
5. VÝROČIE ZAVEDENIA 
OVEROVANIA PRAVOSTI 

LIEKOV V SR

Roman Guba
VR SOOL

Bratislava 04. 06. 2024





FALSIFIED MEDICINES DIRECTIVE





Národný verifikačný register 
od  5.2.2019 poskytuje svoje 
služby: 

• 2 110  Slovenským lekárňam 
• 115 000 lekárňam v ďalších 

krajinách EÚ
• 115 Slovenským 

distribútorom liekov  
• 4 000 distribútorom z iných 

štátov EÚ
• 320 výrobcom liekov
• ŠÚKL

V SK registri je 
• 745 miliónov balení 
• 110 miliónov balení  je 

ročne deaktivovaných
•  register je dostupný 365 

dní v roku, 24 hodín 
denne 

• Reakčný čas okolo 30ms

EÚ-HUB
(EMVO)

Pan-Európsky
Verifikačný

Systém 
Liekov



Title Date Requested Timezone
Pack Data Disclosure Report	 2024-02-07 13:51:25	 Europe/Berlin	

MAH Id MAH Name

Product Code Product Name

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 TyUser 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     CREATED NMVS_SUCCESS EMVO n/a EUWEBSERVI EMVO EUHUBBWEBSERVICE
2018-12-21 14:06:20.18 G510 Upload product master data from EU - NMVS_SUCCESS EMVO - EUWEBSERVI EMVO EUHUBBWEBSERVICE

xxxxxxxxxxx SANDOZ PHARMACEUTICALS D.D.	

GTIN: 03838957699988	 KLIMICIN 300 MG	


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





_	






INCIDENTY GENEROVANÉ VO VERIFILKAČNOM SYSTÉME SK
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Incidents per week



777

1085

238

Distribúcia lekární podľa množstva incidentov 
za rok 2023

Lekárne bez incidentov počas celého roku
Menej ako 12 incidentov za rok
Viac ako 12 incidentov za rok



Prípad 
falšovaného 

lieku 
zachyteného 

systémom

• Tu je ukážka incidentu z nášho SK AMS, kde sa potvrdilo falšovanie balenia výrobcom. 
• Príslušný MAH reagoval veľmi promptne a po konzultácii so SOOL incident eskaloval na ŠÚKL. 
• ŠÚKL okamžite poslal inšpekciu do lekárne, aby skontrolovala a zabezpečila inkriminované balenie.
• Vďaka včasnej identifikácii bolo balenie zaistené a zaslané na odborné skúmanie. 



KTO SA PODIELAL NA VYBUDOVANÍ 
VERIFIKAČNÉHO SYSTÉMU

 NCA
• MZ SR
• ŠÚKL

 Výrobcovia liekov
• AIFP 
• GENAS

 Lekárne reprezentované SLeK
 Distribútori liekov reprezentovaní AVEL
 Dodávatelia IT systémov pre lekárne, distribútorov liekov a SOOL

• NRSYS
• PAP
• Crystal Consulting
• ARVATO System, Germany

 SOOL



ĎAKUJEM ZA 
VAŠU 
POZORNOSŤ
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