3AK/IIOYEHHME (IIOATBEPX/IEHMUE)
0 COOTBETCTBUM CEPHH MJIH NIAPTHH JIEKapCTBEHHOro IperapaTa TpeboBaHusM,

YCTaHOBJIEHHBIM IIPU €70 FOCY IapCTBEHHOM pErucTpaluu
Ne CAM-04-0526 ot 19.05.2026

Toprosoe HauMeHOBaHWe

KaGomeruke®

MesxayHapoaHOe HEaTeHTOBAHHOE HAMMEHOBaHHE
(rpyNIHPOBOYHOE MK XHMHYECKOE)

KaGozanTuHud

JlexapcrBenHas dopMa
i

TabeTKH, MOKPHITHIE MIEHOUHOH
obonouxoH

Jlo3uposka

40 mr

dopMa BHINyCcKa (NMEpBMYHAT YIIAKOBKA, KOIHYECTBO
JIEKapcTBEHHOH (opmMbl B TNEPBHYHOH  YIAKOBKE,
KOJIMYECTBO MEPBUYHONH YNaKOBKH B MOTPeOHTENLCKON
YNAKOBKE, KOMIJIEKTHOCTD)

TabNETKH, MOKPHITHIE NIECHOYHOM
060m10uKkoi, 40 mr, 30 wT. - GNAKOHEI -
nayku KapToHHsie (30 wT.)

Homep cepun (napmﬁ): PR112467
O06neM cepuu (napTHu) 250

Jlata npou3BonIcTBa 03.04.2025
Jlata OKOHYAHHs CPOKA rOXHOCTH 31.03.2029

HaumenoBaHue 1 aipec NMpou3BouTEN (C YKa3aHHEM
CTajuil NPOU3BOACTBA)

Ilareon Unk., Kanaga
(mpou3BoAcTBO roroBoi JIP, nepsryuHas
YIIaKOBKa)

Tuoanax Hunepnannc 5.B.
(BTOpU4Ha®/NOTpeOUTEIbCKAs YNIAKOBKa,
BLINYCKAIOUMH KOHTPOJIL KAYECTBA )

Homep n naTa perucTpaioHHOro yA0CTOBEpEHH
|

JIT1-Ne(008475)-(PT-RU) o1 17.01.2025

Homep HOpMaTHBHOM JI0OKyMEHTaLUK

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

HaumenoBauue u aapec nepxarens perucTpaldMOHHOrO
YIOCTOBEPEHHS

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

HavmeHoBaHME W TIPOM3BOJMTE]b aKTHBHOH (bIX) Kabo3aHTuHub
cyOcTanuuu (1if) [Mupaman Xenckeap (Kanana) Jlta, Kanana
Cepun 2200008

HacTosmuM s HOATBEPHAIO, YTO JeKApcTBeHHBIM npenapar KaGomermke® cepus PR112467
npou3sozcTsa [lareon Muk., Kanana (npoussozactso rotosoit JID, nepBrunas ynakoBka), Tuoanax
Hunepnanac B.B. (Bropmunas/moTpedurenbcKas YMakOBKAa, BBITYCKAIOMMH KOHTPOJL KadyecTsa)
coorBeTcTBYeT TpeDOBaHMAM, YCTAHOBIEHHBIM TIpH €ro rocyjaapcTBeHHOH peructpaumu: JIII-

Ne(008475)-(PT-RU)-170125.

VnorHoMOYeHHOE U0 HA BBOJ B rpaskiaHckuii obopot
nopepenHocTd 000 «MIICEH» ot 03.03.2025

i ¥

e 1 CTBE K
e ——— 70,




@Tjoapcck
GMP Statement Market Release

Customer ' - Ipsen Pharma SAS

Product name and strength : CABOMETYX 40 MG 30T IPSEN RU (NO REWORK)

Item information customer : 1056515 CABOMETYX 40 MG 30T IPSEN RU (NO REWORK)
Finished product batch no. : PR112467

Exp. date : 31-03-2029

Article no. Tjoapack : 80003888

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

M ing Si
Seninctiring Site 100074, GMP ref.: 79100,

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

li I Si
Quality Control Site 100074, GMP ref.: 79100.

Production order Tjoapack : PR112467

Production location : ELO1 Tjoapack Netherlands B.V. Etten-Leur
Number of finished products ; 250

Number of deviations : 0

MA-Number : -

Ingredient details : Manufacturer lot no. CWKZB

Internal lot no. Tjoapack LT131109

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).

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

Name : TJOA\RIK.HELLEMONS

Date « 19-01-2026

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

Hoapack Netherlands B.V.
lanufacturing Licence : 6906 F
Nieuwe Donk ™9

4879 AC Etten-Leur



Form

[EXE] CoC P563 Britestock 40mg batch CWKZB EU/ROW

Document Number Version Status Approved Date
FORM-000094517 - EXE000752185 (1.0, CURRENT| Approved Fri Aug 29 14:05:53 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

PRODUCT INFORMATION

¢ Thenmo Fisher Sctentific

dosage o & paciage sze d sopitabley | CPEOMETYX TABLETS 40mg, 30 CT

Importing Country, if applicable: EU/ROW

Lot/Batch Number(s): CWKZB

Code 304019462

Date of Fabrication/Manufacture DDMMM/YYYY: 03/Apr/2025

Expiration Date : Up to 47 months from date of manufacture
Deviation Repori(s): NO(DR # N/A)

Certificate of Analysis Attached: YES (provided by Toronto)

Quantity / Mean mass: Quantity: 5437 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 : CWDDV-CWDFC

Primary Packaging : CWDFG

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
Authorisation 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.

BATCH CONFIRMED FOR SHIPMENT /e ~
: AL
( RS2
\_\‘;“- h‘_ ;
Thermo Fisher Scientific \\ A e { //
Proprietary and Confidential R 4




Electronic Signatures

Author. Dezempte, Céline |

Document Number

Version

Status

Approved Date

FORM-000094517 - EXE000752185

1.0, CURRENT

Approved

Fri Aug 29 14:05:563 UTC 2025

Electronic Signatures

L User | Date  Justification
RINGRESSI, Axelle 29-Aug-2025 Qualified Person Approval
14:05:48
(GMT)

Thermo Fisher Scientific
Proprietary and Confidential
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Cabometyx 40mg (Ipsen Britestock) — COR — CWKZB

EXE LlXIS" CERTIFICATE OF RELEASE

Title: Cabometyx 40mg (Ipsen Britestock) - COR - CWKZB

Doc. Number: Vers.: Approved Date:
CERT-0518 1.0 23 Jul 2025
Product Name and/or Batch Record Title: | Strength/Concentration: Batch/Lot Quantity:
Cabometyx (Cabozantinib) Coated Tablets ON/A  40mg 5437 bottles

40MG, 30CT EU/ROW (Britestock) - XL-50247

Product Batch/Lot No.: CWKZB

Date of Manufacture: 03 Apr 2025

Product Storage Conditions: [IN/A
No specific storage conditions required

Retest/Expiry Date: CIN/A
N/A - see comment

Contract Manufacturer/Location:
Patheon Toronto

Exelixis Specification No./Version: CIN/A
SPEC-0056 v22.0

Product Code(s)/Work Order No:
4000005758 / 1141153

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

Product Type (check all that apply):
[J Master Cell Bank  [J Working Cell Bank

[J GMP Intermediate [J API/Drug Substance

Lot No(s): CWDFG

] Drug Product [J Primary Packaging X Secondary Packaging

Input Intermediate Batch/Lot No(s): XN/A | Drug Product Batch/Lot No(s).: CIN/A
CWDFC

API Batch/Lot No(s): CN/A Other Batch/Lot No(s): CON/A

2200028 Blend: CWDDV

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

EU/ROW

XKN/A

BIN/A

XN/A

PIN/A

BIN/A

BIN/A

This is to certify that the above listed product was manufactured in a cGMP com
accordance with applicable compendial requirements and meets the curren

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 G

ility, tested in
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Cabometyx 40mg (Ipsen Britestock) - COR - CWKZB

EXE LI).(I S CERTIFICATE OF RELEASE

Title: Cabometyx 40mg (Ipsen Britestock) - COR - CWKZB

Doc. Number: Vers.: Approved Date:
CERT-0518 1.0 23 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 O Clinical O Clinical Study No.:

UApproved for Further Processing (AFP) [ Other: [JReject

Comments: [ N/A

Expiry: Up to 47 months from Date of Manufacture

This document has been approved electronically.

Template: TMP-0109 Ver. 2.0 CONFIDENTIAL
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lCabometyx 40mg (Ipsen Britestock) — COR — CWKZB

EXE LI)YI S’ CERTIFICATE OF RELEASE

Title: Cabometyx 40mg (Ipsen Britestock) - COR - CWKZB

-
Doc. Number: Vers.:

Approved Date:
CERT-0518 1.0

23 Jul 2025

DOCUMENT CHANGE HISTORY

(LATEST VERSION ON TOP)

Refer to Doc Header

New Document

Template: TMP-0109 Ver. 2.0 CONFIDENTIAL
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PRINTED ON: 7 July 2025, 3:61 PM

TORONTO REGION OPERATIONS

Title: CERTIFICATE OF MANUFACTURE
Form: F-053 Revision: 28

SOP Reference. OPS 1027

Effective Date: 28-FEB-2024

c/7atheon.

A HEALTHIER WORLD. DELIVERED.

Certificate of Manufacture
Establishment License Number: 100074-A

Manufactured, Packaged and/or
Labeled at:

Tested at:

X O B ]

Patheon Inc. Patheon Inc. Patheon inc. Patheon Inc.

Toronto Region Operations Patheon Whitby Operations Toronto Region Cperations 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 7KS Canada Establishment License Ontario LSN 7K9 Canada

Establishment License Number:100074-F Canada

Number100074-A

Product Name:

CABOZANTINIB COATED TABLETS,
40 MG 30 CT EU/ROW (BRITESTOCK) -
XL-50247

Serialized Product:

Yes [ 1 No

Quantity

5437 bottles / 55 shippers / 2 skids

 Average Tablet or

Packaging
Material #:

4000005758

Packaging
Batch #:
4000003554

Manufacturing
Material #:

3000003084

Manufacturing
Batch #:
3000003074

‘93,"\952,0,2*5, | Fill Before Date:

08.Apr.2026 S TEOEROTN

Patheon Batch #:

ok,

Capsule Weight:

Bill of Materials: 3

Label Information: 2
Packaging Instructions: 1
Finished Product Sampling: 2

Master #:

Bill of Materials: 4

Label Information: 4
Packaging Instructions: 3
Finished Product Sampling: 2

Compression: 7
Coating: 8

Master #:

Dispensing: 5
Granulation: 9

| Date of Manufacture: I

Other Information:

* Up to 47 months from Date of Manufacture.

Certification Statement:

CONFIDENTIAL




PRINTED ON. 7 July 2025, 3:51 PM

t“ | TITLE: CERTIFICATE OF MANUFACTURE Form #: F-053
Revision # 28

400000 5F5 ¢ ewWKED

Material #: Batch #:

| 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 reieased;.
Complies with all specifications of the testing instruction.

FELIPE KINA QAASSQCIATE Patheon Final Disposition

Print Name and Title.of Authorized person
ey ¥ PATHEON
AN QUALITY ASSURANCE
Signature of Authorized Person 07 JUL 205
. L
0
7 JuL 2325 RELEASED

Date Certificate Issued

CONFIDENTIAL




patheon
e e st 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

PRODUCT NAME: CABOZANTINIB 40 MG COATED PRODUCT MATERIAL NO: 4000005758
TABLETS 30 CT BRITESTOCK EU
(IPSEN SHIP)

LIMS JOB NAME: CWKZB_MFG 02 BATCH NO: CWKZB

SPECIFICATION: TRO_CABOZANTINIB_FERT/BS_ DATE OF MANUFACTURE: 03-Apr-2025
(40MG)(EU)

STORAGE: Room Temp

SPECIFICATION LEVEL:  Release

ANALYSIS NAME ACCEPTANCE CRITERIA RESULT
APPEARANCE - VISUAL e . . o : . o
NOTEBOOK REFERENCE AND PLSN-4086 P.153,
TEST METHOD VERSION Visual
NUMBER
APPEARANCE Yellow film-coated triangle shaped tablets, Complies

debossed with “X1.” on one side and “40” on
the other side of the tablet

CURRENT DOCUMENT REVISION

ARF FPRev. 1  Effective Date: 15/Nov/2024
CofA Rev. 1 Effective Date: 15/Nov/2024

ELECTRONIC APPROVAL BY:Beena Moothan - Supervisor - 20-Jun-2025 14:59
Imran Adhami - Document Reviewer - 23-Jun-2025 09:14

Confidential
Printed On: 23-Jun-2025 09:15




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

Torouto Region Operations (100074-A)
2100 Syntex Court. Mississaugs, Ontario
L5N 7K9 Canada
(505) 821-4001

CERTIFICATE OF ANALYSIS
FINISHED PRODUCT
PRODUCT: CABOZANTINIB 40 MG COATED TABLETS 30 CT (EU/ROW)

BRITESTOCK
FINISHED PRODUCT MATERIAL NO: 4000003554

CLIENT: EXELIXIS
FINISHED PRODUCT BATCH NO: CWDFG
DATE OF MANUFACTURE: 03/APR/2025
= TR

ARFFPRev3 .
CofA Rev 3 EFFECTIVE DATE: 17-Dec-2024
o S ¥ ; CA.IIO %

e e
Visual Yellow film-coated triangle shaped tablets, debossed Yellow film-coated triangle shaped tablets,
| with “XL" on one side and “40” on the other side of the debossed with “XL" on one side and “40” on
tablet the other side of the tablet
Comments: NA
f | fif;
REVIEWED AND APPROVED BY: KZ/ /{/ A
Laboratory O ""‘ /Designate
15 MAY
DATE: / M
PATHEO
QUALITYAssugAucE
14 MAY 2025
me-‘&"""\ .

ACCERTED




PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING
Toronto Reglon Operations (100074-A)
2100 Syntex Court, Mississauga, Ontario
L5N 7K9 Canada

PRODUCT: CABOZANTINIB 40 MG COATED TABLETS (E’U!ROM

CLIENT: EXELIXIS

BULK PRODUCT MATERIAL NO: 3000003084
BULK PRODUCT BATCH NO: CWDFC

MATERIAL NUMBERS:
3000003084, 3000003114 DATE OF MANUFACTURE: 03/APR/2025
ARF BP Rev 2
ColA Ray EFFECTIVE DATE: 22/MAR/2018
S SPECTFICATION RESULTS
| APPEARANCE é i
| Visual Yellow film-coated triangle shaped tablets, debossed Yellow film-coated triangle shaped teblets,
f wxﬂ:"}ﬁ.”onanendund“w”un&uoﬁwsxdeofthe debossed with "XL" on one side and "40" on the |
tablet other side of the tablet. i
IDENTIFICATION Z
(‘I{PLC-UV AND UV Spectram) Conforms to reference standard i Conf
romcv{m) ‘
|CTMLP-2646 95.0% - 105.0% of Label Cleim ‘
3 ; 1 97.6%
2) 97.1%
Avg: 97.3%
\IMPURITIES (HPLC) | £
|CTMLP-2646 @) Individual Unspecified Degradant: NMT 0.2% | ND
ND

Lt L R . VRN WA .. R




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

Toronto Region Operations (100074-A)
2100 Syntex Court, Mississauga, Ontario

CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003084
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CWDFC
3000003084, 3000003114 DATE OF MANUFACTURE: 03/APR/2025
ARF BP Rev 2 '
ComRev: EFFECTIVE DATE: 22/MAR/2018
TEST SPECIFICATION RESULTS
/CONTENT UNIFORMITY (HPLC-UV) ?
|CTMLP-2648 | /Conforms to current USP <905> i
i 1) 99.6%
2). 99.5%
3)| 99.3%
4 98.5%
5 99.3%
6 98.5%
7 99.5%
8) 99.1%
9 100.6%
10y e 101.3%
Avglo= 99.5%
} Acceptance Value:| 2.1
| Stage2 |
; . ) NA
2), NA
3 NA
4) NA
. NA__
6) NA
y NA
8) NA
9 NA
10): NA
1) NA
12)] NA
13) NA
14) NA
15) NA
16). NA
) NA
18) NA
19) NA
20), NA
. - S——




PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING
Toronto Region Operations (108074-A)
2100 Syntex Court, Mississauga, Ontario
LAN 7K9 Canada

CLIENT: EXELIXIS BULK PRODUCT MATERIAL NO: 3000003084
MATERIAL NUMBERS: BULK PRODUCT BATCH NO: CWDFC
3000003084, 3000003114 DATE OF MANUFACTURE: 03/APR/2025
ARF BP Rev 2
CatA oy 2 EFFECTIVE DATE: 22/MAR/2018
IESL SEECIFICATION
'DISSOLUTION (HPLC-UY) ! !
|CTMLP-2647 Meets USP <711> Apparatus 2 ' ! | |
Q= 80% in 15 minutes L1830 48 L0 90
Stage 1, i

D 9% | 98% | 98% | 98% | 98%
2) %% 9% | 9% @ 98% = 9%
3) 9% | 98% | 98% | 98%  98%
4 98% | 98% | 98% | 9% . 99%
5) 98% | 99% | 99% = 100% | 100% |
6) 99% = 100% | 100% = 100%  100% |
Mie 96% | 9% | 9% @ 98% @ 98%

Men 98% | 98% | 98% 9% 9%
Shzci.‘é
$ NA NA  NA  NA | NA

L9 NA : NA G NA | NA | NA
1) NA NA NA NA NA

1) NA NA | NA NA NA
12) NA NA NA NA | NA
Mn] NA = NA NA  NA NA
Max:  NA NA - NA . NA NA

Max, NA | NA  NA | NA  NA
Mesp) WA | NA [ NA [ NA L WA

AT P




PATHEON INC,
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING
Toronto Reglon Operations (100074-A)
2100 Syntex Court, Mississauga, Ontario
L5N 7K9 Canada

PRODUCT: CABOZANTINIB 40 MG COATED TABLETS (EU/ROW)
BULK PRODUCT MATERIAL NO: 3000003084

CLIENT: EXELIXIS

BULK PRODUCT BATCH NO: CWDFC

MATERIAL NUMBERS:
3000003084, 3000003114 DATE OF MANUFACTURE: 03/APR/2025
gggf;‘z _ EFFECTIVE DATE: 22/MAR/2018
ST SPECHCATION 0 —
(Continned) B i i
'CTMLP-2647 ‘Meets USP <711> Apparatos 2 | g
/Q=80%in 15 minutes 4N 30 45 60 %0
“ Stage 3
i 13)) NA NA  NA  NA NA
14} NA NA NA NA NA
15)) NA NA NA NA NA
1) NA | NA NA NA NA
: 177 NA | NA NA NA NA
18) NA NA NA NA NA
19) NaA NA NA NA NA
200 NA NA NA NA NA
2) NA  NA | NA  NA | NA
22) NA NA NA | NA NA
23y NA NA NA | NA NA
24)3 NA NA NA NA NA
f M. NA NA NA NA NA
; . Max  NA NA NA NA NA
g Mem: NA NA NA NA NA
5 %D NA NA _NA | NA | NA




PATHEON INC.
FABRICATION, PACKAGING, LABELING and
FINAL PRODUCT SPECIFICATION TESTING
Toronto Reglon Operations (100074-A)
2100 Syntex Court. Mississauga, Ontario
LN 7K9 Canada

m
PRODUCT: CABOZANTINIB 40 MG COATED TABLETS (EUIROW)

CLIENT: EXELIXIS

BULK PRODUCT MATERIAL NO: 3000003084

BULK PRODUCT BATCH NO: CWDFC

DATE:

MATERIAL NUMBERS:
3000003084, 3000003114 DATE OF MANUFACTURE: 03/APR/2025
ARF BP Rev 2
CofA Rev 2 EFFECTIVE DATE: 22/MAR/2018
_ TEST . SPECIFICATION
MOISTURE BY KF 5
{CTMLP-2649 NMT 3.5%
‘ 1) 2.0%
2) 1.6%
¢ Avg: 1.8%
GTls %
|CTMLP-2712 XL 184-1-1: NMT 24 ppm
I) <3 ppm
2) 3 ppm
Avg: 3ppm
XL 184-1-4: NMT 15 ppm i
I <3 ppm
2) <3 ppm
M!CRQBIAL LIMITS
Ha:mommdUSP%band-cﬁbmdﬁPlﬁ 12 and 2.6.13
(MM-1381)
' Total combined yeasts and molds NMT 100 CFU/g <50 ofu/g
|Absence of P, aeruginosa Absence Absence
| Absence of E. coli Absence Absence
Absence of §. aureus Absence Absence
Absence of Salmonella spp. Absence .  Absence
¢ %j Conmaent: Refer 10 QRY 1042038
REVIEWED AND APPROVED BY: 8 ﬁ//?/ | QUALITY ASSURANCE
o f "
V4 WAY 2025 14 MAY 2025




@ Tjoapack

3asiBienne o cooTBeTcTBHH TpeGoBaHusaM GMP u BeINYCK HA PLIHOK

Knuent

Hucen ®apma CAC

ITponykT, no3upoBka

Ka6omernkce®, TablieTKH, MOKPHITHIE TLIEHOYHOH 000I0YKOH,

40 mr, 30 Tabnerok, ana Mncen Poccus

Koz knuvenra

1056515 Kabometnke 40 mr 30 Tadnerok Uncen Poccus
(He repeynakoBKa)

Tuonak

Homep cepum roToBoro PR112467
NpOYKTa

Cpok rogHocTH 31.03.2029
Aptukyn npouseonurens | 80003888

ITpoussogurens ['JID

ITateon HUuk., 2100 Cunrexe Kopr, Muccucora, Onrapuo, L5SN 7K9,

Kanana. Homep JInuenszun: 100074, Homep GMP: 79100

KonTtpons kauecTBa

ITateon Unk., 2100 Cunrexe Kopr, Muccucora, Onrapuo, L5SN 7K9,

Kanana. Homep JInuenzun: 100074, Homep GMP: 79100

Howmep 3amanus Ha
NPOU3BO/ICTBO

PR112383

AJipec ynakoBuIMKa

Twuoanak Hugepnauac b.B.
Huege [lonk 9, Otren-Jlep, 4879 AC, Hunepnansi

O0beM yrakoBaHHOM
CepHH

250 ynakoBok

Jlannble 06 OTKJIOHEHHSX

JlaHHbIE 0 MOCTYNHMBIIEH
CepHH Ha YHaCTOK
YTIAKOBKH

Homep cepun npoussoautens: CWKZB
BuyTtpennwuit Homep Tuoanak: LT131109
Homep cepuu npousBoauTens: -
BuyTtpennnit Homep Tuoanak: -

Jara ynakoBku:

16 aupaps 2026

Ceprudukanus Yo iHOMo4eHHBIM JTAOM:

HacTosimmm 51 noareepxaio, 4To MpHBeIeHHAs Bbille HHGOPMAaLNa ABIAeTcA JOCTOBEpHOI U TouHo. HacTosmmm s
TIOITBEP3KIAK0, YTO BCE 3TNkl MPOH3BOACTBA (IIPOM3BOACTBO/YNIAKOBKA/KOHTPOJIE Ka4eCTBa/IIPOM3BOACTBO H KOHTPOITh
A®C) npon3BOACTBO M KOHTPOJIb JAHHOM NAPTHH TOTOBOIO MPOAYKTA OBUIH BBITIOJIHEHB! B TIOJIHOM COOTBETCTBHH C
c¢GMP EC n TpefoBaHHsIMH, YKa3aHHEIMH B PErICTPALIMOHHOM J10Che

CTpaHBI/CTPaH Ha3zHAYeHHs. 51 MOATBEPIKIAI0, YTO BLISBIEHHEIE OTKIOHEHHS, €CITH TAKOBBIE HMEFOTCH, OBLITH
paccMoTpeHsl U ycTpaneHsl. Tam, rie 3To NpuMeHMMO, 6€30MacHOCTh

3JIeMEHTBI, yKa3aHHble B cTaThe 54(0) mupekTnBbi 2001/83/EC ¢ BHeCEHHBIMH B Hee MOTPABKAMH, HAHECEHB! Ha
YIAKOBKY B COOTBETCTBHH ¢ J[[MpeKTHROI 0 (hanbcHOUIMPOBAHHEIX IeKapCcTBEHHEIX cpeacTrax (2011/62/EU).

Sl noxTBepk a0, 4TO NaHHAs cepus ObUTA BRINMYIIEHA B cOOTBeTCTBHH ¢ [Ipunoxenuem 16 pykoBoactsa GMP.

Corpyanuk: TIQA/Puk. XennemoHc
Hara: 19.01.2026

3TOT JOKYMEHT OBl CO3/1aH B 3JIEKTPOHHOM BHJIE ¢ MOMOINBIO MTPOBEPEHHOrO Mpoliecca Mocie BhITycKa
MapTHH VnonHOMiotieHHblM munom (YJI).

Tuoanak Hunepnanac b.B.
Huese [lonk 9, Otren-Jlep, 4879 AC, Hunepnanapl
Homep nuuenszuu: 6906F




®Dopma
Ceprudukar Ha cepuio KaGomernke 40 mr CXDFP (RU)
Homep nokymenTa Bepcus Crartyc Hata yTeepxkaeHns
FORM-000094517 — EXE000752185 1,0, Texymas YTREpKIEHO 29 asrycra 2025

CepTudukar Ha cepHio

ITATEOH ®pannus

40, oynseap Hlammape — CS 11006

38307 Bypryun-Xamsé Ienekc

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

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

HaumenoBanue npoaykra (BKiIo4as KABOMETHKC 40 mr 30 .

3(eKTHBHOCTL/aKTHBHOCTD, JO3UPOBKY H
pasMep YyNakOBKH, €CITH MPUMEHHUMO):

HmnopTupyemas U3, eciii IpHMEHHMO: EU/ROW

Cepusi/Homep cepun: CWKZB

Kon: 304019462

Jata npousBocTea: 03 anpens 2025

Cpok rogHocTH: 47 MecsLeR ¢ 1aThl POHU3BOICTRA

OTuet(b1) 00 OTKIOHEHHSAX: Jla O] Her

Hpunoxennsiii ceprudukar ananmza: Ha & Her [ (Ilpenocrasnen [ateon TopoHTo)
Komuvectgo: 5437 enunnig

CepuannzoBaHHBIH MPOLYKT: Ja & Her[d

JononxutensHas uHpOpMaLus, eciiy VYnakogka: 1o 30 TabneTok BMecTe ¢ CHIIHKareseM (3
NPUMEHHMO: KOHTeHHepa ¢ cuITHKaresieM nmo | r kakasii) U nonm GupHLIM

BOJIOKHOM BO l‘]JI[aKOH W3 MOJIUAITHIIEHA BLICOKOH TJIOTHOCTH. |
(hmakoH ¢ MHCTPYKIMEH N0 NPUMEHEHHIO B NAYKY KAPTOHHYIO.
Cpok rogHocTH — 4 rof1a, XpaHUTh PH TEeMIIepaType He BEHIIIE
25°C

bank: CWDDV - CWDFC

ITeperuHas ynakoska: CWDFG

[IpennaznavueH s mocneayomeii yiakoBKu

MOJATBEPKJAEHHUE/3ASIBJIEHUE O CEPTUOUKAILIUHA

HacTosimmm noaTeepkaaeTcs, 9To MPHBEACHHAs Bbillle HHGOPMAaLUs SBIISETCS JOCTOREPHON M TOYHOI.
Hannas cepust mpoaykTa Obila NpOM3BeJeHa, BKJIIOYAs YIIAKOBKY H KOHTPOJIL KadecTsa, [laTteon
ToponTo B 11oJiHOM cOOTBeTCTBHHU ¢ TpeGoBaHuAMH GMP MecTHOrO peryisaTopHoro oprasa, co
cneundukamei, mpeocTasienHoi KimeHToM M ¢ coriacoBaHHeM Tpoliecca M CorJiallieHHeM O
KayecTBe. 3alMcH 0 MPOM3BOJICTBE CEPHH, YITAKOBKE M aHAJIN3aX ObUTH IIPOCMOTPEHBI M HAXOJIATCS B
cooteeTcTBMM ¢ GMP. HMnopT u XpaHeHHe NpoIykTa B COOTBETCTBHH ¢ TpeOOBAHUAMM.

Umniopt, mpoBepka IOKyMEHTALMH H KOHTPOITb MPH MOTyYeHUH ObUTH BBITIOTHEHBI Ha [lateon Bypryun
H COOTBETCTRYIOT TpeOOBaHHAM.

Cepns BeInymiena

L

: .._\‘.“';ir_ “‘. “.\,‘1 {
Tepmo ®umep CaitenTudnk \ -\\‘1\%\‘1 3 '
Konpunenunanso % SOl

—— :____/



:')HEKTPOHHBIQ NOAIMHCH

Howmep nokymenra

Bepcus

Cratyc

JlaTa yTRepxkaeHUs

1,0, rekymas | YTeepxaeHo

29 asrycra 2025

FORM-000094517 — EXE000752185

JIeKTPOHHBbIE NONHCH

ITons3oBaTens | Jarta 3HaueHHe MOJANMUCH
Axcenb Punrpeccu 29 arrycra 2025 V1BepxkaeHo YOIHOMOYEHHBIM JIHLIOM
(moarmcs) 14:05:48 (GMT)

Tepmo ®umep CaiteHTnduk
Kondunenuuansto

Crp.2m32



Howmep: CERT-0518 Homep: HIT Bepena: 1.0 Craryc: YieepskacHo [lara yreepaaenus: 23 mong 2025
KabGomernke , 40 mr — COR - CWKZB

EXELIXIS

CepTHHKaT Ha BBINYCK

Ka6omernkce 40 mr -COR-CWKZB

Homep nokymenra: CERT-0518

Bepcus:
1.0

Jara BcTynnenus B cuiy:
23 wrons 2025

Hanmenoanme nmpo/1ykTa (Kak yKasaHo B J10Che Ha CEPHIO):

Kosmuecrro/Konuenrpauus: | Cepust/KonudecTBo cepHit:

Ilateon ToponTo

KaGomernke (KabosanTunud), tabaerku, 30 wr — XL- 40 mr/ HIT 5437
50247
Cepus npoaykra/Jlot Ne: Jlata npousBocTBa:
CWKZB 03 anpens 2025
VClI0BHA XpaHEHHS TIPOJIYKTa: [] N/A | Perecr/[lata okoHyanus cpoka roJHOCTH: ON/A
CM. KOMMeHTAapHI
KoHTpaKkTHbIH NPOM3BOHTEE: Crnetmdmkarus Dxcemmkcenc No/Bepens: O N/A

Cnenuduranua-0056 8.22.0

Koz(er) konTpakTHOrO 11poaykTa/3akas-Hapsag Ne:

4000005758 / 1141153

Ne ocHOBHO# 3amucH
konTpakTopa/Bepcus:

BOM: 3 Undopmanms Ha stukerke: 2, MHCTpyKLIMH
ynakoBku: 1, Ot6op npo6 roTosoro npoaykra: 2.

Tumn npoxykra (OTMETHTH IPUMEHHMOE):
[ A®H/CyGerannms [ JlexapcTBeHHRIH NPOIYKT
[ Tleppuynas yniakoBka X BropuuHas yrakoBka

Homep cepun nonynpoykra: N/A 2 CEPHIETORTETS: CWDFC ANA
Ne cepun A@C: 2200028 ON/A Jlpyroii Ne cepun/nora: O N/A
O6mas cMech: CWDDV
Ne cepun nepeudHOMN yHaKoBKH: 0O N/A PbiHOK: U N/A
CWDFG EU/ROW
OTknoHeHus
N/A
N/A
N/A
N/A
N/A
®opma: TMP-0109 Bep.2.0 KOH®UJIEHITUAJIBHO

Konus s1oro goxymenra pacnevarana Pepxnna I'pymmon 23 mona 2025




Homep: CERT-0518 Homep: HIT Bepcua: 1.0 Craryc: YTsepkaeno [lata yreepaenus: 23 wions 2025
Kabometnke , 40 mr — COR - CWKZB

EXE Ll}(] S’ | Ceprudukar na ppmyck

Kadomernke 40 mr-COR- CWKZB

| Bepcus: JlaTa BCTYTUIEHHA B CHITY:
Howmep nokymenta: CERT-0518 10 23 mross 2025

HacTosmmM NoATBEPIK/1a€TCA, YTO BhIIEYKA3aHHBIH MPOXYKT ObLT H3rOTOBIEH Ha cooTBeTCTRYIOMEH cGMP
IPOM3BOJICTBEHHOM IUIOMIAKe W TIPOBEPEH B COOTBETCTBHM C IMPUMEHHMBIMH  (hapMaKoneHHbIMH
TpeGoBanuaMH, M  cooTBetcTBYeT CrietMHKAIMK Ha BBIMYCK, W3NoKeHHOH Okcenukcuc. Kommanus
IKCENMKCHC KBaIM(HIMPOBAia BhIIIEYKA3aHHOTO TPOW3BOAMTENA JUIS YKa3aHHOro Tuma npoaykra. Ha
OCHOBaHMH 0030pa JI0Che HA CEPUIO M COOTBETCTBYIOMIEH JOKYMEHTALMH 110 MPOM3BO/ICTBY W HCIBITAHHAM,
CepHA COOTBETCTBYET CrieLM(HUKALIMK M BBITYIIEHA.

Hcroib30BaHuKeE 110 HA3HAYECHHIO:

Kommepaeckoe [ No mmmmteckoro ncenenobanus () Bpak [ Jlpyroe

KommenTapun:

Cpok roanocty: 47 MecsIIeB ¢ JaThkl TIPOM3BOJICTBA

DTOT JOKYMEHT OblT COIrJIacOBaH B HJIEKTPOHHOM CHCTEME.

opma: TMP-0109 Bep.2.0 KOH®HUJIEHITUAJIBHO Crpannua 2 u3 3

Konus a10ro nokymenTa pacneuarana Pemxuna I'pymmon 23 mona 2025



Homep: CERT-0510 Homep: HIT Bepens: 1.0 Crarye: Yeepskaeno [lata yrsepaucaenns: 23 mons 2025
Ka6ometnkc , 40 mr — COR - CXDFP

EXE L’)'(l S’ | Ceprugukar na Boimycxk

Kabomernkc 40 mr-COR- CXDFP

Bepcus: Jlata BCTynieHHs B cHITY:
Howme a: CERT-
PR sl 1.0 23 mrona 2025
UcTopus m3meHeHwmil:
Bepcus | Cotpyamuk Jlarta yTeepxaeHus Hsmenenns
1.0 P.Jloces Cchlsika Ha BIajeNbla JOKYMeHTa HoBblit OKYMEHT

Mopma: TMP-0109 Bep.2.0 KOHOHUJIEHITUAJIBHO

Konus 31oro nokymenta pacniesarana Pexuna Ipymmon 23 mons 2025




HAHNEYATAHO 7 wionn 2025, 15:51
atheon Pernonansnoe noapasaenenne TopoHTo
" 3aronoeok: CepTHGHKAT HA POH3BOACTBO
A REALTINER VIORLE, DELIVERED. ®opma: F-053  Bepcus: 28

COII: OPS 1027
Hara Bcryruienns B cumy: 28 despana 2024

CepTrduKkaT poU3BOCTBA
YeranoBiaeHHbI HoMep anuensun: 100074-A

III)(HHBC;’I[‘E-I(]. VnakosaHo u/uaun NMPOMaApKHPOBAHO Ha:

AHANHINPOBAHO HA:

ITateon k. O ] .
PermonaneHoe ITareon Unk. Iareon Huk. ITareon Unk. [Tareon Unk.
ro/ipasjieneHue Ionpasnenenue [larcon | Pernonansmoe [Monpasnenenue Jlaboparopwus Ilareon
Topouro Vunou noapa3iencHAe Ilareon Yunbu 977 Cenvntopu [paiin
2100 Cunreke Kopt Muccucora, | 111 Konceromepe Toponto 111 Koncniomepce Bepmmnrron, Ontapmo
Onrapuo Jlpaiie Yunobm, 2100 Cunrexe Kopr Jlpaiis Vunou, L7L 5J8
L5T 7K9 Kanana Vcranosnennsii | OnTapuo LIN 575 Muccucora, Onrapuo | Onrapuo LIN 5Z5 Kanana
HoMmep miensun: 100074-A Yeranosnennsiii Homep | LST 7K9 Kanana Kanana

ymnensun: 100074-F

HanmenoBanmne Kabomernke (Kabosantunub), Tabierkn, Ne cepun IMaTeon: 7 i CWKXB
NpoaAYKTA: 40 mr = 30 mr ([”/‘R()W) N cepuu Kan a: He TIPUMEHUMO

Cepnaau3oBaHHbII Ja O Her No perucTpauMoHHOTO VA0CTOBEpPeHNs
NPOAYKT: (NDC, DIN u 1.1.): He npumenumo

KoanuecTBo: 5 437 ¢pnaxonos / 55 kopoGos / 2 Cpeannii Bec TA0JIETKH WIH KANICYbI: He npumenumo
TPAHCIIOPTHBIX Kopoda

4000005758 Creundukaims MaTepralion: 3
Hnudopmanus Ha sTHkeTKe: 2
VYnakoBo9Has HHCTPYKIHA: |

O16op npobsl roToBOTO NMPOAYKTA: 2

2 YIAKOBOYHOI0 Ne cepun

MaTepHaJa: 4000003554 YIAKOBKH: Ne macrepa:

Crenndmkaims Mmatepuanos: 4
Hndopmarms Ha aTHkeTke: 4
YnakopouHas HHCTpYKIHS: 3

Ot6op nmpo6rI roToBOTO NpOIYKTa: 2

3000003084 Ne CWDFC [Tpeccosanue: 7
Ne NPOH3IBOACTREHHOI N ITokperTre mieHOYHOR 060104K0H: 8
NPOH3IBEAEHHOTO cepuu:

MaTepHaia: 3000003074 CWDDV Macrepa

Jlucnienruponanue: 5
I"panysums:9

Hara - 3anoanenne qo 0 202 Cpoxk =
03 anpejn 2025 6 anpesnst 2026
NPOM3BO/CTBA: pe AATHI: e FOAHOCTH:

Apyras
*47 MECHALICB IMOCJIE AaThbl NMNPOU3BOACTBA
nHgopmanns:
.-"Pr =
/ :
/7,
l'j >
f .
| viti =
2 N\ (YU :
\ 1 DGl - /
\ L /
\\
L\
NG
N

KOH®UJIEHIIHAJIBHO S—0Fn=" Crp. 1 w32



HANEYATAHO 7 wons 2025, 15:51

CEPTH®HKAT IMPOU3BOJJCTBA ®opma: F-053  Bepcus: 28

Ne Marepuana: 4000005758 Ne cepun: CWKZB

S HACTOAIUMM rapaHTHPY1O, YTO NpE/ICTaB/ICHHas Bbile HH(OPMALIS ayTEHTHYHA M TouHa. [laHHas cepHs MPOH3Be IeHa,
BKJIIOYas yMAaKOBKY M KOHTPOJIA KayecTBa HAa YKa3aHHBIX BbIle MPOM3BOJACTBEHHBIX TUIOMANKAX B COOTBETCTBHH C
NOKaJIbHbIMH TpebosanuamMu GMP.

3anmMcH O TPOM3BOACTBE, YNAKOBKE M aHATH3e CepHit ObUIM TPOCMOTPEHB M HAiIeHbl COOTBETCTBYIOLHMH
tpeGoBanuam GMP. Ecii npumeniMo, pasbscHeHNe LIS IPHHATEIX OTKIOHEHHSX TPHKPETUIEHO.

Tpebyerca paccienosanne: /la [] Her X

3anodenne: Cepus BbINyIHEHA
CooTBeTcTBYET BCeM CrIELM(HUKALIAAM 110 HHCTPYKIIMAM IS TECTHPOBAHHMS.

Memnne Knna, Cnenpasamcet ciy:k0b1 KadecTsa

" CJIYXKBA OBECITEUEHUS
OJITHCH YITOJTHOMOYEHHOTO JTHIIA
HM3 1 10KHOCTE YITOTHOMOYEHHOTO [IHIA KAYECTBA TTATEOH
(nCieE) 07 mrons 2025
07 wrona 2025 Jlara Beimycka ceprudukara (TTonuce)
BBITIVIIIEHO

KOHOHUJTEHIIMAJIBHO




ITATEOH UHK.
ITpouseoacteo, Ynakoska, Mapkuposka u Beiiyckaroviuii KOHTpOJIb
| Pernonansuoe noapasnenenne Topounro (100074-A)

2100 Cunreke Kopt, Muccuccora, Onrapwo,
L5N 7K9, Kanana
905) 821-4001 "

MPOJYKT: KAFO3AHTHHME 40 MT, TABJIETKH, TOKPBITBIE TUTEHOYHO# OBOJIOYKO# 30
TABJETOK (EU/ROW)
KJMEHT: SKCEJUKCHC Ne MATEPHAJIA FTOTOBOT'O MTPOIYKTA: 4000005758

Ne CEPUM I'OTOBOTO IMMPOAYKTA: CWKZB
JATA IMMPOU3BO/ICTBA: 03 anpens 2025

ARFFPBep. 1 |

Ceprudimkat ananmsa Bep. 2 Jarta Betyruienns B cwny: 18 nexabps 2024
_ _ Hcnertanne Crnemndukanums Pesynsrar
olacaase. | 0 . L ‘ '
BusyansHo | JKentele TabneTkn TpeyToNBHOM
(OpMBI, MOKPBITHIE TTEHOYHOMH (OpMBI, MOKPBITHIE TJIEHOUHOH
o0omoukoif, ¢ rpaBupoBkoii «XL» Ha | o6omodkoi, ¢ rpaBupoBKOif « XLy
o/iHO# cTOpoHe, 1 «40» Ha OpyToii Ha 0JIHO#i cTopoHe, H «40» Ha
i CTOpOHE TabIeTKH. APYTOii CTOPOHE TAONETKH.

KommenTapun: He npumenumo

IpocMoTpero u yTBepHkIeHO; IEKTPOHHAA TTOANNCH
Buna MyTen — Cynepsaiizep — 20 mons 2025 14:59
Hmpan Axxamu — Cornacyronmii — 23 mons 2025 09:14

Crp. lmsl




IMATEOH UHK.
IlpouseoncTso, Ynakoska, MapkupoBka u Beimyckarooumii KoHTpob
PernonansHoe noapaszaesnenue Toponro (100074-A)
2100 Cunrekc Kopt, Muccuccora, Outapmo,
L5N 7K9, Kanana
~(905) 821-4001

MPOJIYKT: KAFO3AHTHHUE 40 MT, TABJIETKH, TOKPBITBIE IMJIEHOYHON OBOJIOYKO¥ 30
TABJIETOK (EU/ROW)

KJIMEHT: 9KCEJHUKCHUC Ne MATEPHAJIA TOTOBOT O TTPOIYKTA: 4000003554

Ne CEPUHU T'OTOBOT' O ITPOAYKTA: CWDFG
JATA TTPOU3BOJACTBA: 03 anpens 2025

ARF FP Bep. 3
Ceprudmkar ananusa Bep. 3 Jara Bctyruienms B cumy: 17 nexabps 2024

Creumdukanms Pesynbrar

BusyansHo XKenteie Tabnetkn TpeyronabHOi Kenteie TabneTkn TpeyroiabHOR
(OPMBIL, MOKPHITHIE TUTEHOYHOM (hOpMBI, MOKPBITHIE IUIEHOYHOM
o6onoukoif, ¢ rpaBipoBkoif « XLy Ha |  ofomnoukoif, ¢ rpasupoBkoi « XLy
0JIHO# cTopoHe, u «40» Ha apyroit Ha ofIHO cTopoHe, u «40» Ha
CTOpOHE TabNeTKH. IpyToii cTopoHe TableTKH.

ITpocMoTpeHo H YTBEpPIKIEHO: IOIITHCEH

( Menemxep KOHTpOJIS KavecTa ) CJIIVKBA
OBECIIEHEHHMA

KAYECTBA ITATEOH
14 mas 2025
(Ioanvcs)
BBITTYIIIEHO

Hara: 14 masa 2025




ITATEOH UHK.

IIpoussoactso, Ynakoeka, Mapkupoeka u Beinyckaronmii KoHTposib
' Pernonansnoe noapasienenne Topouto (100074-A)

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

905) 821-4001

MPOJYKT: KABO3AHTHHHE 40 MT, TABJIETKH, IOKPITBIE ILIEHOYHO#M OBOJIOUKO#

(EU/ROW)

KJIMEHT: 3KCEJIMKC Ne MATEPHAJIA BAJIKA TTPOIYKTA: 3000003084
HOMEPA MATEPHAJIOB: Ne CEPUM BAJIKA IMTPOAYKTA: CWDFC
3000003084, 3000003114 JATA IMTPOU3BOJACTBA: 03 anpens 2025

ARF FP Bep. 2

Ceprudmkar ananmia Bep. 2

Jlata BeTymuienns B cuiy: 22 mapra 2018

Hcrbitanme Creundukanms
Busyansro | JKenTele TabNneTKH TPEYTONBHOMH XKenteie TabNeTKH TPEYTONBHON
(hopMBI, MOKPHITEIE MIEHOYHOI (hopMBI, IOKPBITHIE TIIEHOYHOH
o06o104Koit, ¢ rpaBupoBkoii « XLy Ha | obomoukoil, ¢ rpaBupoBKoif « XL» Ha
onHoii cTopone, u «40» Ha Apyroi OJIHOI cTOpoHe, B «40» Ha ApyTroit
| CTOpPOHE TAOTeTKH. CTOpOHE TabNETKH.
BOXX-V® u YVD-cnek COOTBETCTBYET 3TAJIOHHO
E?TMLP-2646 ™) C'rainapfy. v a1
AETHRROCTR 4 MACE) & .
CTMLP-2646 95,0 % - 105,0 % oT BeIMUMHBI HA
. MapKHPOBKE
97,6%
97,1%
_ 97,3%
iPEMECH @A) e
CTMLP-2646 A) UHIHMBHIOyalLHEIE

HeoTpele/IeHHbIE TTPOIYKThI
pacnana: He Gonee 0,2 %

B) Beero: He Gonee 1,0 %

He obnapyxeHo

He obnapyxeHO

&
|
Q

O

Crp. 1u35



ITATEOH UHK.
IIpor3sBoscTro, Ynakoska, MapkupoBka u Beimyckarommii KoHTposTh
Pernonannnoe noapaszgenenne Toponrto (100074-A)
2100 Cunrexc Kopt, Muccuccora, Onrapwo,
L5N 7K9, Kanana
905) 821-4001

TPOJLYKT: KABO3AHTHHUB 40 MT, TABJIETKH, [TOKPBITBIE

OBOJIOYKOW (EU/ROW) |

KJIMEHT: 3KCEJIMKC

Ne MATEPHAJIA BAJIKA TPOAYKTA: 3000003084

Cepndmkat anamsa Bep. 2

HOMEPA MATEPHAJIOB: Ne CEPUM BAJIKA ITPOJIYKTA: CWDFC
3000003084, 3000003114 JIATA ITPOU3BOJICTBA: 03 anpens 2025
ARF FP Bep. 2

Jlata BcTynnenus B cuny: 22 mapra 2018

Hcnwitanne Cneumdukanms Pesynbrar
CTMLP-2648 CooTBeTcTBYET TeKyleMy m3ganuio dapm.
CILIA <905>
1) 99,6%
2) 99,5%
3) 99,3%
4) 98,5%
3) 99,3%
6) 98,5%
7 99,5%
8) 99,1%
9) 100,6%
10) 101,3%
Cpenn.10: 99,5%
Kputepnit npuemnemocty: 21
Cramusa 2
1) He npumenumo
2) He npumennmo
3) He npumennmo
4) He npumennmo
5) He npumennmo
&) He nprimennmo
g; He npumernmo
9) He npumeHumo
10) He npumennmo
1) He npumeruMo
12) He npumenumo
13) He nmpumennmo
14) He mpumeHnMO
15) He npumeHnMo
16) He npuMeHuMo
17) He npumenumo
18) He nmpumennmo
ég; He npuMeHnMO
Kpurepuii npuemiaeMocTu: pipiieel-i gy




ITATEOH UHK.
ITpoussoacTeo, Ynakoska, MapkupoBka 1 Beinyckaroiinii KOHTPOIb
Pernonannnoe nogpazgenenne Toporrto (100074-A)
2100 Cunrexc Kopt, Muccuccora, Onrapwo,
L5N 7K9, Kanana
905) 821-4001

(EU/ROW) ;
KJIMEHT: 3KCEJIHKC Ne MATEPHUAJIA BAJIKA ITPOAYKTA: 3000003084
HOMEPA MATEPHAJIOB: Ne CEPUM BAJIKA IMTPOJAYKTA: CWDFC
3000003084, 3000003114 JATA ITPOU3BOJACTBA: 03 anpenn 2025
ARF FP Bep. 2
Ceprudukar ananuza Bep. 2 Jlata Bctymnienus B city: 22 mapra 2018
Hcenbitanne Crnenndukanms Pesynbrat
_Pacteopumocth (BIKX-YO) o

CTMLP-2647 CooteerctByeT ®apm.CILA

<711> Anmapar 2

Q = 80 % wuepes 15 MUHYT 15 30 45 60 90

Cragns 1
)| 97% 98% 98% 98% 98%

2) | 96% 97% 97% 98% 99%

. 3| 97% 98% 98% 98% 98%
| 4) | 98% 98% 98% 99% 99%
| 5)| 98% 99% 99% 100% | 100%
6) | 99% 100% 100% | 100% | 100%
MHuH.: 96% 97% 97% 98% 98%
Makec.: 99% 100% 100% 100% | 100%
Cpenn.: 98% 98% 98% 99% 99%

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

7 HIT HIT HIT HIT HIT

8) HIT HIT HIT HIT HIT

9 HIT HIT HIT HIT HIT

10) HIT HIT HIT HIT HIT

11) HIT HIT HIT HIT HIT

12) HIT HIT HIT HIT HIT

MuH.: HIT HIT HIT HIT HIT

Makc.: HIT HIT HIT HIT HIT

Cpenn.: HIT HIT HIT HIT HIT

% RSD: HIT HIT HIT HIT HIT

.3m3 5




ITATEOH HHK.
[TpousBoacTeo, YnakoBka, MapkupoBka U Beinyckarolnii KOHTpoIib
Pernonansnoe noapasaenenne Toponro (100074-A)

2100 Cunreke Kopt, Muccuccora, Onrapmo,
L5N 7K9, Kanana
905) 821-4001

MPOJAYKT: KABO3AHTUHM
(EU/ROW)

0 MT, TABJIETKH, TIOKPBITBIE IJIEHOYHOM OFOJIOUYKO#

KJIMEHT: 39KCEJIUKC

Ne MATEPHUAJIA BAJIKA TTPOJIYKTA: 3000003084

HOMEPA MATEPHAJIOB: Ne CEPUM BAJIKA ITPOJIYKTA: CWDFC
3000003084, 3000003114 JIATA IMTPOU3BOJICTBA: 03 anpeas 2025
ARF FP Bep. 2
Ceprtndukat anamma Bep. 2 Jlata BcTyrnnenus B cuny: 22 mapta 2018
HcnbiTanue Cnemmdukanms Pesynprar
_(IMpogomkenne) o o
CTMLP-2647 CootsercTByeT ®Papm.CIIA
<711> Anmapart 2
Q = 80 % uyepe3 15 munyT 15 30 45 60 90
Craansa 3
13) | HO HIT HIT | HIT | HII
14) | HI HIT HIT | HII | HII
15) | HO HIT HIT | HIT | HII
16) | HII HIT HIT | HIT | HI
I7) | HI HIT HIT | HIT | HI
18) | HI HIT HIT | HIT | HII
19) | HI HIT HIT | HIT | HII
20) | HI HIT HIT | HIT | HIO
21) | HO HIT HIT | HIT | HI
22) | HI HIT HIT | HIT | HII
23) | HII HIT HIT | HIT | HIT
Vo HI | HI | MO | HI | HO
Mire HIT HIT HIT | HIT | HII
Cpemi: % HIT HIT | HIT | HII
% RSD: HIT | HIT | HIT | HI
1) 2,0 %
2) 1,6 %
Cpenn.: 1.8 %
TEHOTOKCUYECKHWE IIPUMECH '
CTMLP-2712 XL 184-1-1: He 6onee 24 ppm
1) <3 ppm
2) 3 ppm
CpeﬂH.l 3 ppm
XL 184-1-4: He 6onee 15 ppm
1)
2)
Cpenn.:




ITATEOH UHK.
IIpoussoacTeo, Ynakoska, Mapkupoeka U Beinyckarommii KOHTpoJib
Pernonansnoe noapasaesenne Toponro (100074-A)
2100 Cuurexe Kopt, Muccuccora, Onrapmo,
L5N 7K9, Kanana
905) 821-4001

NMPOIYKT: KAFO3AHTHHUE 40 MT, TABJIETKH, ITOKPBITBIE IJIEHOYHOI OBOJIOYKOM
(EU/ROW)

KJIMEHT: 9KCEJIMKC Ne MATEPHAJIA BAJIKA TTPOJIYKTA: 3000003084
HOMEPA MATEPHAJIOB: Ne CEPUM BAJIKA TTPOJIYKTA: CWDFC
3000003084, 3000003114 HJATA ITPOU3BOJACTBA: 03 anpeas 2025
ARF FP Bep. 2 ,

Ceprudukar ananmusa Bep. 2 Jlara Bctyrnenns B cwmy: 22 mapta 2018

Henbiranme Cnelmquaunﬂ Pesynprar

] li_annnmn S o
Comacye'rcx ¢ @apm.CIIIA <61>n <62> HEBp Mapm. 2.6.12 u 2.6. ]3 (MM 1381)

Obmee KomH4ecTBO a3po6HBIX

MHUKPOOPraHu3MOB | He 6omee 1000 KOE/r <100 KOE/r
Obmiee KOTMYECTBO IUIECHEBBIX M He 6onee 100 KOE/r <50 KOE/r
IPOXOKEBBIX TPUOOB

OtcytcTBue P. aeruginosa OTtcyTcTRYET OtcyTtcTBYeT
Otcyrersue E. Coli OTtcyrcTRYyeT OTcyTcTByer
OtcyTcTBHe S. aureus OtcyTeTByeT OTcyrteTByer
Orcyreteue Salmonella spp. OtcyTeTByeT OtcyTeTBYET

TTpOCMOTPEHO M YTBEPK/IEHO; MO/ITHCH
( MeHepkep KOHTPONA KauecTsa ) CJIVKBA OBECITEHEHMA
KAYECTBA ITATEOH

14 mas 2025

(IToarmce)

Hara: 14 mas 2025 BBITTVIIIEHO




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
P e e B Ha BBOJ, B rpaxgaHckum odopoT B Poccumnckonm degepauyum cepum nav naptmm MMMyHOdOMOI0rM4eckoro 1eKkapcTBeHHOro
PEAEPAALHAR CAYAREBA T1I0 HAASOFPY npenapaTa, N0 COCTOAHMIO Ha 23.05.2026 11:24»

B COEPE 3APABOOXFPAHEHMA

Tlara suecenust 8 AUC IIpousBoguTens Opranu3anms, Homep Howmep, nara ITncbMma 00
Poc3apaBHaopa Toprosoe HaUMeHOBaHHE (BBIMYCKAIO LA Crpana CBeieHHsI 0 CTaJHSIX MPOH3BOJICTBA HopmaTuBHAasi JOKyMeHTAIHSsI BBINYCTHBIIAS B cepHH, pasperneHHst Ha u3baTuu JIC
P P KOHTPOJIb) rpak IaHCKHH 000poT napTHH HIIII (Homep, nara)

KabomeTukc®; TabieTku,
MOKPHITHIE TICHOYHOM

19.05.2026 obosnoukott 40 mr 30 mr., ITateon @panuusa OpaHuys
¢naxons! (1), mauku KapTOHHBIE/

ITaTeon Uuk., Kanaga (ITpoussogurens (rotosoit JI®));
IMareon Huk., Kanaga (Y makoBmuk/acoBmyUK (B HEPBHUYHYIO
ynakoBKy)); Tuoanak Hupepnanac B.B., Hunepnangst
(VnaxoBmUK/pacoBmMUK (BTOPUUHAS/ TPETUYHAS YIIAKOBKA))

JIT-Ne(008475)-(PI'-RU)-170125 00O "HIICEH" PR112467




