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

mpocnekT bepecreficeknit, 120-A, M. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua Komg €IPTIOY 40517815

No Ha Ne BIJT

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

Ha Buxonanns nyHkty 2.1. Memopanaymy @po NapTHEPCTBO Ta
criBpOoOITHULITBO MK [lep:kaBHOIO CiTyK0010 3 JIIKaPChKUX 3aC001B Ta KOHTPOJIO 3a
HapkoTHKaMu Ta Jlep»kaBHOIO ciyk0010 YKpaiHu 3 NUTaHb OE3MEYHOCTI XapyOBUX
NPOAYKTIB Ta 3aXHCTy croxuBauiB BiJl 14.10.2022 poky Ta 3 MeToI0 iHHOpMYyBaHHS Ta
OpOTUIIT TOIIMPEHHIO HESIKICHUX TpemapariB, B TOMY YHCII BETEpUHAPHUX
npenapariB, JIETUYHUX T00aBOK HAJA€MO KOMIi MOBIIOMJIEHb, SIKI HAIIMILIIA 0
Jepxmikenyx0u B paMKax MXKHApOAHOT B3aeMoIii Ta 00MiHY iHpopMaIri€ero:

Ne | HazBa Ha3ga Bupoonuk/ Hesikichuid a0o
1/ | peryJiTOpHOro npenapary/ 3asBHUK panbcudikar
n | Opramy, 10
HajaicJaB
TepMiHOBe
NOBiIOMJICHHSA
1. | Institute for State Cylanic 50 mg + | Livisto  Int’l, | 3oBHimHIN BUTJIAT
Control of 12.5 mg, tablets | S.L., Spain Tabnerok y OmicTepi He
Veterinary for dogs and cats BIJIMTOBI11a€
Biologicals and BCTAHOBJICHMM BHUMOTaM
Medicines
(USKVBL), Czech
Republic

Jomarok: Ha 5 apk.

I'onoBa Poman ICAEHKO

Mapuna OITAHACEHKO
044 422-55-75

Hepxnpoacnoxusciysx6a
PR ok b2-17/3631 Bin 14.02.2025

%11 06.02.2025
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Appendix 2
IMPORTANT: DELIVER IMMEDIATLY- Rapid

alert notification of a Quality Defect/Recall

“Confidential. For regulatory authority use only. Not intended for publication”

<, USKVBL

\/F
|Add letter head of sender

FE

1. Reference Number |CZ/VET/1/30/01
2. Recall Number USKVBL/1253/2025/
Assigned (if available) (POD

Attach file I

i 3. To: (see list attached, if more than one) IrAII Rapid Alert Network

4.Files attached?|Yes

5. For use in [Veterinary

9. Strength

]6. Product recall/class of defect

10. INN or Generic name

I

Quality defect

11. Pack size and Presentation

50 mg + 12.5 mg

|1o x 10 tablets

13. Dosage Form

14, Marketing Authorisation Number

‘Tablet

|

196/05 1/21-C

Cylanic 50 mg + 12.5 mg

f+ ProductJ[ - Product ]
tablets for dogs and cats
15. Batch Number (and bulk, if different)

16. Date manufactured

17. Expiry Date

8. Product
1
12. Brand/Trade Name
23E25 |

1.1[

—‘10/2025 ‘

18. Marketing Authorisation Holder

Name Livisto Int'l, S.L.

| Av. Universitat Autonoma, 29, Cerdanyola del Vallés
Address | g celona) 08290, Spain

E-mail |paola.filippi@livisto.com; inma.zorrilla@livisto.com
fPhone +39 0522 640724; 0034 93 470 62 70

20. Recalling Firm (if different)

Address

E-mail

Phone

22, Details of the Defect/Reason for the Recall

19. Manufacturer

Address

E-mail

Phone

21. Site where the defect occurred (where the defect is attributed to a
manufacturing site and if different from 19)

Address

E-mail

Phone

was taken from distributor and found the same quality defect. PHOTO

USKVBL received report from veterinarian including photos - appearance of some tablets in blister (mainly in the left side) is different
(spotted various shades of brown), which is out of specification and probably is connected with influence of humidity. The influence of
humidity is connected with efficacy (mainly Clavulanic Acid degradation). PHOTO Nr.1. USKVBL tested samples of the same batch which

Nr.2.

23. Information on Distribution including exports (type of cust

omer, including parallel distribution/importation)

24. Action Taken by the Issuing Authority

25. Proposed Action

Batch 23E25 withdrawal from the market in the Czech Republic to the
level of veterinarians and users (breeders),

Batch 23E25 withdrawal from the market to the level of
veterinarians aVr)d< users (breed_er;)._ ﬁ

26. Issuing Authority

Institute for State Control
of Veterinary Biologicals and Medicines
(USKVBL)

From (Issuing Authority)

Phone ‘00420720940693

Contact person [Jiri Dobias, MSc.; Jiri Bures, DVM (director)

RAS@USKVBL.CZ

:

Signature

27. Date/Time |04.02.2025 / 9:00
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Nel576-1.1/2.4/17-25 Bix 06.02.2025 N"“ 2 17/3631 BIZ
2 KEIT: Icacuko P. M. 06.02.2025 11:46
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JEPKABHA CJIYKBA YKPAIHU 3 JTIKAPCHKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH

(Hep:kiikcayxda)

npocnekT bepecreiicekuii, 120-A, M. Kuis, 03115, ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua, Kog €IPIIOY 40517815

BiJ

Ha Ne BIJI

JepxaBHa ciay:k0a YKpaiHu 3 NUTAHb
0e3MeYHOCTi Xap4YoBHX NPOAYKTIB Ta
3aXHCTY CIIOKUBAYiB

Bignosigno 1o Memopanaymy Ipo MapTHEPCTBO Ta CHIBPOOITHUIITBO MIXK
HlepxaBHOIO CiIy)K0010 VYKpaiHM 3 JKapChKUX 3ac0o0iB Ta KOHTPOJIO 3a
HapKOTHKaMHu Ta JlepkaBHOIO CiIy)0010 YKpaiHu 3 MUTaHb 0€3MEYHOCTI XapUOBHUX
NPOAYKTIB Ta 3axucty cnoxuBadiB Big 14.10.2022, Jepxkiikcnyx0a Hamae
iH(pOpMaIliI0O TOJ0 HE3aPEECTPOBAHMX, BBE3CHUX HA TEPUTOPII0 YKpaiHU 3
MOPYIICHHSIM BUMOT 3aKOHOJIaBCTBA, HESIKICHUX Ta (PaibcH(PiKOBAHUX JTIKAPCHKUX

3aco0iB, 00Ir sKuUX OyJ0

3a00pOHEHO  BIAMOBIIHUMH  PO3MOPSIKECHHIMU

Hepxmikemyx6u 3a mepiog 3 01.07.2024 — 31.12.2024.
Honatok: y ¢popmati Excel Ha 22 apk.

3actynHuk I'ostoBH

Katepuna [IPOHSEBA, (044) 422 55 76

Boaogumup KOPOJIEHKO

" KOHTpOJ'I}O 3a HapKOTP[KaMPI . :
2 No587-1.1/2.2/17-25 Bix 17.01.2025 Nell.2-17/3631 it

KEII: Koponenko B. B. 17.01.2025 14:41

; ;@., 14.02.2025
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