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5. VYROCIE ZAVEDENIA
OVEROVANIA PRAVOSTI
LIEKOV V SR |

Bratislava 04. 06. 2024 k Roman Guba
VR SOOL
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Slovenska organizacia pre overovanie liekov
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Narodny verifikacny register
od 5.2.2019 poskytuje svoje
sluzby:

e 2110 Slovenskym lekariam

e 115 000 lekarnam v d’alsich
krajinach EU

* 115 Slovenskym
distributorom lickov

* 4 000 distribatorom z inych
Statov EU

* 320 vyrobcom liekov

- SUKL
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Table 1



				Title				Date Requested		Timezone

				Pack Data Disclosure Report					2024-02-07 13:51:25			Europe/Berlin	

				MAH Id				MAH Name

				xxxxxxxxxxx				SANDOZ PHARMACEUTICALS D.D.	



				Product Code				Product Name

				GTIN: 03838957699988					KLIMICIN 300 MG	



				Product Code		Serialnumber		Batch Id

				GTIN: 03838957699988			11111111111111			MK0484	

				Transaction Time (UTC)		Process Id		Process Name		Event		Return Code		Client Id		New Status		Interface		Organisation Type		User Id

				2024-01-26 12:57:44.88		G120		Dispense single pack		SUPPLIED		NMVS_SUCCESS		NEM		SUPPLIED		WEBSERVICE		Hospital		52-15594929-A0001

				2024-01-26 12:55:47.82		G110		Verify single pack		VERIFIED		NMVS_SUCCESS		NEM		ACTIVE		WEBSERVICE		Hospital		52-15594929-A0001

				2024-01-16 13:25:37.21		G115		Bulk verify packs		VERIFIED		NMVS_SUCCESS		DIST		ACTIVE		WEBSERVICE		Wholesaler		86-22363151-A0001

				2024-01-16 09:33:55.04		G110		Verify single pack		VERIFIED		NMVS_SUCCESS		LEK-BA		ACTIVE		WEBSERVICE		Pharmacy		61-51333150-A0001

				2024-01-16 09:32:06.79		G121		Undo dispense single pack		UNDO SUPPLIED		NMVS_SUCCESS		LEK-BA		ACTIVE		WEBSERVICE		Pharmacy		61-51333150-A0001

				2024-01-16 09:31:40.43		G110		Verify single pack		VERIFIED		NMVS_SUCCESS		LEK-BA		SUPPLIED		WEBSERVICE		Pharmacy		61-51333150-A0001

				2024-01-16 09:30:48.65		G110		Verify single pack		VERIFIED		NMVS_SUCCESS		LEK-BA		SUPPLIED		WEBSERVICE		Pharmacy		61-51333150-A0001

				2024-01-10 11:03:56.21		G120		Dispense single pack		SUPPLIED		NMVS_SUCCESS		LEK-BA		SUPPLIED		WEBSERVICE		Pharmacy		61-51333150-A0001

				2024-01-10 10:49:13.16		G110		Verify single pack		VERIFIED		NMVS_SUCCESS		LEK-BA		ACTIVE		WEBSERVICE		Pharmacy		61-51333150-A0001

				2022-09-09 07:14:27.63		G520		Upload batch and pack data or modify batch data from EU Hub		CREATED		NMVS_SUCCESS		EMVO		n/a		EUWEBSERVICE		EMVO		EUHUBBWEBSERVICE

				2018-12-21 14:06:20.18		G510		Upload product master data from EU Hub		-		NMVS_SUCCESS		EMVO		-		EUWEBSERVICE		EMVO		EUHUBBWEBSERVICE
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INCIDENTY GENEROVANE VO VERIFILKACNOM SYSTEME SK

Incidents per week
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Distrioucia lekarni podia mnozstva incidentov SO0k
7za rok 2023
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[ (52-00606 M A0001)

Procesny incident #99856 (akceptovany)

Spasob rieSenia (3) Podozrenie falzifikatu - balenie lieku nesmie byt' vydané pacientovit

Alert ID Sk-e121936+ R e

Détum vzniku 14.12.2021 13:45
Incident Unknown serial number. (NMVS_NC_PC_02)

- ~ 7
Spracovatel’incidentu (SO0L) | Mgr. Pavol Ondrovie v | Ulofit spracovatela SOOL | fq Is ovq n e h o

Driitel' registracie (MAH) Janssen-Cilag International NV (recepcia@its.jnj.com; emvs.support@its.jnj.com)
Produkt / davka / exspiracia 05909991195137 / KIS0400 / 230831

[ ]
Nazov produktu IMBRUVICA 140 mg hard capsules I I e kU
Sériové Eislo 149217032372
Pouzivatel' NEM/52-0060682-A0001

e zachyteného

Datum uzavretia 16.12.2021 09:18

systémom

Poznamky

Predchadzajiice poznamky
16.12.2021 09:18 the pack of medicine must NOT be dispensed to the patient! (balenie licku nesmie byt' vydané pacientovil)
#200016 Ondrovi¢ Pavol, Mar.

14.12.2021 15:23 the MAH needs more information from the End user. (vyrobca poZaduje viac informdcii od kencového uzivatela)
#22124 MAH admin: Johnson & Johnson, s.ro.  Dobry den, prosime o uloZenie balenia do karantény a zaslanie fotodokumentacie (prosim odfotit’ krabicku zo vietkych stran) na adresu Reklamacie_SK@its.jnj.com

* Tu je ukazka incidentu z nasho SK AMS, kde sa potvrdilo falSovanie balenia vyrobcom.

7

* Prislu§ny MAH reagoval velmi promptne a po konzultacii so SOOL incident eskaloval na SUKL.
n

* SUKL okamZite poslal indpekciu do lekdrne, aby skontrolovala a zabezpe¢ila inkriminoydné balenie.

» Vdaka vC€asnej identifikacii bolo balenie zaistené a zaslané na odborné skimanie.
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