JEPJKABHA CJIYKBA YKPAIHH 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMAX

(Jepsxikcaysxoa)

npocnekt bepecreiicbkuii, 120-A, M. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua Kon €JJPTIOV 40517815

Ne

Ha

BHKOHaHHA

MyHKTY 2.1,

Ha No

Bin

Hep:kaBHa cay:xkb6a YkpaiHu 3 mMUTaHbL
0e3nmeyHOCTi Xap4yoBHX MNPOAYKTIB Ta
3aXHCTY CIIOKHBAYIB

Memopannymy

NMpo TapTHEPCTBO Ta

CHiBpoOITHULITBO MK JlepkaBHOIO CITy:00k0 3 JMIKapChKUX 3aCO0iB Ta KOHTPOIIO 3a
HapKoTHKamu Ta [lepkaBHoro cimyx6ot0 YKpaiHH 3 NMHUTaHb OE3MEYHOCTI XapuoBHX
MPOIYKTIB Ta 3aXMCTy crioxuBauis Bix 14.10.2022 poky Ta 3 METOI iHGOPMYBaHHS Ta

mpOTHIIT

TIOLIMPEHHID HESKICHUX TpenapaTis,

B TOMY YHCII

BCTCPHUHAPHHUX

NpenapariB, DIETHIHUX T00ABOK HANAEMO KOIKO TOBIJOMIIEHb, SIKi HAMIMIIH IO
Hepaknixeiy:k61 B paMKax MXHApPOIHOI B3aeMoii Ta 06MiHy iH(opMaiero:
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Ne | Hazsa Hasga Bupoonuxk/ Hesakicunii abo ganbcudikar

n/ | peryasiropHoro npenaparty/ 3asBHHK

Il | Oprany, 110 HAJlicIaB
TepMiHOBe
MOBiIOMJIEHHSI

1. | MinicTepcTBo KocmeTtuunuii 3aci6 | Beijing INopigomnenHs wiogo BinkNMKaHHS
O0XOPOHH sgopoe’s | Luscious Eyelash & | Charming YpaXKeHoi cepii kocMeTH4HOro 3acody
Kananu Eyebrow  Growth | Cosmetics Co Luscious Eyelash & Eyebrow Growth

Serum Serum, ska MicTUTh He3aleKIapOBaHHii

Reference Number iHrpenieHT - OiMartompoct, aHaor

2024-014491 npocTarnaHiHHy, AKHA BXOOWTH 1O
nepeniky peleNTypHHX Npenaparis.

2. | YnpaBniHHs 3 | Umary Acido | SoloVital IMoBinomneHHs Npo  BiAKAMKAaHHA
xapuoroi npopnykuii i | Hialuronica, KOMIaHi€ro SoloVital ycix cepiii
nikapcekux  3acobie | Suplemento npenapaty Umary Acido Hialuronica,
CILA (US FDA) Alimenticio — 30 Sup]pmpnrn Alimentiria — 3N (‘a:\lntnc Ae

Capletas de 850mg 850mg yepes HAsBHICTh
HEe3a1eKNapOBAHHX KOMIOHEHTIB:
Diclofenac Ta Omeprazole

3. | Ynpasninus 3 | Hard Steel Capsules | Supercore [ToBinomnenus npo BiOKJTHKaHHs!
xap4oBoi nponykuii i | NelO, Ne20, Nel3 Ta | Products komnaHieto Supercore Products Group
nikapcekux  3acobis | Gold Hard  Steel | Group 11 Hard Steel Capsules Nel0, Ne20, Nel3 Tta
CLIA (US FDA) Plus Liquid pinuna Gold Hard Steel Plus Liquid pimuua y

¥ IUIALKAX. TUISWKax uepes HasBHICTH
He3aneksaposaHux peuosuH Sildenafil ta
Acetaminophen.

4, | FAMHP Gynaecologische Lelypharma IlopinoMneHHs npo BiAKIMKAHHA cepii
Reference Number Obletten - CTC | B.V. BETEpEHapHOTO npemnapary
BE/11/2024/03/01 Oblets - CTC 1000

Gynaecologische Obletten - CTC Oblets -

.i-

i':!; MKycTypoB B. B. 08.08.2024 14:27
'- 3FAA9288358EC00304000000075C3900D97DD500
P Ceprudikat aiticuuii 3 13.06.2024 00:00 no 12.06.2026 23:59

/49763 Bix 01.08.2024

Ne(5-3




mg - - Uterol Bolus CTC 1000 mg - - Uterol Bolus 1g
lg tabnerku (MHH tabnerkn  (MHH  chlortetracycline
chlortetracycline hydrochloride) wepes HenpoBeneHHA
hydrochloride) MikpoBionoriaxux BUIPOGYBaHb

naGopatopieto Eurofins Bactimm B.V. y
Hinepnanznax.

5. | Minicrepcto oxoponu | Super Multi® IRON | Natural Factors | IloBinomneHHs WOAO BiKJIMKaHHS Cepii

3nopos’s Kanaou FREE Tabnerku Nutritional npenapaty Super Multi® IRON FREE
Products TabNeTKH Uepe3 MOMIIMBY TMPHCYTHICTH
Reference Number : Limited MeTalleBUX BOJOKOH.

2024-086956

Honarok: Ha 12 apk.

3actynnuk ['oaoBu Wﬁj

)
“ Boaoanmup KOPOJIEHKO

Jhonmuna TOPOBA A/
Carenia OCTAMNYYK IS
044 422-55-04 L’jy (%
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Q" RAPID ALERT NOTIFICATION OF A QUALITY DEFECT/RECALL
IMPORTANT — DELIVER IMMEDIATELY

%

Reference Number

[add letter head of sender]

1.To:
(see list attached, if more than one) .

2. Product Recall Class of Defect: Q) ™ Falsification / Fraud (specify)*

(circle one) Not yet classified, potential class

5. Marketing Authorisation Number; *
4. Product:

Umary Acido Hialuronica, Suplemento
Alimenticio - 30 Capletas de 850mg

6. Brand/Trade Name:
Umary Acido Hialuronica, Suplemento
Alimenticio - 30 Capletas de 850mg

7. INN or Generic Name: N/A

8. Dosage Form: capsules 9. Strength:

10. Batch number (and bulk, if different): 11. Expiry Date:
All lots All lots within expiry

12, Pack size and Presentation: 13. Date Manufactured: *

30-count bottles

14. Marketing Authorisation Holder*: N/A

15. 1 Manufacturer: !

16. Recalling Firm (if different):

Contact Person: Telephone:
P Main Products, Inc.,

15.2 Where the defect is attributed to a Chula Vista, CA

manufacturing site, site where defect Telephone: 619-870-7301
occurred (if different from 15.1): '

Contact Person:

Telephone:

17. Recall Number Assigned (if available):

18. Details of Defect/Reason for Recall: Presence of Undeclared Drug Ingredients: Diclofenac
and Omeprazole.

19. Information on distribution including exports (type of customer, e.g. hospitals): Nationwide
via oniine sales.

20. Action taken by Issuing Authority:

21. Proposed Action: U.S. Food and Drug Administration is monitoring this recall.
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Health Santé Your health and Votre santé et vo"tré L
Canada Canada _ ] Ur priority. sécu;{t_é.‘._notre priorité.

RAPID ALERT NOTIFICATION (FRM-0016) ..,

IMPORTANT — DELIVER IMMEDIATELY

SECTION 1: GENERAL INFORMATION

Notification ® New | Amended

RADAR / Reference Number 2024 -014491 s
Project Human Drug

Risk Classification Type |l

Counterfeit / Fraud / Tampering No

Attachment No N

SECTION 2: ESTABLISHMENT INFORMATION

[A] RECALLING FIRM

Establishment Name Lumi Beauty

Address 5885 Victoria Drive, Vancouver, BC V5P 3W5 -
Contact Name Michelle Dao

Email lumi@itslumi.com Phone |604-396-8818 Fax

[B] MARKET AUTHORIZATION HOLDER

Establishment Name

o

Address
Contact Name
Email Phone Fax
[C] MANUFACTURER / FABRICATOR o [OSAMEAS[A]; E-SAMEAS{B}
Establishment Name Beijing Charmlng Cosmet:cs Co b
Address 501, Unit 2, 4th Floor, Building 1, Yard 4, Changtong road, Chaoyang district, Beijing
Contact Name Miya Wang
Email sale6@fegfactory.com Phone |86-135-2032-5224 Fax
[D] CANADIAN LEGAL CONTACT, . -y o 111 1 SAME AS [A]; LT SAME AS [BJ; LT SAME AS [C]
Establishment Name o
Address
Contact Name
Email Phone Fax

R

l*l

Cana
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Health  Sante Protected.B,
: Canada Canada when completed

SECTION 3: PRODUCT INFORMATION

Product Name Luscious Eyelash & Eyebrow Growth Serum
Brand / Trade Name Luscious Eyelash & Eyebrow Growth Serum 18
INN / Generic Name & Strength |n/A

Market Authorization Number |Not licensed

Dosage Form Liquid i

Batch No Manufacturing Date | Expiry Date Batch No | Manufacturing Date | Expiry Date

20210830  |08-30-2021 08-29-2024

an

Pack Size & Presentation 3mL tube

Date Recall Started (vyyy-Mmm-00)|2024-Jul-11

Depth of Recall O Wholesalers L] Healthcare Establishments | [ Other ——
Retailers End users

Details of Defect / Reason for Recall

Product sold without market authorization (DIN) in Canada. Affected lot contains undeclared ingredient, Bimatoprost,
a Prostaglandin analogue that is listed on the prescription drug list.

SECTION 4: PRODUCT DISTRIBUTION AND ACTIONS TAKEN

Domestic Distribution Yes p—
Foreign Distribution es United States
Actions Taken Monitoring the effectiveness of the company’s recall.

SECTION 5: SIGNATURE

Contact Name |lan Kluchnik

Email ian.kluchnik@hc-sc.gc.ca Phone |204-898-0794 Fax

. . Digitally signed by Kluchnik, lan
Signature Lk e y

: DN: C=CA, 0=GC, OU=HC-SC, CN="Kluchnik, lan" s
| Reason: | am the author of this document b
I Location:
)

Date: 2024.07.15 11:13:58-05'00"
Foxit PDF Editor Version: 12.1.2

RAPID ALERT NOTIFICATION (FRM-0016, V 9) Page 2 of 2

UB Jlep>KIIpoACTIOKUBCITY kK02 e
Nel1.2.3-15/16381 Bin

08.08.2024
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QETIETE I ]

Reference Number
[add letter head of sender]
RRLITTPE " ¢ ]
1. To:
(see list attached, if more than one) N
2. Product Recall Class of Defect: @ 3. Falsification / Fraud {specify)*
Not yet classified, potential class N/A
5. Marketing Authorisation Number: *
4. Product: Umary Acido Hialuronica, s
Suplemento Alimenticio — 30 Capletas de N/A
850mg
6. Brand/Trade Name: .
Umary Acido Hialuronica, Suplemento 7. INN or Generic Name: N/A
Alimenticio — 30 Capletas de 850mg
8. Dosage Form: Capsules 9. Strength: 850mg o
10. Batch number (and bulk, if different): 11. Expiry Date: All lots within expiry
All lots
12, Pack size and Presentation: 13. Date Manufactured: *
30-count bottles T
14. Marketing Authorisation Holder*: N/A
15. 1 Manufacturer:
Contact Person: Telephone: 16. Re_:callmg Firm (if different):
SoloVital
R
15.2 Where the defect is attributed to a Telenhnanes
i ; : (619) 832-1943
manufacturing site, site where defect
occurred (if different from 15.1):
Contact Person:
Telephone: A
17. Recall Number Assigned (if available): TBD
18. Details of Defect/Reason for Recall: Presence of Undeclared Drug Ingredients: Diclofenac
and Omeprazole
19. Information on distribution including exports (type of customer, e.g. hospitals):
https.//www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/solovitalcom-issues-volunta edn|
nationwide-recall-umary-acido-hialuronica-suplemento-alimenticio-
850# : ~:text=Diclofenac%20and¥%200meprazole-
,SoloVital.corn%ZOIssues%ZOVquntagg%20Nationwide%20Reca|I°/0200f%20Uma;y%20Acido%20Hia!u
ronica,Drug%201ngredients%3A°/c20DicI0fenac%20and%ZOOmeQrazole
20. Action taken by Issuing Authority:
RRIaTEEAR ]
21. Proposed Action: U.S. Food and Drug Administration is monitoring this recall.

UB  [Jepxupoacnoxusciyx6a
No11.2.3-15/16381 Biff™™
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22. From (Issuing Authority): 23. Contact Person:
U.S. Food and Drug Administration CDER Recalls
_ Telephone: 301-796-3130
Shiva Shov S 5
24. Signed:  Shahabadi -5 2 2u0? ‘ 25. Date: 26. Time: *

* Information not required, when notified from outside EU.

AR
This is intended only for the use of the party to whom it is addressed and may contain information that is
privileged, confidential, and protected from disclosure under applicable law. If you are not the addressee, or a
person authorized to deliver the document to the addressee, you are hereby notified that any review,
disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized. If you have received this document in error, please notify us by telephone immediately and return
it to us at the above address by mail. Thank you
RIFETE ||
UL
THHE
T |
]
N
a0
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RAPID ALERT NOTIFICATION OF A QUALITY DEFECT/RECALL
IMPORTANT - DELIVER IMMEDIATELY

B ]

Reference Number

[add letter head of sender]

1. To:
(see list attached, if more than one)

" LS
2. Product Recall Class of Defect: Q) 3. Falsification / Fraud (specify)*

(circle one} Not yet classified, potential class

5. Marketing Authorisation Number; *
4. Product:

Hard Steel Capsules & Gold Hard Steel Plus
Liquid

6. Brand/Trade Name: . . Leas
Hard Steel Capsules & Gold Hard Steel 7. INN or Generic Name:

Plus Liquid N/A

8. Dosage Form: Liquid and Capsules 9. Strength: N/A

10. Batch number (and bulk, if different): | 11. Expiry Date: All lots within expiry
BEEREY =1 ]
All lots within expiry

12. Pack size and Presentation: 13. Date Manufactured: *

o Hard Steel Capsules sold in in
single, 10ct, 20ct and 30ct packages.

. Gold Hard Steel Plus Liquid, 2 oz

bottles B Al

14. Marketing Authorisation Holder*: N/A

15. 1 Manufacturer:

LR ST L]
16. Recalling Firm (if different):

Contact Person: Telephone:
P Supercore Products Group Inc.

15.2 Where the defect is attributed to a Telephane: B00-573-5933

manufacturing site, site where defect

occurred (if different from 15.1):
AT ]

Contact Person:

Telephone:

17. Recall Number Assigned (if available): TBD

18. Details of Defect/Reason for Recall: Presence of undeclared Sildenafil and Acetaminophen i

19. Information on distribution including exports (type of customer, e.g. hospitals): Product was
sold worldwide via Hardsteelusa.com.

20. Action taken by Issuing Authority: https://www.fda.qgov/safety/recalls-market-withdrawals-
safety-alerts/supercore-products-group-inc-issues-voluntary-werldwide-recall-hard-steel-
capsules-gold-hard-steel

21. Proposed Action: U.S. Food and Drug Administration is monitoring this recalUB  /epxuponcrioguscryx6a 148

Nel1.2.3-15/16381 Bin

08.08.2024
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LIRS ]

22. From (Issuing Authority): 23. Contact Person:
U.S. Food and Drug Administration CDER Recalls
Telephone: 301-796-3130
i Shiva Shahabadi - poraiy sianedby shiva .
24, Signed: s e | 200 Date: 6. Time: * BT

* Information not required, when notified from outside EU.

This is intended only for the use of the party to whom it is addressed and may contain information that is

privileged, confidential, and protected from disclosure under applicable law. If you are not the addressee, or a

person authorized to deliver the document to the addressee, you are hereby notified that any review,

disclosure, dissemination, copying, or other action based on the content of this communication is not

authorized. If you have received this document in error, please notify us by telephone immediately and return e
it to us at the above address by mail. Thank you

Tosie

]

]

L]

R ]

R

UB  [Jepxupoacnoxusciyx6a
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RAPID ALERT NOTIFICATION (FRM-0016)

IMPORTANT - DELIVER IMMEDIATELY

SECTION 1: GENERAL INFORMATION

Notification ® New [ Amended

RADAR / Reference Number 2024 -086956

Project Natural Health Product

Risk Classification Type Il

Counterfeit / Fraud / Tampering No e
Attachment Yes

[A] RECALLING FIRM  pEvna PR e g e e
Establishment Name Factors Group of Nutrltlonal Companies Inc.

Address 1550 United Boulevard Coquitlam BC V3K8Y2

Contact Name Lone S Jorgensen

Email IJorgensen@factorsgroup com Phone |778-239-6160 Fax

[B] MARKET AUTHORIZATION HOLDER T L0 D SAMES
Establishment Name Natural Factors Nutritional Products Limited

Address 1550 United Boulevard Coquitlam BC V3K6Y2

Contact Name Lone S Jorgensen

Email IJorgensen@factorsgroup com Phone |778-239-6160 Fax

[C] MANUFACTURER / FABRICATOR ‘ SAME AS [A]; L] SAME AS 18]
Establishment Name

Address

Contact Name

Email Phone Fax —
[D] CANADIAN LEGAL CONTACT " [ SAME AS [A]; CI SAME AS [B]; I SAME AS [C]
Establishment Name

Address

Contact Name

Email Phone Fax e gy

Canads

UB  [Jepxupoacnoxusciyx6a
1. 2 3 15/16381 Bif
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Health Sante

Protected B
Canada Canada

when completed

SECTION 3: PRODUCT INFORMATION

q

Product Name Super Multi® IRON FREE
Brand / Trade Name Natural Factors
INN / Generic Name & Strength |see attachment.
Market Authorization Number |NPN 80011269
Dosage Form Tablet
Batch No Manufacturing Date | Expiry Date Batch No | Manufacturing Date | Expiry Date
946533 JA2024 JA2026
IRARLANREE" - |
958713 JA2024 UA2026
955049 JA2024 JA2026
Pack Size & Presentation 180 Tablets and 90 Tablets
Date Recall Started (vyyy-mmM-DD)|2024-Jul-15 ™
Depth of Recall O Who‘lesalers [J Healthcare Establishments | Other
Retailers [0 End users
Details of Defect / Reason for Recall '
Affected lots may contain the presence of metal fibres
s

SECTION 4: PRODUCT DISTRIBUTION AND ACTIONS TAKEN

Domestic Distribution Across Canada; see attachment.

Foreign Distribution

Yes U.A.E; see attachment.

Actions Taken Health Canada will monitor the effectiveness of the company's recall and take additiona

action as needed to mitigate any risks to Canadians.

SECTION 5: SIGNATURE

Contact Name |lan Kluchnik
Email ian.kluchnik@hc-sc.gc.ca Phone |204-898-0794 Fax e
Signature Digitally signed by Kluchnik, lan

DN: C=CA, O=GC, OU=HC-SC, CN="Kluchnik, lan"
Reason: | am the author of this document

Location:

Date: 2024.07.19 09:16:49-05'00'

Foxit PDF Editor Version: 12.1.2

Kluchnik, lan

RAPID ALERT NOTIFICATION (FRM-0016, V 9)

Page 2 of 2
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ackageSize Lo ' Distribution
90 Tablets 946533 CANADA:
PE/ON/MB/BC/AB/NS/QC/SK/NB/NL

FOREIGN COUNTRY:
UAE

958713 CANADA: B
BC/AB/QC/ON/NL/SK/NB/MB/NS/PE
80 Tablets 955049 CANADA:
ON/AB/MB/BC/SK/QC/NS

EARREIT |

RRRE ]

iR

R ]
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* Appendix 2

R ]
IMPORTANT: DELIVER IMMEDIATLY- Rapid alert notification of a Quality Defect/Recall
1. Reference Number BE/II/2024/03/01
2. Recall Number
F b h 2
Add letter head of sender Assigned (if available) RAS/2024/205
-]
3. To: (see list attached, if more than one) | | 4.Files attached?
5. For use in |Veterinary )6 Product recall/class of defect|I] ’7 Reason [Quality defect ‘
I + Product || --Product ] e
i 8. Product 9. Strength 10. INN or Generic name 11. Pack size and Presentation
IGynaecoIogische Obletten Ilg chlortetracycline hydrochloride |ALU/PE or Alu/PVC blisters |
12. Brand/Trade Name 13. Dosage Form 14. Marketing Authorisation Number
Gynaecologische Obletten - CTC Oblets [Taplet BE-V113425 and BE-V489244 (BE) -
- CTC 1000 mg - - Uterol Bolus 2508 (Albania) - 564-4983(V)-2020

(Bangladesh) - FRO2-003-0690/0923 T
BKP-GDAHP (Cambodia) - 4041/1/19, ., -1,
NEBIH ATI and 4041/2/19 NEBIH ATI
(Hungary) - KEMENTAN Ri N°
121107126PKM (Indonesia) -
5/5/10/8696 (Jordan) - VET00341 (Malta)
- 1567.1/13/Vv2 (Morocco) -
323-01-00408-18-001 (Serbia) - DXB-
APH-07-1477090 (UAE) - VMD-22

(Vietnam)
|+ Batch|| - Batch | T
" 15. Batch Number (and bulk, if different) 16. Date manufactured 17. Expiry Date
A -
all batches released since 19/07/2019 for Hungary |Since 19/07/2019 31/03/2027 for Hungary and 30/06/202ﬂ
and 19/07/2020 (other countries)
18. Marketing Authorisation Holder 19, Manufacturer
Name |V.M.D. Name |Lelypharma B.V. T

Adadicae Industrieterrein Berendonck 74, Hoge Mauw 500, 2370

Arendonk, Belgium Address (Zuiveringweg 42, 8243 PZ Lelystad, Netherlands

E-mail [leo.aerden@inovet.eu E-mail

Phone |00324749752 or 003214672051 Phone

20. Recalling Firm (if different) 21, Site where the defect occurred (where the defect is attributed tos

manufacturing site and if different from 19)
Name V.M.D. Name
Addrese Induvstrieterrein, Hoge Mauw 900, 2370 Arendonk, Address
Belgium
E-mail [leo.aerden@inovet.eu E-mail
Phone |00324749752 or 003214672051 Phone e

22. Details of the Defect/Reason for the Recall

Microbiological tests are carried out by the Eurofins Bactimm B.V. laboratory in the Netherlands However, this laboratory is not mentioned
in the registration dossier of the product. According to the registration dossier, Lelypharma is the only registered QC laboratory and is not
uthorised to carry out microbiological tests anymore since June 2020. According to the registered specifications, microbiolgical quality
testing must be carried out at least once a year.

23. Information on Distribution including exports (type of customer, including parallel distribution/importation)

Albania, Bangladesh, Belgium, Cambodia, Hungary, Indonesia, Jordan, Malta, Morocco, Serbia, UAE, Vietnam

24, Action Taken by the Issuing Authority 25, Proposed Action

recall
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26. Issuing Authority

Phone

From (Issuing Authority) |FAMHP

E-mail severine.brasseur@fagg-afmps.be

Contact person |Séverine Brasseur

27. Date/Time

Signature

This s intended only for the use of the party to whom it is addressed and may contain information that is privileged, confidential, and protected from disclosure under applicable law. If
you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. If you have received this dacument in error, please notify us by telephone immediately and return it to us at the above

(£ ]

address by mail. Thank you.

Tk

A

LRREYT "

UB Jlep>KIIpoACcTIOKUBCITY k02

Nell.2.3-15/16381 By

08.08.2024
Gl | LUIRE LT




