Honartok 1

1o [lopsiaky BCTaHOBIEHHS 3a00pOHH
(TUMYacoBOi 3a00POHHM ) 1 BUITYUECHHS 3
00Iry JiKapchKUX 3ac001B HAa TEPUTOPIT
Ykpainu

(miamyHKT 2 MyHKTY 2 po3ainy II)

TepminoBe noBinomJieHHsI PO HedeKT AKOCTI/BiTKINKAHHS

(opran /Iep>xaBHOTO KOHTPOJIIO)

JoBinkoBuii HOMep
UKR/_ /20 | | _

Bin: opran nep:xaBHOTO KOHTPOJIIO:

1. lo: Cniucok HaBe[eHO y J0AaTKYy.

2. Knac nedexry sikocTi:

3. -

4. Jlikapcekuii 3acio:

5. Homep peectpartii

6. ToproeenpHa Ha3Ba:

7. (MHH)
HEIIaT€HTOBAaHAa Ha3Ba.

8. Jlikapchka opma: -

9. Cua nii:

10. Homep cepii (and bulk, if different):

11. Tepmin aii:

12. Po3mip ynakoBKH Ta KiJIbKIiCTb:

13. Jlara BupoOHHIITBA:

14. BnacHuk peectparii:

15. BupoOHuK:

16. HaliMmenyBaHHs opraHizaiiii,
YCTaHOBH, MIAIPUEMCTBA, 1110
3IIHCHIOE BIOKJIMKAHHS

17. Homep pimteHHs mpo 3a00pOoHY:

MixHapoaHa
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18. [derani nedexty sKocTi:

19. Indopwmartist po AUCTPUOYITIFO, BKITIOUAIOYH €KCIOPT 13 3a3HaYCHHSIM KaTeropii
CTIOXKUBayYa.

20. 3axoau, BKUTI OPraHOM JIEPKABHOTO KOHTPOJIIO .

21. 3axoau, 110 TPOITOHYETHCS BXKUTH -

23. Ilpi3Buuie ta
IHII{1aJIA KOHTAKTHOT
22. OpraH Jiep»KaBHOTO KOHTPOJIIO . ocoou:

Tenedon: +380__ -

Email:

24. TTignuc:

25. JlaTa 26. Yac:
/120

BrnacHuk 103B0JIy Ha MapKETHHT JIKapchKoro 3aco0y, 3a3naueHoro y crarri 40 Jupexrtusu 2001/83/€C abo cratri 44
Hupexrusu 2001/82/€C, Ta BacHUK J03BOJTy Ha MapKETHHT JIIKapChKOTO 3aco0y, BiJl iMEHi SIKOr0 yIOBHOBa)kKeHa 0coda
ceprudikyBana cepiro sl BHITycKy BimmoBigHo mo crarti 51 [upexrusu 2001/83/€C abo crarri 55 IupextuBu
2001/82/€C, sKi110 BOHU Pi3Hi.

Le#t JOKyMEHT NpU3HAYCHUIA JIUIIIE ISl BAKOPUCTAHHS CTOPOHOIO, SIKiii BiH aJpECOBAHUIA, 1 MOYKE MICTHTH 1H(POPMAILitO,
sKa € IPUBLICHOBAHOI0, KOHDIICHIIIMHOI Ta 3aXHUIIEHOIO BiJl PO3TOJIOIICHHS BIAMIOBIHO 1O YHUHHOTO 3aKOHO/IaBCTBA.
Skuio BU HE € agpecaTtoM abo 0co000, YIIOBHOBAXKEHOIO JOCTABUTH JOKYMEHT aipecary, MM MOBIIOMIIIEMO Bac, L0
Oyab-sIKM TIepersisn, PO3KPHUTTS, TOIIUPEHHS, KOMIIOBAaHHSA 4YM IHII Jii Ha OCHOBI 3MICTy LBOTO MOBLIOMIICHHS
3a00poHeHi. SIKIo BM OTpUMalM Iiedl JOKYMEHT MMOMMJIKOBO, Oy/Jb JlacKa, HEraiHO MOBiIoMTe Hac TeledOHOM Ta
TIOBEPHITH HOTO HAM Ha BHIIIEBKA3aHYy aJpecy MomToro. gaKkyemo.
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3

Important — deliver immediately
Rapid Alert Notification of a Quality Defect / Recall

Reference Number
UKR/ /20 / |

From: State Service of Ukraine on Medicines and Drugs Control (SMDC)

1. To: See list attached.

2. Product Recall Class of Defect: 3. -

_ 5. Marketing Authorisation Number:

4. Product: .
For use in humans

6. Brand/Trade Name: 7. INN or Generic Name:
8. Dosage Form: - 9. Strength:
10. Batch number (and bulk, if
different): 11. Expiry Date:
12. Pack size and Presentation: 13. Date Manufactured:
14. Marketing Authorisation Holder:
15. Manufacturer: 16. Recalling Firm (if different):

17. Recall Number Assigned:

18. Details of Defect:

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

20. Action taken by Issuing Authority:

21. Proposed Action:

22. From (Issuing Authority): 23. Contact Person:

Telephone: +380 - -

Email:
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24. Signed: Proniaieva

25. Date 00/00/2026 26. Time: 00.00
Kateryna

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 Atrticle 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 telephone immediately and return it to us at the above address by mail. Thank you




