTING

Toronto Region Operations (160074-A)
2100 Syntex Court, Mississangs, Ontario
L3N 759 Conada
(505 8214001

CERTIFICATE OF ANALYSIS
BULK PRODUCT
PRODUCT: CABOZANTINIB 60 MG COATED TABLETS EUROW)
CLIENT: EXELIYS BULK PRODUCT MATERIAL NO: 3000003088

MATERJIAL NUMBERS: BULK PRODUCT BATCH NO: CSYFE
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 03/MARZ2024
R

ARFBPRey2
Cofd Rev 2

ECTIVE DATE: 03/MARSIOIS

ch-zw ‘Mests USP <711> Apporatus 2 f f |
] 1Q=80% in 15 minutes L1 36 5 | & s
: ; Stage 3; [ ‘;

| 13) NA | WA
! 19 NA | NA
’ 5 WA | NA | WA
! 16 NA | WA | WA
CNA | NA | Na
| 18 NA | NA | NA
19 NA | NA | NA
| 0 MA | wa  NA
| 2 NA | NA | NA | WA @ NA
| ! 2) NA | NA | NA @ WA IONA
| W) NA | NA | NA . NA | WA
' NA
WA

Na | wa
N/A

NA
NA | NA
NA | NA
NA | NA
NA | WA
NA | NA

]

!

| |
NA | NA | WA

|

H

i

83

) WA | NA | NA | WA ,
| M MA | WA | NA | WA ;
z | M NA L NA i NA | WA NA |
g Mew, NA - NA | NA | NA | NA |

! WRSD] N/A | NiA | WA | NA | NA |
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PATHEON INC,
FABRICATION, PACKAGING, LASBLING and
FINAL PRODUCT SPECIFICATION TESTING
Toronto Begion Oporations (160874-4)
2100 Syntex Couwrt. Mississaugs, Ontario
L5M 749 Cansda
(505} 821-4001

CERTIFICATE QF ANALYSIS
BULE PRODUCT
PRODUCT: CABOZANTINIS 60 MG COATED TABLETS (EU/ROW)
CLIENT: EXELIXTS BULK PRODUCT MATERIAL NO: 3000003088
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CSYFH
3000003086 3000003087 3000003088 DATE OF MANUFACTURE: 03/MARA024

...... St g

ARFEPRev2 ' R A SR AT AN
Coth e 5 EFFECTIVE DATE: 22/MARA01S

o
_IEST

Moxsm BY KF
{CTMLP-2649 |
( ) 19%
2 17% |
; g Avg: 1.8% %
CIMLP-2712 KL 1841313047 24 s
‘ B 3 ppm
2 3 ppm f
Avg: 3ppm
3L 184-2-4: 23R4T 13 ppam | ;
D <3 ppm
2 <3 ppm
Avg <3 ppm
KICROBIAL LIMITS :
fremonized USP <61> and <62> and FP 2.6.12 end 26,13
MM-1381) .
‘otal aerobic couat NMT 1000 CFU/g i <100 cfu/g
otal combined yeasts and molds NMT 100 CFUSg <50 ofinfg
bsence of P. aeruginosa Absence | Abseace
bsence of . colf Absence
bsence of S. aurens Absence
baemce of Salmonella spp, i Abgence
REVIEWED AND APPROVED BY:

DATE: 73 APR 20
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Popma
Cepruduxar Ha cepuro Kabomeruke 60 mr CVTXT
Howmep nokymeHTa Bepcusa Craryc JlaTta yTBEpKACHMS
FORM-000067757 — EXE000712068 2,0, Texymias VY1BepKACHO 28 man 2025
CEPTU®UKAT HA CEPHUIO
ITATEOH ®panmusa

40, 6ynsap [ammape — CS 11006

) o 38307 Bypryur-Xamisé Henexc

Thpsreies Piaher Baofde e Ten: +33 (0) 4 74 93 87 00

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

HUH®OPMAIINA O ITPOXAYKTE
HauMeHoBaHMe TPOIYKTa (BKIIOYAS P563 KABOMETHKC 60 mr 30 .
3¢ PeKTUBHOCTE/aKTHBHOCTD, TO3UPOBKY ¥
pasMep YIIAKOBKH, €CITH IIPUMEHIMO):

HMmnopTrpyeMas U3, €CIIM IPAMEHIMO: Kanana

Cepus/Homep cepun: CVTXT

Kon: 304019396

JHara rmpoussoncTea: 03 mapTa 2024

CpoOK rogHoCTH: ®eppans 2028

OTtuet(n1) 00 OTKIIOHEHUAX! HET (DR Ne HII)

TprnoskeHHBIH cCepTU(HKAT aHATH3A! JA (TIlpemocraenen Ilateon TopoHTo)
KomuaecTro: 750 emuHULL

Ne nuieH3uH: 2025 070 1 2

Cepuan30BaHHBIA HPOLYKT: JA

JlononxuTeTbHAs HHQOPMAaLHs, ECITH Vrakopka: o 30 TabieToK BMECTe ¢ CHIMKareneM (3
TPHMEHHAMO: KOHTeHHepa ¢ CHITHKAreNieM 110 | T KaXIplit) ¥ TOTHI(PUPHEIM

BOJIOKHOM BO (DTAKOH M3 TIOJMATHNICHa BEICOKOM TUIOTHOCTH. 1
akoH ¢ MHCTPYKIHEH 10 MPUMEHEHIIO B TIAYKY KapTOHHYIO.
CpoOK TOTHOCTH — 4 TOIa, XPAHUTh NP TeMIEpaType He BHIMS
25°C

Bank: CSYFG — CSYFH

Tepsuunas ynakoeka: CSYFK

TIpenHaspaveH [ poccuiickoro peiaka (RU)

MOJATBEPKJIEHUE/3ASIBJIEHUE O CEPTUOUKAIIAN

HacTOSIMM TIOATBEPXKAAETCSA, 9T [PUBSIEHHAs BHIIE HHOPMALMA ABJIACTCA JIOCTOBEPHOM M TOYHOH.
JlarHas cepus MpoykTa Oblia MPOU3BENEH, BKIOUad YHAKOBKY ¥ KOHTPOTb KaqecTra, Tateon
TOPOHTO B MOJTHOM COOTBETCTBHH C TPEOOBAHHSIMH GMP MecTHOTO PerylIaropHOro Oprasa, co
criedUKAIHeH, MPefOCTaBIeHHOH KITMEHTOM H ¢ COTIacOBAHMEM TIPOLECCa K COTNIAMIEHAEM O
KadecTBe. 3aliCH O POMIBOJICTRE CEPHH, YIIAKOBKE H aHANM3aX OBLIM MPOCMOTPEHDI M HAXONATCA B
coorsetctun ¢ GMP. IMIopT ¥ XpaHeHHe NIPOAYKTa B COOTBETCTBHH C TpeOGOBaHUAMH.

WIMIIopT, NpoBepKa ZOKyMEHTALMK ¥ KOHTPOTIb IPH MOy 4eHHH 6u11H BhIONHEesk! Ha [laTeon bypryus
U COOTBETCTBYIOT TPeOOBaHMSAM.

Cepns BhInyIIeHA

Tepmo ®unep CafieHTUDUK

KouduaeHuuaibHO Crp. 1 m3 2

MepepaH yepes [lnafok 19.04.2026 06:27 GMT+03:00;
aa1e1813-650d-4381-b184-42f244931135
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OJEKTPOHHBIE HOAIMCH

Astop: Jlambep, [xoHaTaH

Howmep noxkymenta Bepcnsa Cratyc JaTa yTeepxaenns
FORM-000067757 — EXE000712068 2,0, rekymas | YTBepikIeHO 28 mas 2025
SJIEKTPOHHBIE HOANNCH
Tlonp3oBarens Hata 3HavyeHue MONIHCH
Punrpeccu Axcens 28 masn 2025 YTBepxkaeHo YHOTHOMOYEHHBIM JIUIIOM
13:27:00

Tepmo Dumep CalfenTnduk

KonduaennuansHo

MepepaH yepes [lnafok 19.04.2026 06:27 GMT+03:00;

aale1813-650d-4381-b184-42f244931135
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Homep: CERT:0431  Homep: HIT  Bepcus: 1.0

Cratyc: YTBEpXIEHO

Hara yreepxnenus: 02 mag 2025

Ka6ometnke I'TI 60 mr RU — COR - CVTXT

Kontpoanpyemas dpopma

Ceprrdukar Ha spinyck (COR)

Howmep 61anka: Bepcus:
FRM-0431 1.0

Jlata BCTyTUIEHHS B CHIY:
02 mag 2025

HaumenoBanue NpoAykTa (Kak yka3aHo B JOCHE Ha CCPHIO):

Kabomerure (KabozanTunno), tabaerxn 30 wr, 60 mr
RU)

Kommuectro/KonneHTparms:
60 mr/ HIT

Cepus/Koyiectso cepuit:
750 mavex KapTOHHBIX

Cepus npoxykra/Jlot Ne:
CVIXT

Jara npou3BOACTRA:
03 mapra 2024

Hareon ToponTo

VCITOBHA XPAHEHHA POy KTA: ] N/A Perect/Hata okOHUAHNS CPOKA TONHOCTH! ON/A
IIpu TemnaepaType He Bbime 25 °C 29 despana 2028
KontpakTHEIH HPOM3BOIMICI: Crieupduxanms Dxcenmrcnc Ne/Bepcens: O N/A

Cnenuduxanns-0057 8.22.0

Kon(sr) koHTpakTHOTO MpoRyKTa/3akasz-Haps Ne:

4000004896 / 1137991

Ne ocHOBHOI 3amiCH
KoHTpakTopa/Bepcus:

BOM: 7 Undopmanms Ha stuketke: 5, UHCTpyKIHA
ynakosk: 5, O16op mpo6 ToTOROTO MpoayKTa: 3.

Ty nmpoxykTa (OTMETHTH IIPUMEHIMOE):
{1 AOWU/Cyb6eranmms O JlekapcTBEHBAIH IPOIYKT
0 IepBuaHas ynakoBKa Broprinas yriakoBka

Howmep cepun nosyriponykra: N/A J(\:&S%?S;IIH fpodyira. oA
Ne CCpuU ADC: 2100008 O N/A prroﬁ No CCpHI/I/HOTaZ N/A
O6imas cmecs: CSYFG
Ne cepuy EpBHYHOH YIIaKOBKH: ON/A PrIHOK: ON/A
CSYFK P®
OTKIOHEHHS
N/A
N/A
N/A
N/A
N/A
opwa: FRM-0109 Bepens 2.0 KOHOU/IEHIHAIBHO "Crpannua 1 s 2

JlokymenT ObLI pacrieyaTad coTpyaHukoM Pexuna I'pymmon 0:

MepepaH yepes [lnafok 19.04.2026 06:27 GMT+03:00;
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Homep: CERT:0431 Homep: HIT ~ Bepcms: 1.0 Cratyc: YTBEp)KIACHO Hara yrBepxnenus: 02 mas 2025
Ka6omeTuxc I['TI 60 mr RU — COR - CVTXT

Kourposmpyemast popma

Ceprudnkar Ha Beiyck (COR)

Howmep 6nanka: Bepcms: JlaTa BcTyTUIeHHS B CHITY:
FRM-0431 1.0 02 mas 2025
R N/A |

HacTosIIuM MOATBEPKAAETCS, YTO BHILIEYKa3aHHBIH POIYKT OBLT M3TOTOBIEH Ha COOTBETCTRYOWEH cGMP
IIPOM3BOACTBEHHOM IJIOMAAKe W MPOBEPEH B COOTBETCTBUH C TNPUMEHMMBIMH (apMakONeHHBIMH
TpeGoBanMAMH, W cooTBeTcTByeT CrerpdHKaumy Ha BBITYCK, H3JIOKEHHOHW OKCcelqnkcuc. Kommaous
DKCETMKCHC KBATH(HIAPOBATa BHIIEYKA3aHHOTO MPOM3BOJAMTENS I YKAa3aHHOrO THTa mnpomykra. Ha
OCHOBaHHMHM 0030pa JI0CHe Ha CEPHUIO M COOTBETCTBYIOMIEH JOKYMEHTALMHM 110 MPOM3BOACTBY W HCIIBITAHIM,
CepHs COOTBETCTBYET CIICHM(HKAIIMH ¥ BBITYLICHA.

Hcnoas30Banie 110 Ha3sHAYEHHIO:

Kommepweckoe [1 Ne knmnmdeckoro uccneioranms [ bpak O HOpyroe

Kommenrapun: HIT

Koxs! ymaxoskw [areon: atukerxa 2000011551, nacrpykims 2000017466, xapronnas nauka 2000012398,

®opma: FRM-0431 Bepens 2.0 KOHOUAEHIIMAJIBHO s L
JloxyMeHT ObUT pacriearan coTpyaaukoM Pexuna Ipymmon 02 Mas2025

MepepaH yepes [lnafok 19.04.2026 06:27 GMT+03:00;
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HAIIEYATAHO 17 anpens 2025, 15:46

PernonannHoe noapasaejienue TOpOHTO

at Neo,
t * . . ® 3aronosok: CepTHGHKAT HA NPOU3BOACTBO

A RBALTHRR WORLD SELIVERED. @opma: F-053  Bepcwm: 28

COI11: OPS 1027
Hara Bcrymmenns B cwiy: 28 despans 2024

CeptudukaT NpoH3BOJICTBA
‘YcraHoBJeHHbIH HoMmep aunensun: 100074-A

Hpousseaeno, YnakoBaHo W/HIu NPoMapKHPOBAHO Ha:

AHANN3NPOBAHO HA:

ITareon Unk. O ! 0
PermonansHoe Tlareon Unk. ITareon Huk. Tateon Unk. Tareon Unk.
Togpa3AeIcCHue Tlonpasaenenwe [lateon | Pernonansroe Tlonpasznenenue Jlabopartopus [lateon
ToponTto Vunbu HOAPA3CACHHAC Mateor Vunbn 977 Cenuntopu paiis
2100 Cunrexc Kopt Muccucora, | 111 Korcsromepe Toponro 111 Konceromepc Bepmunrton, OBTapHo
Onrapuo Upaiis Yunon, 2100 Cuarexc Kopt Hpaiiz Yunou, L7L 518
L5T 7K9 Kanana Yeranosrennsi | OHTapuo LIN 5Z5 Muccricora, Ontapro | Omnrapuo LIN 5Z5 Kanazna
Homep munerswn: 100074-A YeranosierHsii Homep | L5T 7K9 Kanana Kanana

mnensun: 100074-F

HaumeHoBaHue Kabomernxc (KaGozaurunnb), Tabierky, ARSI Bl T1:H CVTXT
MPOAYKTA: 60 Mr —30 urr (RU) Ne cepun Knuenra: He npumennmo
Cepuaiv30BaHHBIN Ha & Her O Ne pervcTpALIHOHHOTO YAOCTOBEPEHHS

TPOAYKT: (NDC, DIN u 1.4.): 005558

Koanuecrso: 750 ymaxoBoxk / 15 TpaHCHOPTHEIX Cpeanuii Bec TabJeTKH HIIH KallCYJIbi: He npuMennMo
xopoboB / 1 ojnon

4000004896 Crenmdukanmsa MarepyuaioB: 8

' Wudopmaryg Ha 3THKETKE: 5
ViiakoBoUHas HHCTPYKIHS: 6
Ot6op mpoOE TOTOBOTO TMPOAYKTa: 3

Ne cepun

Homep ynakoBo4Horo 4000003555 -

mMarepuaa:

Ne macTepa:
CSYFK P Creundmkarnys Matepranos: 4

Hndopmaims Ha sTUKETKE: 5
VakoBOIHasS HHCTPYKI: 3
OT160p TPOOHI TOTOBOTO TIPOAYKTA: 2

Ne 3000003088 No CSYFH Ne IIpeccoranue: 7
NPOM3BEACHHOI 0 NPON3BOACTBEHHOI mMacrepa TlokpeITHE TIEHOTHOH 060T09KOH: 8

MaTepuajia: cepuu:
Jucnenrnposanue: 5

3000003074 T'panymarus: 9

Hata 03 mapra 3anosHeHHe 10 28 mapTta Cpoxk
npon3sBoacrea: 2024 J1aThbl: 2025 TOIHOCTH: 02 2028

Jdpyras He
nHpopmanna:  PditIEEI0)

KOHOUJIEHUWAJIBHO Crp. 1m2

MepenaH yepes Auanok 19042096 06:27 GMT+03:00;
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HAITEYATAHO 17 anpena 2025, 15:46

3ATOJIOBOK: CEPTUOUKAT ITPON3BOZCTBA @opma Ne: F- 053
Tlepecmorp Ne 28

Ne Matepmana: 4000004896 Ne ceprm: CVTXT

TloaTBep:kaeHHe cepTHHAKANAH:

S1 HACTOATIMM TapaHTHpYIO, UTO Npe/CTaBIeHHAs BRIIe NHGOpMalys ayTeHTHYHA B TodHa. JlaHHasd cepus MpOH3BeAeHa,
BKITIOYAs YIAKOBKY ¥ KOHTPOIS KadecTBa HAa YKa3aHHBIX BhINE NPOW3BOJACTBCHHEIX IUIOMIAAKAX B COOTBETCTBHH C
JIOKaTBHEIME TpeboparmsMu GMP.

3amvcH O UpOW3BOACTBE, YNAakOBKe M aHaNM3e cepuil OBUIM IPOCMOTPEHBI M HAUICHSH! COOTBETCTBYIOTHHMMM
tpeGosanmaM GMP. Eciu npuMeHNMO, pa3bsiCHEHNE NS NPUHATHIX OTKJIOHEHHAIX IPUKPEILIEHO.

TpebGyercs paccaenosanue: [la X Her[l Ne Ortuera 06 otknonenusx: 415807

3akmouenne:  Ceprd BHIIYIIECHA
CoOTBETCTBYET BCeM CrielM(HKAIMSIM IO HHCTPYKLHSAM [JIst TECTUPOBAHUA.

®eqnn Knna, Ciemuaaact cJIyk0b1 KagecTBa

1 CJIIYXBA OBECIIEUEHU A
OJIITHCE YIOJHOMOYEHHOTO JIAlA
WMs ¥ IOJKHOCTD YIONHOMOYESHHOTO JIHLA KAYECTBA ITATEOH
(mozumes) 17 anpenst 2025
17 anpeiada 2025 Jara Bumycka ceprudukara (Tloammuce)
BBRIITYIHEHO

KOH®H/IEHITMAJIBHO

MepepaH yepes [lnafok 19.04.2026 06:27 GMT+03:00;
aa1e1813-650d-4381-b184-42f244931135
CtpaHuua 22 ns 31



ITATEOH HHK.
IpoussoxacTso, YnakoBka, MapkupoBka 1 BrITyckaromuii KOHTPOIIb
Pernonansnoe noapasienenne Topourto (100074-A)
2100 Cunrexe Kopt, Muccuccora, OnTapso,
L5N 7K9, Kanaga
905 821 -4001

HPO}IYKT KABO3AHTI/IHI/IB 60 MI, TABJIETKI/I HOKPBITI:IE I'IJIEHO‘-IHOI/I OBOJIO‘IKOI/I 30

TABJETOK
KJIMEHT: DKCEJJMKCHC Ne MATEPHUAJIA TOTOBOT'O ITPOXYKTA: 4000004896
PBIHOK: P® Ne CEPUH TOTOBOT'O ITPOJAYKTA: CVTXT

JIATA IIPOU3BOJACTBA: 03 MAPTA 2024

CPOK T'OJHOCTH: 02 2028
CoA, Bepeus 1
ARF Bepcus 2 Jata BeTymuensst B cuty: 18 nexabps 2024

HcrmpiTanue Crnemibukanus Pesynbrar
BusyaibHo JKentbie oBanmbHBIE TAONETKH, Kenteie oBaabHBIE TAONETKY,
TIOKPHITHIC TLICHOUTHOM TIOKDPHITHIC TIEHOYHOH
060m01KOH, ¢ rpaBupoBKol « XL» Ha |  060TOUKOH, C TPaBUPOBKOM «XL»
oJHOM cTopoHe, 1 «60» Ha ApyroH Ha oj1HO#M cTOpOHE, U «60» Ha
CTOpOHE TabIEeTKA. IOpYTOM CTOpOHE TAablIETKH.

BusyansHo Hammaue >THKETKY, HHCTPYKIHH U Hassrape STAKETKH, NHCTPYKIHN U
KapTOHHOM MauKu KapTOHHO MAaYKH

TTpoBepHTE U ITPHNOKHUTH CoOTBETCTBYIONTHH HOMED CEpUH
BBLITYIIEHHOTO CePTH(IKATA
aHaTm3a Ha Oask JoIDKeH ObITh

CoOTBETCTBYIOIMI HOMEDP CEPHH
BBITIYIEHHOTO cepTH(IKATa
aHanmsa Ha 6amk OpuiokeH

TIPYITIOXEH

KOMMGHTapI/II/IZ He HIpUMEHNUMO

TIpocMOTpeHO U YTBEPKAECHO; MOMIIHUCh
JHara: 17 anpens 2025

CJIVKBA
OBECITEYEHMA
KAYECTBA ITATEOH
17 anpens 2025
(Hogmmick)
BBITYIIEHO

Crp. 1us 1
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HATEOH HHK.
TIpousBoxcTBo, YakoBka, Mapkuposka u Bellmyckaromuii KOHTPOIIb
Pernonanbnoe nogpasaejenne Toporro (100074-A)
2100 Cunrexc Kopt, Muccrnccora, OaTapuo,
L5N 7K9, Kanana
(905) 821-4001

ITPOXYKT: KABO3AHTHHUE 60 MI', TABJIETKH, IIOKPLITBIE ILIEHOY
TABJETOK (EU/ROW)

KJIMEHT: 9KCEJIMKCUC Ne MATEPHAJIA TOTOBOTI'O IPOIYKTA: 4000004896
PBIHOK: P® Ne CEPHM TOTOBOTI'O NPOJXYKTA: CVTXT
JATA IMPOU3BOACTBA: 03 MAPTA 2024
CPOK I'OJHOCTH: 02 2028

.
HOM OBOJOYKGH 30

CoA, Bepemst 1
ARF Bepens 2 Jara scrynnenws B cuny: 18 gexadps 2024
HcnbiTanue Pesynprar

Crernduxanms

BmsyansHo Kenteie oBanbHEBIE TaONCTKH, XKenteie opanpHble TabOIETKH,
TIOKPBITHIC TICHOYHOH TIOKPBITHIE TLIEHOYHON
obonmouxoif, ¢ TpaBupoBkoif « XLy Ha | 000709KOH, ¢ TpaBEpoBKo# « XLy
OITHO¥M cTOpOHE, U «60» Ha ApyTroi Ha OIHOM cTOpoHE, n «60» Ha
CTOpOHE TabICTKH. JPYTo# cTopoHe TabMeTKH.

IIpoBepHUTE U HNPHIOKHATE CoOTBETCTBYIONII HOMED CEPHH
BBIMYHIEHHOTO cepTHUdHKaTa
aHanM3a Ha OauK JOmKeH OBITh

CoOTBETCTRYIOMMI HOMEp CePUH
BBITYIICHHOTO CepTH(UKaTa
aHanp3a Ha Galik IpWIOKeH

OPWIOXKEH
Kommenrapun: He npumennMo
TIpocMOTpeHO ¥ YTBEPIKICHO; TTOJITHCh
(MeHemxep KOHTPOJIS KayecTsa ) CIIYVXBA
OBECIIEUEHUA
1/ anpeltd 2V
Aara: L anpe-s 203 KAUECTBA ITATEOH
17 ampens 2025
(Honmmcs)
BBITVIIEHO

b Crp. 1wz 1
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ITATEOH HHK.
TpousBoacTBo, YnakoBka, MapkupoBKka B Beiltyckarolimii KOHTpOIIb
Pernonannnoe noapaszgenenne Toponrto (100074-A)
2100 Cunrexc Kopt, Muccuccora, OHTapuo,
L5N 7K9, Kanaga
905) 821-4001
7 g

TIPOAYKT: KABO3AHTI/IHI/IE 60 MI', TABJIETKH, TTOKPBITHIE HJIEHO‘IHOI/I OBOJIOUKOR
(EU/ROW)

KJIMEHT: DKCEJIMKC

Ne MATEPHUAJA BAJIKA ITPOTYKTA: 3000003088

HOMEP MATEPHAJIA: Ne CEPYIM BAJIKA TTPOAYKTA: CSYFH

3000003086, 3000003087, 3000003088 JATA ITPOM3BOJACTBA: 03 mapta 2024

ARF BP Bep. 2

CoA Bep.2 Jlata BeryIutenus B cuny: 22 Mapra 2018
HUCTIBITAHUE CIIELIIOUKALIAA PE3VJIBTAT

Kentbie oBabHBIE TAOIETKY,

JKentele OBalbHbIE TAOJIETKH,

BusyansHo

TTOKPBITHIEC TUICHOYHOH
o60o5109Koil, ¢ TpaBHpoBKO# « XLy Ha
OMHOM cTOpoHE, U «60» Ha npyroi

MOKPBITHIE TUIEHOYHON
o60mouKoif, ¢ TpaBupoBKoi «XLy» Ha
oIHOM cTopoHe, 7 «60» Ha Apyroi

CTOpOBC TablIeTKH.

CTOpOHE TabJEeTKU

CoOO0TBETCTBYET ITANIOHHOMY
CTaHmapTy.

(BOXX-VO u Y®-cniexTp)

CTMLP-2 6 4 6 CoOTRETCTBYET CTAaHAAPTY.
95,0 % - 105,0 % OT BEJIMIVHBI Ha
MapKUpOBKE

CTMLP-2646

A) UeaneuoyansHele

CTMLP4 2646

HeOoTIpeIeNIeHHBIC MPOIYKTHI
pacriaga: He 6onee 0,2 % <0.05%
B) Beero: He 6onee 1,0 % <0.05%

Crp.1m35
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ITATEOH HHK.
IpomseoncTso, YrakoBka, Mapkupopka 1 BeiycKaronyi KOHTpOTs
Pernonansnoe noapaszaenenne Toponro (100074-A)
2100 Cunrexc Koprt, Muccuccora, Onrapmo,

L5N 7K9, Kanaga
905) 821- O 1
L 1L FI A
. ¢ i GATK) PO :
ITPOJYKT: KABO3AHTHUHMUSE 60 MTI', TABJIETKH, HOKPBLITBIE NJEHOYHOM OFOJIOYKOM (EU/ROW)
KJIMEHT: 3KCEJIMKC Ne MATEPHAJIA BAJIKA TTPOJXYKTA: 3000003088
HOMEPA MATEPHAJIOB: Ne CEPHUH BAJIKA ITPOAYKTA: CSYFH
3000003086, 3000003087, 3000003088 JIATA IIPOU3BOJACTBA: 03 mapta 2024
ARF BP Bep. 2
CoA Bep. 2 JlaTa BeTyrinenus B ciory: 22 Mapta 2018
UCIIBITAHHUE CIIEITUOUKAILIMA PE3VIIBTAT
CTMLP-2648 Co0TBeTCTBYET TEKyIeMy m3aaHmo DapmM.
CHIA <905>
1) 98,4%
2) 98,6%
3) 99,6%
4) 98,6%
5) 99,2%
6) 98.3%
7 98,6%
8) 98,7%
9) 98,9%
10) 99,3%
Cpenn.10: 99.8%
Kpurepunii IipHeMIeMOCTH: 1,0
Cramud 2
1) He npuMenzMo
2) He nprvennMo
3) He npymMennmMo
4) He nprmernMo
5) He mprvermvo
6) He mprmermmo
7 He mpmmMermMo
8) He npumermmo
9) He mprMenmmo
10) He nprMenumo
11 He mprmMennMo
12) He mprMennMo
13) He nprmermMo
14) He nprmenrmvo
15) He nmpumermvo
16) He npumennmo
17) He nprMenrMo
18) He npumenumo
19) He npumenmmo
20) He mprMennmMo
Cpenn.30: “He nip HEMO
Kputepnii npueMIeMOCTH: He npumMeRnMO

Crp.2m35
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ITATEOH UHK.
[pomsBoncTBO, YHiakoBka, MapkupoBka 1 Beimyckatomuil KOHTpOb
Pernonanbnoe nogpazgenenne Toponto (100074-A)

2100 Cunrekc Kopt, Muccuccora, OHTapHo,
L5N 7K9, Kanana
905) 821-4001

= o
. . <) HPOJIS
IPOJXYKT: KABO3AHTUHUE 60 MI', TABJIETKU, IIOKPHITHIE INIEHOYHOM OBOJIOYKON
(EU/ROW)
KJIMEHT: SKCEJIMKC Ne MATEPHAJIA BAJIKA TIPOAYKTA: 3000003088
HOMEPA MATEPUAJIOB: Ne CEPUH BAJIKA TIPOAYKTA: CSYFH
3000003086, 3000003087, 3000003088 JATA TTPOU3BOICTBA: 03 mapta 2024
ARF BP Bep. 2
CepTtudukar aganusa Bep. 2 Hara erymieEns B cwiay: 22 MapTta 2018
HUCTIBITAHHUE CIHHEIIU®UKALIMA PE3VJILTAT
W
CTMLP-2647 Cootserctryet @apMm.CIIIA
<711> Ammapar 2
Q = 80 % uepe3 15 MuHyT 15 30 45 60 90
Cragns 1
1) | 100% 100% 100% | 100% | 100%
2) | 100% 100% 101% | 101% | 101%
3| 98% 99% 99% 99% 99%
4) ] 98% 98% 98% 98% 99%
S| 99% 100% 100% | 100% | 100%
6) 101% 102% 102% | 102% | 102%
Mun.: 98% 98% 98% 98% 99%
Maxkc.: | 101% 102% 102% | 104% | 102%
Cpens.: 99% 100% 100% | 100% | 100%
% RSD: 1,1 1,2 1,2 1,2 13
Cragus 2
7| NA N/A N/A N/A N/A
8| N/A N/A N/A N/A N/A
9y | N/A N/A N/A N/A N/A
10) | N/A N/A N/A N/A N/A
1) | N/A N/A N/A N/A N/A
12) | N/A N/A N/A N/A N/A
Mumn.: N/A N/A N/A N/A N/A
Makc.: N/A N/A N/A N/A N/A
CpenH.: N/A N/A N/A N/A N/A
% RSD: N/A N/A N/A N/A N/A
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ITATEOH UHK.
INpomnsBoacTBo, YriakoBka, Mapkuposka ¥ BhilycKaroumii KOHTpOIk
Pernonansuoe noapasxeienne Toporto (100074-A)

2100 Cunrekc Kopt, Muccuccora, OnTapuo,
L5N 7K9, Kanapna

HPOI[YKT KABO3AHTPIHPIB 60 MTI", TABJIETKI/I HOKPBITBIE ]IJIEHO‘IHOI/I OBOJIO‘-IKOI/I

(EU/ROW)

KJIMEHT: OKCEJHUKC Ne MATEPUAJIA BAJIKA TMTPOAYKTA: 3000003088

HOMEPA MATEPHAJIOB: Ne CEPMM BAJIKA IIPOJAYKTA: CSYFH

3000003086, 3000003087, 3000003088 JATA IPONU3BOJCTBA: 03 mapta 2024

ARF BP Bep. 2 .

Ceprudukar aganma Bep. 2 JTata BcTymuieHns B cuny: 22 mapta 2018
UCTILITAHVE CIIELINOUKAIINA PE3VJIBTAT

 (TTponomkennc) -
CTMLP-2647 CootsetctByer @apm.CIIIA
<711> Anmapar 2
Q = 80 % uepes 15 MunyT 15 30 45 60 90
Cragns 3

13) 1 N/A N/A N/A | NA | NA
141 wA N/A N/A | NA | NA
151 w/A N/A N/A | NA | NA
16) | /A N/A NA | NA | NA
171 N/A N/A N/A | NA | N/A
18) | /A N/A NA | NA | NA

19) | /A N/A NA | NA | NA
20) | w/A N/A NA | NA | NA

2D /A N/A NA | NA | NA

22) 1 N/A N/A NA | NA | NA

23) | N/A N/A NA | NA | NA

24 1 /A N/A NA | NA | NA
Mun: | N/A N/A N/A | NA | NA
Make.: | N/A N/A NA | NA | NA
Cpean.: N/A N/A N/A N/A | N/A
%RSD: | N/A N/A NA | NA | NA
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ITATEOH HHK.
TIpousBoaCcTRO, YNakoBKa, MapKkupoBka M BhillyCKarOIInii KOHTPOJIb
Pernonansnoe noapasneienne Toponto (100074-A)

2100 Cuurexc Kopt, Muccuccora, OHTapHO,
L5N 7K9, Kanana

’ HPOI[YKT KABO3AHTHHME 60 M, TABJTETKY, HOKPLITLIE TLJIEHOYHOM  OBOJIOUKOM
(EU/ROW)

KIMEHT: DKCEJIUKC Ne MATEPHAJIA BAJIKA ITPOOYKTA: 3000003088
HOMEPA MATEPHAJIOB: Noe CEPUU BAJIKA ITPOAYKTA: CSYFH
3000003086, 3000003087, 3000003088 JTATA IPOU3BOACTBA: 03 mapta 2024
ARF BP Bep. 2
Ceprrdmkar ananmusa Bep. 2 Jara BeTymienus B cwny: 22 mapta 2018
HCIIbITAHUME CITELIHOUKATIA PE3VJILTAT
‘CTMLP-2649 He 6omee 3,5 %
1) 1,9%
2) 1,7%
Cpegn.: 1,8%
)] YECKHE [IPUMECH = o
CTMLP-2712 XL 184-1-1: He 6omee 24 ppm
b <3 ppm
2) <3 ppm
Cpenn.: <3 ppm
XL 184-1-4: He 6onee 15 ppm
) <3 ppm
2) <3 ppm
CpenH.: <3 ppm

Comacyercx ¢ @apm. CLHA <61>mu <62> u Erp. CDapM 2‘6 12m2.6.13 (MM 1381)

OO0mee KOTMIECTBO a3poOHBIX
MUKPOOPTaHI3MOB He 6omnee 1000 KOE/r <100 KOE/r
Obmee KOMWYEeCTBO IUIECHEBBIX W He Gonee 100 KOE/r <50 KOE/r
JPOXIKEBEIX TPHOOB
OtcyrcrBue P. aeruginosa OTCcyTCTBYET OTcyTcTBYET
Otcyrereue E. Coli OTCYTCTBYET OTCYyTCTRYET
OtcyTcTBUE S. qureus OTCYTCTBYET OTCyTCTBYET
Otcytersue Salmonella spp. OTCYTCTBYET OTCYTCTBYET
KommeHTapun HE TTPIMEHEMO
TIpocMOTpeHOo 1 YTBEPXKIIEHO; TONNHCEH CJIVXBA OBECIIEHEHWA
KAYECTBA TTATEOH
(MeHemKep KOHTPOIIS Ka4ecTBa )

16. L[eKaGp;{ 2024

Hara: 24 anpeng 2024

- CTp5H3 5
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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 BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

MEAFPAALHAD CAVYEREA TIO HA A ZOPY
| |.-||.|||.||.|:|I Wy | I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 20_01.2026 15:11»
FE AT T A TAA T T o
B CPEPE APABOOXFPAHEHMA
JlaTa BHeCeHHSs B IIpousBoguTeEH Opranu3anms, Homep Howmep, nata ITncema 00
AHUC Toprosoe HaHMeHOBaHHe (BbINYCKAIOLIHHA Crpana CBeieHHsI 0 CTAHSIX NPOH3BOACTBA HopmaTHBHasi HOKyMeHTaLHs BBINYCTHBIIAS B cepHH, paspelieHHs Ha n3bsitan JIC
Poc3gpaBHanzopa KOHTPOJIb) rpakIaHCKHH 000poT MapTHH HIIII (HOMeEp, HaTa)
KabomeTnkc®; TabieTku, ITateon Uuk., Kanaga (IIpousBogurens (rotosoit JI®)); JITT-005558-300519; U3m. Nel x
TOKPHITHIE TUICHOUHOM Iateon HUuk., Kanana (Y nakoBmuk/acoBuuk (B JITT-005558-300519; U3m. Ne2 x
02.09.2025 obosoukoit 60 mr 30 mr., IMareon ®panuus OpaHuus MEPBUYHYIO YaKkoBKY)); ITateon MHk., Kanana JITI-005558-300519; M3m. Ne3 00O "HUIICEH" CVTXT -
(pnaxonsi (1), nauku KapToHHBIE/ (YmaxoBmUK/hacoBIMUK (BTOPUYHAS/ TPETUYHAS JITI-005558-300519; M3m. Ned x
~ YIaKOBKa)) JITT-005558-300519
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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 aale1813-650d-4381-b184-42f244931135

Jata v Bpems noanucaHunsa

19.04.2026 06:27 GMT+03:00
Moanucb cooTBETCTBYET daiiny
JLOKYMeHTa

Ctpanuua 31 u3 31



