JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Hdepatikciayxda)

npocrnekT bepecteiicekuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha Ne BIJT

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NMPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

Ha BuxonanHs mnyHkty 2.1. Memopanaymy Tpo MapTHEPCTBO Ta
criBpOoOITHULITBO MK [lep:kaBHOIO CiTyK0010 3 JIIKaPChKUX 3aC001B Ta KOHTPOJIO 3a
HapkoTHKaMu Ta Jlep»kaBHOIO ciyk0010 YKpaiHu 3 NUTaHb OE3MEYHOCTI XapyOBUX
NPOAYKTIB Ta 3axucTy crnoxubauiB Bl 14.10.2022 poky Ta 3 MeTo0 iHHOpMyBaHHS Ta
OpOTUIIT TOIIMPEHHIO HESIKICHUX TpemapariB, B TOMY YHCII BETEpUHAPHUX
npenapariB, JIETUYHUX T00aBOK HAJA€MO KOMIi TMOBIIOMJIEHb, SIKI HAIIMILIIA 10
Jepxmikenyx0u B paMKax MXKHApOAHOT B3aeMoIii Ta 00MiHY iHpopMaIri€ero:

Ne | Ha3Ba Ha3zga Bupoonunk/ Hesikicamii a0o
1/ | peryJjsiropHoro npenapary 3asBHMK danbcudikar
Il | Oprany, o HajJicJaaB

TepMiHOBe

MOBiTOMJICHHSA

1. | U.S. Food and Drug | Vitality capsules | One Source | IIpenapar mpoaaeThes K

Administration, Nutrition, Inc., | nietuyna ngobaBka — ane

(FDA) U.S.A. MICTHTh HE3aJIeKJIapOBaHi
dapmaneBTHIHI
iHrpeaienTu (cunaeHadin i
tananadin).

Homartok: Ha 1 apk.

T'osi0Ba Pomaun ICAEHKO

Mapuna OITAHACEHKO
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IMPORTANT - DELIVER IMMEDIATELY
Rapid Alert Notification of a Quality Defect / Recall

Reference Number

[add letter head of sender]

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

2. Product Recall Class of Defect: I 3. Falsification / Fraud (specify)

5. Marketing Authorisation Number:

4. Product: Vitality For use in humans

6. Brand/Trade Name: Vitality 7. INN or Generic Name: n/a

8. Dosage Form: Capsules 9. Strength: n/a

10. Batch number (and bulk, if different): n/a | 11. Expiry Date: n/a

12. Pack size and Presentations: 6-count
bottles and individual packets containing 1 13. Date Manufactured: n/a
capsule.

14. Marketing Authorisation Holder: N/A

16. Recalling Firm (if different):

One Source Nutrition, Inc,

19723 Interstate 30 S, Benton, AR 72015-8024
Telephone:

501-690-4894

Contact Person: Steven Pate

15. Manufacturert:
Contact Person:

Telephone:

17. Recall Number Assigned (if available): Recall not yet classified

18. Details of Defect/Reason for Recall: Marketed without an approved NDA/ANDA: FDA analysis
found the product to be tainted with sildenafil and tadalafil, which are ingredients in FDA approved
products for treatment of male erectile dysfunction in the family of drugs known as
phosphodiesterase (PDE-5) inhibitors. Products containing sildenafil and tadalafil cannot be
marketed as dietary supplements.

19. Information on distribution including exports (type of customer, e.g. hospitals): Nationwide in
the USA.

20. Action taken by Issuing Authority: Firm issued press notification on 02/20/2025 and issued an
updated press on 03/03/2025. Firm issued letters on 02/27/2025.

21. Proposed Action: U.S. Food and Drug Administration is monitoring this recall.

22. From (Issuing Authority): 23. Contact Person:
U.S. Food and Drug Administration CDER Recalls

Telephone: 301-796-3130
24. Signed: 25. Date: 03/05/2025 26. Time:

* Information not required, when notified from outside EU.

T The holder of an authorisation referred to under Article 40 of Directive 2001/83/EC or Article 44 of Directive
2001/82/EC and the holder of the authorisation on behalf of whom the Qualified Person has certified the batch
for release in accordance with Article 51 of Directive 2001/83/EC or Article 55 of Directive 2001/82/EC if
different.

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 te/ephonel' /ﬂmed/ate/y and return

it to us at the above address by mail. Thank you Alepab cyaGa
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JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Hdepatikciayxda)

mpocrnekT bepecteiichkuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha No BiX

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

Ha BuxonanHs mnyHkty 2.1. Memopanaymy Tpo MapTHEPCTBO Ta
criBpOoOITHULITBO MK [lep:kaBHOIO CiTyK0010 3 JIIKaPChKUX 3aC001B Ta KOHTPOJIO 3a
HapKoTHKaMu Ta JlepkaBHOIO ciyk0010 YKpaiHu 3 NUTaHb OE3MEYHOCTI XapyOBUX
NPOAYKTIB Ta 3axucTy crnoxubauiB Bl 14.10.2022 poky Ta 3 MeTor0 iHHOpMyBaHHS Ta
OpOTUIIT TOIMPEHHIO HESIKICHUX TpermapariB, B TOMY YHCII BETEpUHAPHUX
npenapariB, JIETUYHUX T00aBOK HAJAEMO KOMIi MOBIIOMJIEHb, SIKI HAaIIMILIIA 10
Jepxiikenyx0u B paMKax MKHApOAHOT B3aeMoii Ta 00MiHy iHpopMaIi€ero:

Ne | HazBa Ha3ga Bupoonuk/ Hesikichui a0o
1/ | peryJiiTOpHOro npenapary/ 3asBHUK panbcugikar
n | Opramy, 11(1)
HajJicaaB
TepMiHOBe
NOBiIOMJICHHSA
1. | U.S. Food and Drug Lactated Ringers Nova-Tech Inc., | Bussieno CTOPOHHI
Administration Injection, for U.S.A. YaCTOYKH B  iH'€KIIHHOMY
animal use only, MPOIYKTI
5000 mL

Jlomatok: Ha 2 apK.

I'onoBa Poman ICAEHKO

Mapuna OITAHACEHKO
044 422-55-75
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APPENDIX 2

RAPID ALERT NOTIFICATION OF A QUALITY DEFECT / RECALL

IMPORTANT -- DELIVER IMMEDIATELY

Reference Number
[RES 96413

1. To: . ..
(see list attached, if more than one) PIC/S members via US FDA Liaison
IZI. Product Recall Class of Defect: X I 3. Falsification / Fraud (specify)*
(cirdle one) Class | Recall In/a |

: T 5. Marketing Authorisation Number: *
4. Product: La(?tated Ringers Injection, For For use in humans/animals (delete as

Animal Use Only, 5000 mL :
required)

6. Brand/Trade Name: 7. INN or Generic Name: In/a
8. Dosage Form:|Injectable 9. Strength: |5000 mL
10. Batch number (and bulk, if different): | 11. Expiry Date: INOV 2026
12. Pack size and Presentation:|5_-Litef 13. Date Manufactured: * [TBD

14. Marketing Authorisation Holder*: INova-Tech Inc. distributes this unapproved product

15. 1 Manufacturer:

INova-Tech Inc.

Contact Person: |TereSa Grabowski |

Telephone: |+1 (308) 381-8841

15.2 Where the defect is attributed to a
manufacturing site, site where defect
occurred (if different from 15.1):

16. Recalling Firm (if different):

Contact Person: In/a

Telephone:

n/a n/a

Contact Person :I

Telephone: |n/a n/a

17. Recall Number Assigned (if available)=: IRES 96413

18. Details of Defect/Reason for Reca”:IParticuIate in injectable product

19. Information on distribution including exports (type of customer, e.g. hospitals): *

20. Action taken by Issuing Authority:

A class | recall has been initiated.

21. Proposed Action:

U.S. FDA is monitoring this recall. Product was distributed in USA only.
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22. From (Issuing Authority): 23. Contact Personig,th Yowell
U.S. Food and Drug Administration Telephone:|+1(240) 402-5620
24. Signed: 25. DateIMar 3,2025 26. Time: *

* 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 it to us at the above address by mail. Thank you
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JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Hdepatikciayxda)

mpocrnekT bepecteiichkuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha No BiX

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

Ha BuxonanHs mnyHkty 2.1. Memopanaymy Tpo MapTHEPCTBO Ta
criBpOoOITHULITBO MK [lep:kaBHOIO CiTyK0010 3 JIIKaPChKUX 3aC001B Ta KOHTPOJIO 3a
HapKoTHKaMu Ta JlepkaBHOIO ciyk0010 YKpaiHu 3 NUTaHb OE3MEYHOCTI XapyOBUX
NPOAYKTIB Ta 3axucTy crnoxubauiB Bl 14.10.2022 poky Ta 3 MeTor0 iHHOpMyBaHHS Ta
OpOTUIIT TOIMPEHHIO HESIKICHUX TpermapariB, B TOMY YHCII BETEpUHAPHUX
npenapariB, JIETUYHUX T00aBOK HAJAEMO KOMIi MOBIIOMJIEHb, SIKI HAaIIMILIIA 10
Jepxiikenyx0u B paMKax MKHApOAHOT B3aeMoii Ta 00MiHy iHpopMaIi€ero:

Ne | HazBa Ha3ga Bupoonuk/ Hesikichui a0o
1/ | peryJiiTOpHOro npenapary/ 3asBHUK panbcugikar
n | opramy, 110
HaJicJaB
TepMiHOBe
NOBiIOMJICHHSA
1. AGEN~CIA REVOZYN Eurovet Animal | Hesigmosiguicts
ESPANOLA DE 400mg/ml Health B.V., | cnenudikariii 3a moka3HUKOM
MEDICAMENTOSY | suspension Netherland Ha PECYCIHEHIO0BAHICTh T
PRODUCTOS inyectable para Jac JIOCITI IKEHHST
SANITARIOS, bovino CTa0LIBLHOCTI
AEMPS.

JlonaTok: Ha 2 apk.

I'on1oBa Poman ICAEHKO

Mapuna OITAHACEHKO
044 422-55-75

Ml _' H‘h-l" i
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IMPORTANT DELIVER IMMEDIATELY
Rapid Alert Notification of a Quality Defect / Recall

Reference Number : Quality Defect
Alert VDC 3/2025

QUALITY DEFECT RAPID ALERT

1. To: Quality defect rapid aert contacts(see list attached, if more than one)

2. Product Recall Class of Defect:
(circleone): TYPE 11

3. GCounterfeit——Fraud—(specify)*

4, Product:

REVOZYN 400 MG/ML
INYECTABLE PARA BOVINO

SUSPENSION

5. Marketing Authorisation Numbers:
3625 ESP For usein animals

6. Brand/Trade Name:

REVOZYN 400 MG/ML
INYECTABLE PARA BOVINO

SUSPENSION

7. INN or Generic Name: penetamate iodhydrate

8. Dosage Form:

I njectable suspension

9. Strength:

308.8 mg penethamate equivalent to 400 mg of
penethamate iodhydrate

10. Batch number (and bulk, if different):
23F274
24B191
24F053

11. Expiry Date:
May 26

Jan 26

Jun 25

14. Marketing Authorisation Holder: VIRBAC

EUROVET ANIMAL HEALTH B.V.

Handelsweg, 25
Bladel. Noord-Brabant, Netherlands

Contact person (Spain):

E-mail: Carin.del aat@dechra.com

15. Manufacturer: EUROVET ANIMAL HEALTH B.V.

16. Recalling Firm (if different):

18. Details of Defect/Reason for Recall:

The AEMPS was informed by the Marketing Authorisation Holder of a quality defect regarding to an out-of-
specification result in the resuspendability test during a stability study.
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20. Action taken by Issuing Authority: Approved recall by MAH to veterinarian level.

21. Proposed Action: Approved recall by MAH to wholesaler level

22. From (Issuing Authority):

AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS Ramiro Casimiro
SANITARIOS, AEMPS.

Telephone: 34 918225433

Email: rcasimiro@aemps.es

23. Contact Person:

24, Signed: 25. Date: 27 February 2025 26. Time: *
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JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Hdepatikciayxda)

mpocrnekT bepecteiichkuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha No BiX

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

VY nonoBHeHHs 10 nucta Jepxiikeayxou Bix 06.02.2025 Ne 1576-1.1/2.4/17-25
I[0JI0 BETEPUHAPHOTO Jikapchkoro 3aco0y Cylanic Ta Ha BukoHaHHsS TyHKTY 2.1.
MemMmopaHnyMy Ipo MapTHEPCTBO Ta CHIBPOOITHULTBO MiX JlepkaBHOIO ciyk0010 3
JKapChKHUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHUKAaMHU Ta JlepaBHOIO CIIy»K0010 YKpaiHu
3 MUTaHb OE3MEYHOCTI XapyOBHUX MPOAYKTIB Ta 3aXUCTy crokuBauiB Bin 14.10.2022
POKy Ta 3 MeTOI0 1H(OPMYBAaHHS Ta MPOTHAIl MOIIMPEHHIO HESKICHUX IMpenaparis, B
TOMY YHCIl BETEpUHAPHUX TMpernapaTiB, TIETUYHUX J00ABOK HAJAEMO KOMil
MOBI1JOMJICHbB, SIK1 HAIIAIUTH 10 Jep KITiKCy’0u B paMKaxX MI>KHAPOIHOT B3a€EMOJIT Ta
oOMiHY 1H(popMalli€ro:

Ne | HasBa Hassa Bupoonux/ HesikicHuii abo
n/ | peryJsiropHoro npenapary/ 3asiBHUK banscudikar
I | Opramy, 11(1]
HajaicJaaB
TepMiHOBe
MOBiTOMJICHHS
1. | Ingtitute for State Cylanic50mg + | Livisto  Int'l, | 3oBHimHii BUTIISI
Control of 12.5mg, tablets | S.L., Spain TabieTok y Omictepi He
Veterinary for dogs and cats BIJIIIOBI A€
Biologicals and BCTaHOBJICHMM BUMOTaM
Medicines
(USKVBL), Czech
Republic

Honatok: Ha 3 apk.

I'on1oBa Poman ICAEHKO

Mapuna OITAHACEHKO
044 422-55-75
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Appendix 3
Follow-up and Non-urgent Information for Quality Defects
"Confidential. For regulatory authority use only. Mot intended for publication”

¥ 1. National Reference
@ H, Number {when applicabie)

2 ET/ L 30003 |

od [atter haad of Genier 2, Recall Numbar Assigned |USKVELS 1253/ 2025/p00 |

EE

3. Ton {mwea list sftached, ff more tean oney (&1 Bapid Alert Nebwork A.Files attached?|yes

| # Product || - Product |

] |5, Product 6. Strangth 7. TNM or Ganarkc name
HCTLAREC 50 mg + 12.5 mg tablets ®r (sp ma 4+ 12.5 m |
dogs aind cats okl : |
8. Brand /Trade Nama 9. Dosage form 10. Marketing Authorization Number
[ [ratiet lesros 121 |
Batch || - Batch
1.1 11. Batch number [and bulk, if different}
* la3es |
12. Marketing Authorisation Holder 13. Manufacturer
Mame  [Livista [nt'l, 5.L | Marme
Av, Universitat Auldroma, 29 Address
Address |cardanyola del Vallés [Barcelona) DB29D, Spaln :
E-=rmumil pacda Bppi@liveta.com; inma, 2arills@livisio.com E-rmimil
Fhone  |+38 0523 540724, 0034 93 470 62 70 Phone |
14, Subject title

FOLLOW UP of the case: On 04,02, 2025 USKVBL sert BAN Ne. CZAET/L/E30/01 regarding 005 in appearance of VP CYLANTC 50 mg 4+
135 mog tablets for dogs and cate, batch 23E25 and inforrmed alout mitistan of withdrawal aof this batch from the market in the Crech
Republic, WSKWHL tested samples of the same batch which was taken from distrilbuter and found that tested sample does ok compey with
the specification in the approved registration dossier. Parameters 005: pppegrance, asay of smoxicilin, assay and identity of clavilanic
acid and related substances. Related test repart Mo, §17/2025 s attached,

15.Issuing Authority Contacl Parson

From [ Issuing Authority ) Institite for State Control of Veterinary Biclogicals and Medisnes (USKVBL); Czech Republic

Contact Person |_'"' Dabiag, MSc, E-mail |M5@u5um.cz |1l.n.-'|;-,.r‘rlu_-::|9.m.mﬁ..' 13:29
i o — L
; —
Phone 0042072094069 | Signature _ /f

'_;-?
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H ’ INSTITUTE FOR STATE CONTROL OF VETERINARY BIOLOGHCALS AND MEDICINES
v U 5 K Iv B l- Testing Labar#tory Mo, 1119 accredited by Caech Accreditation instiute acoorohng to EN ISOHIEC 170252007
k ) Rl eprvri #H o b OFFICIAL MEDICINES CONTROL LABORATORY @

Hudcova 232/56a, Medlanky, 621 00 Brnio, Crech Republic

= |
oo

o L1219
Test report No.  17/2025 Page 1/2
Mumnber of issues; 2 Issue No. 2 Supplements: 0
Reguest No.: USKVBL/1491/2025/INS Bate of receipt:  21.01.2025 Contract review No.:  17/2025
The sample has been provided by the apphicant. End of anahysis:  11.02.2035
sample dentification:
kiame of sample: CYLAMIC 50/12.5 mg tablets for dogs and cats
Applicant: Inspection Department, USKVEL
Batch No.: 23E3S ' Expire date:  10/2025
Date of manulacture; not specified Quantity of sample: 3 = 100 tbl,
Tests Results specifications accordingto ¥ | SOP (Method of |
=L = determination)
Appearance of tablet light tablets: white to slightly yvefiow, round and | *
dighthy yelionw, round and eomees convex tablet with a cross-shaped
tahlet with a cross-shaped break break line on one side, B mm in
line on one side, 8 mm in diametes | diarmeters
dark tabiets:
brewn motthed [different intensity
and tone), round and conves taklet
with a cross-shaped break line on
one side, & mm in diameter
Thickness light tabkets; 2.40 mm 23-28Bmm -
dark tablets; 2,70 mm
Average tablet weight 106.1 mg 101.5-112.2 mg ® (€L 2.9.5)
Disintegration time light tabbets: afl & tablets max, 15 min, *(fLz291)
disintegrated within 2 min,
dark tablets: all 6 tablets
disintegrated within 7 min.
Resistance to erushing light tabiets: 24 M miax, 50 M *(E12.9.8)
dark tablets; 22 N
identity amowiciliin base canfarm to reference conform to reference * [HPLC)
Assay amoxicillin base light tabkets; 45.9 ma/thl., 47.5-52.5 meftbi, * [(HPLC)
U =298 mg/th,
dark tabdets: 33.5 methl,
U = 4.66 mg/thl.
identity clavulanic acid light tablets: conform to reference | conform to reference " [HPLC)
dark tablets: do not conform to
reference {< LOD)
fszay clavulanic acd light tablets; 12.4 ma/thl, 11,2 -13.1 mestbl, * (HFLE)
U= 066 mgfthl
dark tabiets: = LOD
[LOD = 0.0015 mg/thl.]
G}‘ GSRVEL Pam— +420541 518 210 | ushvbi@uskvbl cz ! 312296410710
621 00 Brno-Medlanky Datova schranka: ra7alpy  www.utkvbl cs U Hgs. S Epsapn iy peypysta
Ceska republika Myl 2.1 0Rd2 g
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ot : INSTITUTE FOR STATE CONTROL OF VETERINARY BIOLOGICALS AND MEDICINES
U 5 K\l’ B L Teating Laboratary Mo 1215 acérediied By Crech Accraditation Instifube scconding to EN ISO/IEC 102 5: 2017
sl il

k ) OFFICIAL MEDICINES CONTROL LABORATORY =
Hudecowa 232/58a, Medlanky, 621 00 Brno, Czech Republic Ao
- L 1218

Page 2/2

Related substances Amoxicillin Any impurity: £ 1% * (HFLC)
Ammoxicillin base/clavelanic Ikt tablets: Total impurities: = 5%
meid unknown highest impurity; 0.24%,
U=0.02%

total Impuritees: 0LBE%, U = 0.05%
dark tablets:

unknown impurities: 4 impurities
over 1.0%, highesl B.81%, U=0.72%
total impurities: 20.39%, U= 1.67%

Clavulanic acid

unknown highest impureity: 0. 76%,
L= 0u06%

total Impuriies: 1.27%, U = 0.10%
datk tablets;

unknown impurities: 3 imparities
owar 1.0%, highest 1.55%,

W=0.13%
total Impurities: 6.38%, U = 0.52% _|
| Microbiglogical testing TAMC: <10 CFU/g TAMC: <2=10* CFU/E S0P 05
of non-sterile products TYMAC; <10 CFU/g TYMC: <2=107 CFU/g
- Enumeration of total visble |absence of E.collin 1 g absence of E.coliin 1 g
mkcrocrganisms and
detection of specified

mitraatganisms

1 apgeroved registration dossier of the marketing authorisation holder, European /Cxech Pharmacoposia, #fc.
" —test Isout of scope of accreditation

Conclusion; The tested sample DOES NOT COMPLY with the specifications in the approved registration dosssier.
Parameters out of specification: appearance, assay of amoxkcillin, assay and identity of clavulapic acid and related
substances,

Broo: 12.02.2005

The person respansible for the analysis: ::;H&:\

FharmOr. Jaroslav Maxa, Ph.D. Authorization: PharmDr. Mgr, Alfbéta Krulicovd, Ph.D.
MWVDr. Paula Novoina Head of OMCL Department

The Eest repost shall sl be raproduced eetept i full, withoud waitten approval of the lebarstery, The tes] results sefate anly to the Bemds esiad
Thie results agply Lo the Smple & ieceied. Dala stated as  Sample identilication® kas Been pronided by the applicant,
e Thig iyl o I TR TOPOFT. e —

v USKVYEL | Hudcowa 232/56a +420 541 518 210 uskybdm pskvb| cx | 31229641/0710
lﬁ. J 621 00 Brno-Medlanky Datowd schranka: ralaipy www. uskvebl cx LE 35- ARt R et A A 0 u it
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JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Hdepatikciayxda)

mpocrnekT bepecteiichkuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha No BiX

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

VY nonoBHeHHs 110 yucta eprxkmikcemyxou Big 26.03.2025 Ne 3304-1.1/2.4/17-25
1010 BeTepuHapHOro Jikapcbkoro 3aco0y REVOZY N Ta Ha BukoHnanHsa nyHkTy 2.1.
MemMmopaHnyMy Ipo MapTHEPCTBO Ta CHIBPOOITHULTBO MiX JlepkaBHOIO ciyk0010 3
JKapChKHUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTHUKAaMHU Ta JlepaBHOIO CIIy»K0010 YKpaiHu
3 MUTaHb OE3MEYHOCTI XapyOBHUX MPOAYKTIB Ta 3aXUCTy crokuBauiB Bin 14.10.2022
POKy Ta 3 MeTOI0 1H(OPMYBAaHHS Ta MPOTHAIl MOIIMPEHHIO HESKICHUX IMpenaparis, B
TOMY YHCIl BETEpUHAPHUX TMpernapaTiB, TIETUYHUX J00ABOK HAJAEMO KOMil
MOBI1JOMJICHbB, SIK1 HAIIAIUTH 10 Jep KITiKCy’0u B paMKaxX MI>KHAPOIHOT B3a€EMOJIT Ta
oOMiHY 1H(popMalli€ro:

Ne | HasBa Hassa Bupoonux/ HesikicHuii abo
n/ | peryJsiropHoro npenapary/ 3asiBHUK banscudikar
1 | Oprany, 11(1)
HajgicJaaB
TepMiHOBe
MOBiTOMJICHHS
1. AGEN~CI A REVOZYN Eurovet Animal | HesigmoigHicts
ESPANOLA DE 400mg/ml Hedlth B.V., | cnenudikariii 3a moka3HUKOM
MEDICAMENTOSY | suspension Netherland Ha pecCyCIeHI0BaHICTh
PRODUCTQOS inyectable para i yac JIOCHIKEHHS
SANITARIOS, bovino CTabIIBLHOCTI
AEMPS.

Jomatok: Ha 2 apK.

TI'oioBa Poman ICAEHKO
Mapuna OITAHACEHKO
044 422-55-75 1
srEANA Sy ¥ E{ATH L ik |||Lii.-\. R R TR R LR
I LR e T Ei
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IMPORTANT DELIVER IMMEDIATELY
Rapid Alert Notification of a Quality Defect / Recall

Reference Number : Quality Defect
Alert VDC 3/2025

QUALITY DEFECT RAPID ALERT

1. To: Quality defect rapid aert contacts(see list attached, if more than one)

2. Product Recall Class of Defect: 3. Counterfeit—/—Fraud—(specify)*
(circleone): TYPE 11

4, Product:

REVOZYN 400 MG/ML  SUSPENSION
INYECTABLE PARA BOVINO

5. Marketing Authorisation Numbers:
3625 ESP For usein animals

6. Brand/Trade Name:

REVOZYN 400 MG/ML SUSPENSION | 7- INN or Generic Name: penetamate iodhydrate
INYECTABLE PARA BOVINO

9. Strength:

308.8 mg penethamate equivalent to 400 mg of
penethamate iodhydrate

8. Dosage Form:

I njectable suspension

10. Batch number (and bulk, if different): 11. Expiry Date:
24F053 May 26
24B212 Jan 26

24B191 Jan 25

23G043 Jun 25

14. Marketing Authorisation Holder: VIRBAC

EUROVET ANIMAL HEALTH B.V.

Handelsweg, 25
Bladel. Noord-Brabant, Netherlands

Contact person (Spain):

E-mail: Carin.del aat@dechra.com

16. Recalling Firm (if different):
15. Manufacturer: EUROVET ANIMAL HEALTH B.V.

UB Mepracakia chyskGa
#1E] .
Yrpaitn 3 Jikapehkns
s LU sacohin Ta KOHTPOm 53
A e panine 1yehe ¥ epadin I.I|A.||MMHMI“H'H"‘"‘“""" Wi
:. MIIIII:I:.III: Ll |III|Ih'\.'I"hIl“II .'QI'_.:l ¥ :_.:|_|_:,=I‘|]a.ul:5{r?mpﬂz HL_..I

ERHET M1400-1,1.2.4/1 7-23 nin 27.03,2
RS KEIL leonsn P M. 2745 9004
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18. Details of Defect/Reason for Recall:

The AEMPS was informed by the Marketing Authorisation Holder of a quality defect regarding to an out-of-
specification result in the resuspendability test during a stability study. Initially, information was received
regarding 3 batches, however, on March 5, a correction of the affected batches was received from the MAH.
Therefore, this aert has been modified.

20. Action taken by Issuing Authority: Approved recall by MAH to veterinarian level.

21. Proposed Action: Approved recall by MAH to wholesaler level

22. From (Issuing Authority):

AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS
SANITARIOS, AEMPS.

23. Contact Person:
Ramiro Casimiro
Telephone: 34 918225433

Email: rcasimiro@aemps.es

24. Signed: 25. Date: 06 March 2025 26. Time: *
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JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Hdepatikciayxda)

mpocrnekT bepecteiichkuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha No BiX

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

Ha BuxonanHs mnyHkty 2.1. Memopanaymy Tpo MapTHEPCTBO Ta
criBpOoOITHULITBO MK [lep:kaBHOIO CiTyK0010 3 JIIKaPChKUX 3aC001B Ta KOHTPOJIO 3a
HapKoTHKaMu Ta JlepkaBHOIO ciyk0010 YKpaiHu 3 NUTaHb OE3MEYHOCTI XapyOBUX
NPOAYKTIB Ta 3axucTy crnoxubauiB Bl 14.10.2022 poky Ta 3 MeTor0 iHHOpMyBaHHS Ta
OpOTUIIT TOIMPEHHIO HESIKICHUX TpermapariB, B TOMY YHCII BETEpUHAPHUX
npenapariB, JIETUYHUX T00aBOK HAJAEMO KOMIi MOBIIOMJIEHb, SIKI HAaIIMILIIA 10
Jepxiikenyx0u B paMKax MKHApOAHOT B3aeMoii Ta 00MiHy iHpopMaIi€ero:

Ne | HazBa Ha3ga Bupoonuk/ Hesikichui a0o

1/ | peryJiiTOpHOro npenapary/ 3asBHUK panbcugikar

n | opramy, 1o
HaJicJaB
TepMiHOBe
NOBiIOMJICHHSA

1. Institute for State REVOZYN RTU | Produlab Pharma | HesignosinuicTs
Control of Veterinary | 400mg/ml Production B.V., | cierudikariii 3a TOKa3HUKOM
Biologicals and Netherlands Ha PECYCIHEHIO0BAHICTh T
Medicines yac JIOCIIIDKEHHS
(USKVBL), Czech CTabUTLHOCTI
Republik

JlonaTok: Ha 2 apk.

I'on1oBa Poman ICAEHKO

Mapuna OITAHACEHKO
044 422-55-75

Ml H"I"--I- T |
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Appendix 2
IMPORTANT: DELIVER IMMEDIATLY- Rapid alert notification of a Quality Defect/Recall
“Confidential. For regulatory authority use only, Mot intended for publication”

= (N YEL 1. Reference Mumbar |EL"HFT.-'1LI'3L"'.11
W
3. Recall Mumbar USKVBL/ 30133025/
d letter hesd of sender Assigned (If avallable) POD
EE =
3. To: (s kit attached,  more B one) IJ;" Ragpid flmrt Hetwmork —].-'H“ Iulﬂ'l“‘q’“ﬂ
5. Por use in Veterinary F Product racall/class :ll'dIiIdIII |7 Raason IQmM-..- defect
1 + Product || = Product |
i, Product 9, Strangth 10. INN or Geniric name 11. Pack size snd Presentation
T 1
REVOZYN RTU 400 ma/mi inl.  lagp mg/mi ' |5..; il |
B[ e
12, BrandfTrade Nama 13, Dozage Form 14, Marketing Auﬂurin‘:hq Mumber
| |5|:|I|.rbhl1 for dispersian fof injectioninfusion |9'ﬁfﬂ'21-’15-': |
; 15, Batch Mumber {and bual, if different) 16, Date mamufactured 17. Expiry Date
1. =]
|24F|.‘-'53 | |H-!:|"25 |
18. Marketing Authorisation Holdar 1%, Manufacturer
Mame  [Eurovet Animal Heslth, BV, Mame |Prcu:|ul-a|h Pharma Productian BV,
Address [Handelswey 75, 5531 AF Bladel, Netherlands Addrass g:ehl;::wm 16, NL=d9415] laamsdonksveer, Moord-
E-mail  (Carn.delaatBdechra.com E-mail
Phona Phone
26, nE,:.._H FIFen {if difterent) 21. Sike where the defect oocurred (where the defect i§ stised © &
manufacturing s2e and it different from 19)
Hame Hama
Addrass Address
E-rmail E-riail
Phone Fhona
12, Details of the Defect/Reason for the Recall —
The ISKVBL was infarmad by the Marketing Authorisation Holder of a quality defect regarding Lo an cut-of-specification limit in the
resuspendability test during & stability study, In the contest of testing of retained sampfes was recently found out, that the bateh 24F053
wis Blso affected by this qualiby defect. Based on communication with distributer in the Crech Republic, we found cut, that this batch was
distributed to the Cech market. - _
33. Information on ullon Ineluding axports of customer, Including parafiel distribution /imporiation]
24, Action Taken by the Issuing Authority 15, Proposed Action
I.qmn:.-.-w recall to end user ey, |F'.&Lall 10 and u=ar level.

Z6. Issuing Authority
Iristitube for State Comtral of Vistersnany  |phao LE]EH Q406
From {hwl-“ﬂ mﬂ'] E}Dlﬂql:m and H’E_IIHJ‘"#F I:UE.;.“HL:I ne | 20720 a3

Contact persan !llrl Dobias, MSC.; Nri Bures DAM (director] ;'? ail |F-l'-5'EU5h"-’B-L-'-T-."
Z7. Date/Time |I}3-I}3. 20251430
UB Jlepakna ciyata

YEpain 3 JiKapChEn
T | sacofin Ta KOHTPOaR 54
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JEP)KABHA CJIYXKBA YKPAIHHU 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Hdepatikciayxda)

mpocrnekT bepecteiichkuii, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https.//www.dls.gov.ua Kox €JIPTIOY 40517815

No Ha No BiX

JepxaBHa ciayk0a YKpaiHu 3 NMTaHb
0e3MeYHOCTi Xap40BUX NPOAYKTIB Ta
3aXHCTY CIOKUBAYiB

Ha BuxonanHs mnyHkty 2.1. Memopanaymy Tpo MapTHEPCTBO Ta
criBpOoOITHULITBO MK [lep:kaBHOIO CiTyK0010 3 JIIKaPChKUX 3aC001B Ta KOHTPOJIO 3a
HapKoTHKaMu Ta JlepkaBHOIO ciyk0010 YKpaiHu 3 NUTaHb OE3MEYHOCTI XapyOBUX
NPOAYKTIB Ta 3axucTy crnoxubauiB Bl 14.10.2022 poky Ta 3 MeTor0 iHHOpMyBaHHS Ta
OpOTUIIT TOIMPEHHIO HESIKICHUX TpermapariB, B TOMY YHCII BETEpUHAPHUX
npenapariB, JIETUYHUX T00aBOK HAJAEMO KOMIi MOBIIOMJIEHb, SIKI HAaIIMILIIA 10
Jepxiikenyx0u B paMKax MKHApOAHOT B3aeMoii Ta 00MiHy iHpopMaIi€ero:

Hassa
Ne|  peryasitopHoro
n opramy, 1o HasBa Bupoonuk/ Hesikicamii a6o
/ HaJici1aB npenapary 3asiBHUK paabcugikar
n TepMiHOBe
NOBIIOMJICHHS
1. | The Therapeutic Orthoplex Bio Concepts | [Ipemapar Moxke MaTH
Goods MagGl Restore | Pty Ltd, | HepiBHOMipHHI PO3MOALIT
Administration 300g; Australia Kajito Hoaumy

(TGA) of Australia
Orthoplex Pure

Children's
Essentials 2509
2. | The Therapeutic | EverNata 60 | Naternal [HrpemieHT kaniro Homus,
Goods capsules Vitamins, 10 BXOJUTH JIO CKJaxy
Administration Austraia npemnapary, €  OuIbII
(TGA) of Australia KPUCTAJIYHUM, HIXK
BU3HAYEHO  TEXHIYHOIO
JIOKYMEHTAIII €10
LN
B lepannns cayahia ¥ epatin 1 alsnpdsiily ndEREPL TR IRLIEE
N N353 ) 13 417,28 i IH Mall.2 ':' H‘h-l" -

X 4 i (R, 2025 - i
e KELL: beoivsn L HIZA 45
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3.| The Therapeutic | Preconception NRC Nutrition

Goods Multi for Women | Pty Ltd,
Administration Australia

(TGA) of Australia

[Ipenapat Mmoxe Maru
HEPIBHOMIPHUIN PO3MOILI
KaJIito Hoau Iy

HNomatku: 11 ¢aiini B €. BUTIISAIL.

I'onoBa Poman ICAEHKO

Mapuna OITAHACEHKO
044 422-55-75
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&s bioconcepts

Bio Concepts Pty Ltd
19A Guardhouse Road,
Banyo, QLD 4014

315" March 2025

CRITICAL [PRODUCT RECALL]

TGA Reference Number: RC- 2025-RN-00362-1
Orthoplex Pure Children’s Essentials 250g and Orthoplex Mag Gl Restore 300g powders

Orthoplex Pure Children’s Essentials 250g powder Aust L 371280 Barcode 9319091978855 -
Batch 43268 Expiry January 2027

Orthoplex MagGl Restore 300g powder Aust L 311634 Barcode 9319091979449 - Batch
42660 Expiry January 2027

Dear Customer,

Bio Concepts, following agreement with the Therapeutic Goods Administration (TGA), is
conducting a product recall of the above products — Orthoplex Pure Children’s Essentials
250g and Orthoplex MagGl Restore 300g powders.

The potentially affected product has been/may have been supplied to your organisation.

What is the problem?

The Risk Assessment completed by the Contract Manufacturer has identified a particle size
problem with potassium iodide which might cause nonhomogeneous blend in the
powder. Calculations show the potential iodine in these products may be low or well in
excess of safety limits for iodine. In mild cases, excess iodine consumption can cause
diarrhoea, burning sensation in the mouth, nausea and vomiting. In severe cases, iodine
poisoning may involve swelling of airways, cyanosis, weak pulse or coma. There is also the
potential for iodine deficiency if the product is lacking the active ingredient. This product
recall has been classified as a critical Class I.

No adverse events have been reported to date.
This product recall does not affect any other batches, expiry dates or pack sizes of Orthoplex

Pure Children’s Essentials or Orthoplex MagGl Restore, or any other Bio Concepts Orthoplex
products.

% Head Office: +61 (007 3848 04599 'r'.ﬁ.li suardhouse Road, Banya QLD 4014, Australla
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&s bioconcepts

The affected batches have been distributed to distributors and customers since the
following dates:

Orthoplex Pure Children’s Essentials 250g: 23" March 2025
Orthoplex MagGl Restore 300g: 27t February 2025

¥4 crthoples "4 orthapier
Pure Children's
Essentials MagGl Restore”
2 - i gy 1470 5 ikl
! l"i.. = | ':.' ] . .-"‘.. . ] .I:I .
il el " Al i

What should you do?

Inspect your stock immediately and quarantine affected stock on hand to prevent further
use:
e Orthoplex Pure Children’s Essentials 250g Aust L 371280 Barcode 9319091978855 -

Batch 43268 Expiry January 2027
e Orthoplex MagGl Restore 300g Aust L 311634 Barcode 9319091979449 - Batch
42660 Expiry January 2027

Please stop consuming these products immediately.

Complete the attached Customer Response form immediately, even if you do not have any
affected stock and return it to info@bioconcepts.com.au so we can reconcile this product
recall.

Return affected stock on hand with the completed response form to your point of purchase.
If this is not possible, please contact Bio Concepts to discuss alternative arrangements on 07

3868 0699.
% Head Office; +61 (0)7 3848 D499 124 Guardhouse Road, Banyo QLD 4014, Australia
& Info@bicconcepts.com.au 1 www bioconcepts.com.au UB AcpRaipaicnanisinynta
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&= bioconcepts

Ensure relevant staff members are informed of this product recall, including all health care
professionals, reception staff, interns and any other applicable staff members.

If you have supplied or transferred any potentially affected product to another facility or
organisation, provide that facility with a copy of this letter immediately.

Place this letter in a prominent position for at least one month.

If you have any health concerns or further questions relating to this product, please contact
Bio Concepts Clinical Support line on 1800 077 113.

Please report any adverse events or complaints to use and the TGA via
https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-

events

Replacement stock

No alternative stock is currently available. Please refer to your point of purchase for a full
refund.

Bio Concepts is working with our contract manufacturer to ensure that these failures in their
quality processes are never repeated and corrective action is implemented immediately.

Thank you for your assistance in helping us to manage this product recall.
Bio Concepts sincerely regrets any inconvenience caused to your organisation.

Michael Osiecki
Managing Director
Bio Concepts

e Head Office; +61 (07 3848 0699 ¥ 19A Guardhouse Road, Banyo QLD 4014, Australia
% info@bicconcepts.com.au 1 www bioconcepts.com.au
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NOT FOR FURTHER DISTRIBUTION

Customer list for Market Action RC-2025-RN-00362-1

As this document may contain commercially sensitive information, please
do not distribute to third parties.

The Sponsor has provided the following customer list to the TGA. For questions
regarding its contents or accuracy, please contact the Sponsor directly.

SUMMARY: 27 facilities in ACT, NSW, QLD, VIC and WA with 20 private individuals
SPONSOR: Bio Concepts Pty Ltd

CONTACT INFORMATION: 1800077 113 - Bio Concepts Contact Clinical Support

State | Customer Suburb

ACT | Kingston Natural Therapies Centre Canberra

NSW | Vitality Natural Grocers Albion Park Rail
NSW | Mr Vitamins Chatswood - "394" Chatswood
NSW | Integria Healthcare (Aust) Pty Ltd Greystanes
NSW | Health Potential Pty Ltd Lemon Tree Passage
NSW | Vitally Mascot

NSW | Vitallly Mascot

NSW | Tiaan Alisia Naturopathy North Sydney
NSW | My Compounding Roselands

NSW | Sutherland Shire Naturopathic Clinic Sutherland
NSW | Life on The Inside Waverley

QLD | Healing Hands Natural Health Centre Eastern Heights
QLD | Perpetual Wellbeing Natural Health Pty Ltd | Graceville

QLD | Living Valley Pty Ltd Kin Kin

QLD | Katrina Ellis Natural Health Centre Kirra

QLD | The Shift Clinic Milton

QLD | Forever Fertile & Noosa Natural Medicine | Peregian Beach
QLD | Natural Health Clinic Toowoomba Toowoomba
QLD | Ariya Health Pty Ltd Townsville

QLD | Far North Qld Nutritionals - Cairns Yungaburra
QLD | Agnes Water Naturopath Agnes Water
Vic Hamish Everard Natural Therapies Pascoe Vale

VIC Melbourne Natural Medicine Clinic South Melbourne
WA | Rener Health Products Canning Vale
WA | Rener Health Products Canning Vale
WA | Lakstins-Adams Natural Health Clinic Canningvale
WA | CH2 Oborne Health Supplies Perth Airport
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LEVEL: Consumer

Australian Government

Department of Health and Aged Care
Therapeutic Goods Admimnistration

CRITICAL RECALL*

CLASS: Class I

REFERENCE: RC-2025-RN-00362-1 DATE AGREED: 1/04/2025

PRODUCT:

ARTG:

SPONSOR:

SPONSOR
CONTACT

INFORMATION:

REASON:

PO Box 100 Woden ACT 2606 ABN 40 939 406 804

Orthoplex MagGlI Restore 300g
Batch: 42660

Expiry Date: January 2027
Product Code: OWMGL

Orthoplex Pure Children's Essentials 250g
Batch: 43268

Expiry Date: January 2027

Product Code: OWPCL

311634 & 371280
Bio Concepts Pty Ltd

1800 077 113 - Bio Concepts Contact Clinical Support

The contract manufacturer has advised that two Bio Concepts Listed
Medicine formulations may have a non-uniform distribution of potassium
iodide.

The Risk Assessment completed by the Contract Manufacturer has
identified a particle size problem with potassium iodide which might
cause nonhomogeneous blend in the powder. Calculations show the
potential iodine in these products may be well in excess of the safety limits
for iodine or lack amount of iodine.

In mild cases, excess iodine consumption can cause diarrhoea, burning
sensation in the mouth, nausea and vomiting. In severe cases, iodine
poisoning may involve swelling of airways, cyanosis, weak pulse or coma.

There is also the potential for iodine deficiency if the product is lacking the
active ingredient.

The affected products have been distributed since February 2025. No
adverse events have been reported to date.

This product recall does not affect any other batches, expiry dates or pack
sizes of Orthoplex Pure Children’s Essentials or Orthoplex MagGI Restore,

or any other Bio Concepts Orthoplex products.
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PROPOSED Customers are to immediately stop using this product and return affected
CUSTOMER stock to place of purchase for a refund. If this is not possible contact Bio
ACTIONS: Concepts Customer Service on 07 3868 0699 to reconcile the recall.

No alternative stock is currently available.
The sponsor is expected to dispatch letters to all affected customers within two business days

of the agreed date. Please do not contact the sponsor for further information unless you
believe that vou have the affected goods and have not received a notification letter.

Product Distribution: 27 facilities in ACT, NSW, QLD, VIC and WA with 20 private individuals

Product export status: New Zealand

Thisinformation has been published in the TGA’ s searchabl e database:
https://apps.tga.gov.au/PROD/DRA C/arn-detail .aspx ?k=RC-2025-RN-00362-1

*For further details about Market Actions, please refer to - https://www.tga.gov.au/safety/market-
actions
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Australian Government

Department of Health and Aged Care
Therapeutic Goods Admimnistration

CRITICAL RECALL*

LEVEL: Consumer CLASS: Class 1
REFERENCE: RC-2025-RN-00366-1 DATE AGREED: 1/04/2025
PRODUCT: EverNatal 60 capsules

Batch number: 43311
Exp: 01/27
ARTG: 447572 - EverNatal
SPONSOR: Naternal Vitamins

SPONSOR 0420972 736 - Naternal Vitamins
CONTACT
INFORMATION:

REASON: The ingredient potassium iodide included in the product was identified by
the manufacturer as being more crystalline than usual which may result in
a potential for a nonhomogeneous blend. This nonhomogeneous blend
could lead to variability in dosing. The variability in dosing could lead to
some units lacking the active ingredient while others may contain
excessive amounts.

Symptoms of iodine poisoning can range from mild to severe, depending
on the level of iodine in the body. Mild symptoms consist of
gastrointestinal upset, nausea, vomiting, and diarrhea, which may
progress to more severe manifestations such as delirium, confusion,
lethargy, and shock.

There is also the potential for iodine deficiency if the product is lacking the
active ingredient.

This batch has been distributed to customers since 17th February 2025.
No adverse events have been reported to date.

This recall does not affect any other batches of EverNatal or any other
Naternal Vitamin products.

PROPOSED Consumers:
CUSTOMER - Stop taking this product immediately
ACTIONS: - Return affected stock to the place of purchase for a refund or email

Naternal Vitamins customer service on recall@naternalv1tam1ns com.au to
Jepwasra ciy#a
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arrange a replacement of affected product.

Wholesalers/distributors:
- Destroy stock and provide evidence of this in the response form for a
refund or replacement.

No alternative stock is available currently. Alternative stock is expected to
be available in approximately 4 weeks from Naternal Vitamins.

The sponsor is expected to dispatch letters to all affected customers within two business days

of the agreed date. Please do not contact the sponsor for further information unless you
believe that you have the affected goods and have not received a notification letter.

Product Distribution: 17 facilities nationally excluding NT, TAS and WA, along with 1615
private individuals nationally

Product export status: New Zealand

This information has been published in the TGA’ s searchabl e database:
https.//apps.tga.gov.au/PROD/DRA C/arn-detail .aspx ?k=RC-2025-RN-00366- 1

*For further details about Market Actions, please refer to - https://www.tga.gov.au/safety/market-

actions
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NOT FOR FURTHER DISTRIBUTION

Customer list for Market Action RC-2025-RN-00366-1

As this document may contain commercially sensitive information, please
do not distribute to third parties.

The Sponsor has provided the following customer list to the TGA. For questions
regarding its contents or accuracy, please contact the Sponsor directly.

SUMMARY: 17 facilities nationally excluding NT, TAS and WA, along with 1615 private
individuals nationally

SPONSOR: Naternal Vitamins

CONTACT INFORMATION: 0420972 736 - Naternal Vitamins

State | Customer Suburb

ACT | The Allergy Centre Canberra

NSW | Essentia Natural Health Bankstown
NSW | Nourishing Apothecary Liverpool

QLD | Maroochydore Whole Life Pharmacy & Healthfoods | Buderim

QLD | The Wholesome Store Burleigh Heads
QLD | Balanced Beings Burleigh Heads
QLD | The Wholesome Store Burleigh Waters
QLD | New Life Midwifery Ipswich

QLD | Noosa Natural Medicine Peregian Beach
QLD | Healing Home and Body Tallai

QLD | The Biomedical Naturopath Tallebudgera
SA Natural Good Life Nangkita

VIC The Otway Wellbeing Centre Colac

VIC Organic Instinct Coolaroo

VIC Superwell Eltham

VIC Corinne Hohenhaus Officer South
VIC Prahran Health Foods South Yarra

NOT FOR FURTHER DISTRIBUTION
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LEVEL: Consumer

Australian Government

Department of Health and Aged Care
Therapeutic Goods Admimnistration

CRITICAL RECALL*

CLASS: Class I

REFERENCE: RC-2025-RN-00363-1 DATE AGREED: 1/04/2025

PRODUCT:

ARTG:

SPONSOR:

SPONSOR
CONTACT

INFORMATION:

REASON:

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 g rx;
Phone: 02 6289 4613 Email: recalls@health.gov.au \ &

Preconception Multi for Women

Batch: 42469

Manufacture Date: January 2025

Expiry: January 2027

Barcode: 0787099780029

Product Code: NPMW60V

457190 - Preconception Multi for Women
NRC Nutrition Pty Ltd

07 5448 2001 - NaturoBest

In one batch of Preconception Multi for Women it was identified that a
new source of potassium iodide used in the manufacturing process had a
larger, more crystalline particle size than specified.

This led to an uneven distribution of iodine in the blend, which may result
in some capsules containing too much or too little iodine.

Potential symptoms of excess iodine (if consumed) may include:

- Burning in the mouth or throat

- Nausea, vomiting, or diarrhoea

- Rapid heart rate or other signs of hyperthyroidism (rare, and primarily in
sensitive individuals)

-In severe cases, iodine poisoning may involve swelling of airways,
cyanosis, weak pulse or coma.

There is also the potential for iodine deficiency if the product is lacking the
active ingredient.

No adverse events have been reported to date.
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PROPOSED CONSUMERS:

CUSTOMER - Stop taking this product immediately.

ACTIONS: -Return the product to the place of purchase for a refund or call the
sponsors customer service line (07 5448 2001) to arrange the return of
affected product and a refund.

WHOLESALERS and DISTRIBUTORS:

- Cease distribution and quarantine the affected batch immediately.

- Notify any downstream customers/ retailers or patients who may have
received the affected product and provide them with a copy of the
sponsors consumer letter which contains the instructions on what to do
with affected stock.

-Further instructions on how to return affected stock are provided in the
customer letters.

The sponsor is expected to dispatch letters to all affected customers within two business days

of the agreed date. Please do not contact the sponsor for further information unless you
believe that vou have the affected goods and have not received a notification letter.

Product Distribution: 18 facilities nationally excluding ACT, NT and TAS along with over 1000
private individuals nationally

Product export status: NZ, UK, US and Malaysia.

This information has been published in the TGA’ s searchabl e database:
https://apps.tga.gov.au/PROD/DRA C/arn-detail .aspx ?k=RC-2025-RN-00363-1

*For further details about Market Actions, please refer to - https://www.tga.gov.au/safety/market-
actions
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Subject: Critical Recall - Preconception Multi for Women (Batch 42469), AUST L 457190,
TGA reference number RC-2025-RN-00363-1

NaturoBest is one of several vitamin and prenatal brands impacted by a problem that
occurred at one of our contract manufacturers.

As a result of this problem, NaturoBest are recalling the Preconception Multi for Women, batch
42469 (expiry: January 2027).

A full refund will be provided.

We understand this may cause inconvenience, but the health and well-being of our customers
is paramount. We also want to assure you that this was not caused by any error on our part,
and no other NaturoBest products or batches are affected.

Details:

The potassium iodide used in this batch was supplied in a larger, crystalline form, which was
not approved for use in existing formulations. This affected the blending process and may have
caused uneven distribution of iodine in the capsules.

As a result, some capsules may contain too much iodine, while others may contain none at
all. Importantly, we have not received any reports of adverse effects.

If you have not had any adverse reaction, it suggests that the capsules you consumed are
unlikely to have contained excess iodine.

Potential symptoms of excess iodine (if consumed) may include:
e Burning in the mouth or throat
o Nausea, vomiting, or diarrhoea

e Rapid heart rate or other signs of hyperthyroidism (rare, and primarily in sensitive
individuals)

e In severe cases, iodine poisoning may involve swelling of airways, cyanosis, weak pulse
or coma.

There is also the potential for iodine deficiency if the product is lacking the active ingredient

What to do:
1. Stop taking this product immediately.

2. Advise if you still have the product and advise by return email that the product has
now been destroyed, your order number and a photo of any remaining stock you
have showing the batch number.

3. Uponreceipt of your email confirmation, we will provide you with a refund.
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This manufacturing issue has been reported to the Therapeutic Goods Administration (TGA) and
we are working closely with them and the manufacturer responsible for this error throughout the
recall process. Our contract manufacturer is updating its internal procedures, including
adding particle size testing to raw material specifications, to ensure this cannot happen again.

We deeply regret this situation. Once again, no other NaturoBest product is affected, and the
issue was caused by a raw material supplied to the manufacturer — not by any faultin our
formulation.

Please report any adverse events or complaints to us on the contact details below and to the
TGA at https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events

If you feel unwell or have any questions, please contact your healthcare practitioner and get in
touch with us at admin@naturobest.com or 07 5448 2001.

NikkiWarren

LR A R e R B
a1, 2- 1T 0B By
(11015 S

oot NHHETH




NOT FOR FURTHER DISTRIBUTION

Customer list for Market Action RC-2025-RN-00363-1

As this document may contain commercially sensitive information, please
do not distribute to third parties.

The Sponsor has provided the following customer list to the TGA. For questions

regarding its contents or accuracy, please contact the Sponsor directly.

SUMMARY: 18 facilities nationally excluding ACT, NT and TAS along with over 1000
private individuals nationally

SPONSOR: NRC Nutrition Pty Ltd

CONTACT INFORMATION: 07 5448 2001 - NaturoBest
State | Customer Suburb
NSW | Healthy Life NSW Auburn
NSW | Clifford Hallam Healthcare Beresfield NSW | Beresfield
NSW | Natural Chemist Brookvale
NSW | Mung Bean Health Charmhaven
NSW | Health Masters Kincumber
NSW | Vitally Mascot
QLD | Clifford Hallam Healthcare BNE Brendale
QLD | Rener Health Supplies Canning Vale
QLD | Livelife Pharmacy Plainland
QLD | Healthy Life QLD Stafford
QLD | Ariya Health Supplies Townsville West End
SA Bayside Pharmacy Glenelg
SA Healthy Life SA Mile End
VIC Clifford Hallam Healthcare Pty Ltd VIC Keysborough
VIC | Jade Dragon Tradional Chinese Medicine Narre Warren South
VIC The Memo South Yarra
VIC Cocoon Acupuncture Traralgon
WA | Healthy Life WA Perth

NOT FOR FURTHER DISTRIBUTION

l\. | |-\.||| Wi

1 II:IIIh'\. I HE mMii

23 ||| | II'| II-I II"‘-

Mal2-1%

I'l"i"--l'I S |

".l. 1] LS
g oo W RN



Distributor Recall Notification Letter

Subject: Critical Recall - Preconception Multi for Women (Batch 42469), AUST L 457190,
TGA reference number RC-2025-RN-00363-1

NaturoBest is one of several vitamin and prenatal brands impacted by a problem that
occurred at one of our contract manufacturers.

As a result of this problem, NaturoBest are recalling the Preconception Multi for Women, batch
42469 (expiry: January 2027).

A full refund will be provided.

We understand this may cause inconvenience, but the health and well-being of our customers
is paramount. We also want to assure you that this was not caused by any error on our part,
and no other NaturoBest products or batches are affected.

Details:

The potassium iodide used in this batch was supplied in a larger, crystalline form, which was
not approved for use in existing formulations. This affected the blending process and may have
caused uneven distribution of iodine in the capsules.

As a result, some capsules may contain too much iodine, while others may contain none at
all. Importantly, we have not received any reports of adverse effects.

If you have not had any adverse reaction, it suggests that the capsules you consumed are
unlikely to have contained excess iodine.

Potential symptoms of excess iodine (if consumed) may include:
e Burning in the mouth or throat
¢ Nausea, vomiting, or diarrhoea

e Rapid heart rate or other signs of hyperthyroidism (rare, and primarily in sensitive
individuals)

e In severe cases, iodine poisoning may involve swelling of airways, cyanosis, weak pulse
or coma.

There is also the potential for iodine deficiency if the product is lacking the active ingredient.

Immediate Action Required:
e Cease distribution of batch 42469 immediately.

¢ Quarantine any remaining stock and advise as soon as possible how many units you
have remaining in stock.
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¢ Notify any downstream customers/retailers provide them with a copy of the consumer
letter where it instructs them to stop sale and use and return stock.
e Complete the customer response form attached.

o Return affected stock and invoice the cost of the freight and returns to NRC Nutrition
Pty Ltd.

This recall has been reported to the Therapeutic Goods Administration (TGA). The manufacturer
is reviewing and strengthening their internal protocols, including implementing particle size
testing as part of raw material specifications to prevent recurrence.

We appreciate your cooperation and swift action to help protect customer safety and uphold
regulatory compliance. Should you require assistance, please contact me.

NikkiWarren
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Wholesale letter

Subject: Critical Recall - Preconception Multi for Women (Batch 42469), AUST L 457190,
TGA reference number RC-2025-RN-00363-1

Dear practitioner,

NaturoBest is one of several vitamin and prenatal brands impacted by a problem that
occurred at one of our contract manufacturers.

As a result of this problem, NaturoBest are recalling the Preconception Multi for Women, batch
42469 (expiry: January 2027).

A full refund will be provided.

We understand this may cause inconvenience, but the health and well-being of our customers
is paramount. We also want to assure you that this was not caused by any error on our part,
and no other NaturoBest products or batches are affected.

Details:

The potassium iodide used in this batch was supplied in a larger, crystalline form, which was
not approved for use in existing formulations. This affected the blending process and may have
caused uneven distribution of iodine in the capsules.

As a result, some capsules may contain too much iodine, while others may contain none at
all. Importantly, we have not received any reports of adverse effects.

If you have not had any adverse reaction, it suggests that the capsules you consumed are
unlikely to have contained excess iodine.

Potential symptoms of excess iodine (if consumed) may include:
e Burning in the mouth or throat
¢ Nausea, vomiting, or diarrhoea

¢ Rapid heart rate or other signs of hyperthyroidism (rare, and primarily in sensitive
individuals)

e In severe cases, iodine poisoning may involve swelling of airways, cyanosis, weak pulse
or coma.

There is also the potential for iodine deficiency if the product is lacking the active ingredient.

Required actions:

e Cease distribution and use of batch 42469 immediately.
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¢ Notify any patients or customers who may have received this product and provide them
with a copy of the attached consumer letter.

e Fillin our customer response form attached stating that the product has been
quarantined and destroyed by yourself and your customer.

This recall has been submitted to the TGA. The manufacturer is reviewing and updating its
internal QA processes, including the addition of particle size testing to relevant raw material
specifications, to ensure this problem does not recur.

We appreciate your support in helping manage this recall. Again, this problem originated with
the raw material supplied to the manufacturer, and no other NaturoBest formulations have
been affected.

Please email admin@naturobest.com if you need assistance or further information.

Nikki Wawren

LR A R e R B
a1, 2- 1T 0B By
(11015 S

sl | (U g {




Naternal

VITAM

2" of April 2025

CRITICAL Recall

TGA Reference Number: RC-2025-RN-
00366-1 [EverNatal 60 capsules: AUST
L 447572
Batch: 43311
EXP: 01/2027
Date: 01/2025

Dear customer,

Naternal Vitamins, following agreement with the Therapeutic Goods Administration (TGA), is
conducting a Recall of the above EverNatal, 60 capsules. Batch 43311; Expiry 01/2027.

The potentially affected product has been supplied to you.
What is the problem?

While no adverse events have currently been reported to either Naternal Vitamins or the TGA,
we have received a Risk Assessment from the Australian manufacturer of the mentioned
batch indicating the below:

e Theingredient potassium iodide included in the product is more crystalline than
usual which may result in variability in dosing

e The variability in dosing could lead to some units lacking the active ingredient while
others may contain excessive amounts

e Due to the potential for variability in dosing all the batch mentioned above
(EverNatal, Batch 43311; Expiry 01/2027) is being recalled to prevent the potential
of consumption of excessive iodine intake.

e |n mild cases, excess iodine consumption can cause diarrhoea, burning sensation in
the mouth, nausea and vomiting. In severe cases, may involve swelling of airways,
cyanosis, weak pulse or coma.

e No adverse events have been reported to date.

e The onset of symptoms can vary but are generally experienced with a few hours of
indigestion.

This Recall does not affect any other batches of EverNataI or any other Naternal Vitamin
products. It is a stand alone incident affect\ )'ral_ﬁpﬂ ,0f EverNatal- on!Vis.. ki ,.,m,.,.,. e
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This batch has been distributed to customers since 17t February 2025.
What should you do?

Stop taking or supplying this product and immediately and quarantine affected stock EverNatal,
60 capsules. Batch 43311; Expiry 01/2027 on hand to prevent further use.

Complete the attached Customer Response form immediately even if you do not have any
affected stock and return it to recall@naternalvitamins.com.au so we can reconcile this recall.

Consumers are to return affected stock to the place of purchase for a refund or email our
customer service on recall@naternalvitamins.com.au to arrange a replacement of affected
product.

Wholesalers/Distributors

Distributors are to destroy stock and provide evidence in the response form of destruction this
for a refund or replacement.

Replacement stock

No alternative stock is available currently. Alternative stock is expected to be available in
approximately 4 weeks from Naternal Vitamins.

For further information please email recall@naternalvitamins.com.au

Please report any adverse events or complaints to us and the TGA via
https://www.tga.gov.au/safety/reporting-problems/reporting-adverse-events

While we sincerely regret any inconvenience or concern this situation has caused, we take
product quality, safety, and efficacy extremely seriously—as we have since our founding in
2021. Throughout these years, we've helped tens of thousands of women access premium
prenatal supplements, and we remain committed to providing exceptional products to our
valued customers going forward.

Customer care and safety are our highest priorities, which is why we took immediate action to
inform you as soon as we were notified of this potential issue.

Thank you for your understanding and continued support. Please don't hesitate to reach out if
we can assist you in any way.

Melanie Nolan

Director, Naternal Vitamins
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