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CERTYFIKAT

Nr 1434-MDR-043/2025

zgodnosci systemu zarzadzania jakosciag UE z wymaganiami podanymi
w rozdziale | zatacznika IX do Rozporzadzenia (UE) 2017/745
wydany dla producenta:

LfC Sp.zo.0.
ul. Kozuchowska 41, 65-364 Zielona Gora, Polska
Niepowtarzalny numer rejestracyjny (SRN): PL-MF-000024898

Polskie Centrum Badan i Certyfikacji S.A. (jednostka notyfikowana nr-1434) oswiadcza, ze producent
ustanowit, udokumentowat i wdrozyt system zarzadzania jakoscig jak podano w-artykule 10 ust. 9
rozporzadzenia (UE) 2017/745 o wyrobach-medyeznych. Szczegdty dotyczgce wyrobow objetych
niniejszym certyfikatem podano na kolejnych-stronach niniejszego certyfikatu. Przywotane ponizej
sprawozdanie podsumowuje wyniki przeprowadzonej oceny i zawiera odniesienie do odpowiednich
wspolnych specyfikacji, norm zharmonizowanych-i raportéw z badan. Ocena zgodnos$ci zostata
przeprowadzona zgodnie z wymaganiami podanymi wrozdziale I zatacznika IX-do-ww. rozporzgdzenia.
Certyfikowany system zarzadzania jakosciag podlegaokresewemunadzorowi przez PCBC S.A.

Nr sprawozdania:—S/018/BM/2025

Okres waznosci certyfikatu: od 07.11.2025 do 06.11.2030
Data wydania certyfikatu: 07.11.2025

Elektronicznie
podpisany przez

Ag HIESZ ka Agnieszka

Bukowska
Bukowska J3i"700 11 o7

14:29:13 +01'00'
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CERTYFIKAT

Nr 1434-MDR-043/2025
zgodnosci systemu zarzadzania jakosciag UE z wymaganiami podanymi
w rozdziale | zatacznika IX do Rozporzadzenia (UE) 2017/745

Wyroby objete certyfikatem: Wyroby wykonane na zamowienie
Klasa wyrobu: 11
Kod EMDN: Wedtug zatacznika

Warunki lub ograniczenia waznosci certyfikatu: Nie dotyczy

Historiazmian: 1/07.11.2025/S/018/BM/2025
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ZAXtACZNIK DO CERTYFIKATU

WAZNY TYLKO £ACZNIE Z CERTYFIKATEM
Nr 1434-MDR-043/2025

Wykaz wyrobow medycznych objetych certyfikatem:

Kod EMDN Nazwa rodzajowa wg kodu:
P010101 PROSTHESES, CHIN
P010102 PROSTHESES, ZYGOMATIC
P010103 PROSTHESES, MANDIBULAR
P010199 PROSTHESES, FACIAL - OTHERS
P070402010102 METALLIC CORONARSYTI.\AI:;EEZSS;-?ENJE, BMS, OTHER THAN
P070402010199 CORONARY ARTERY STENTS, BMS - OTHERS
P0704020102 CORONARY ARTERY STENTS, COATED
P0704020103 CORONARY ARTERY S'II';I;Zg:g.,rII)VF:EUG ELUTING (DES) OR
P0704020199 CORONARY ARTERY STENTS - OTHERS
P0704020201 PERIPHERAL ARTERIES STENTS, BMS
P0704020202 PERIPHERAL ARTERIES STENTS, COATED
P0704020203 PERIPHERAL ARTERIES :;I'CI,E:\\I(':I'TSI;III)ERUG ELUTING (DES) OR
P0704020299 PERIPHERAL ARTERIES STENTS - OTHERS
P0799 VASCULAR AND CARDIAC PROSTHESES - OTHERS
P090103 PROSTHESES, SHOULDER, GLENOID COMPONENTS
P090104 PROSTHESES, SHOULDER, HUMERAL COMPONENTS
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Kod EMDN Nazwa rodzajowa wg kodu:
P090199 PROSTHESES, SHOULDER - OTHERS
P090203 PROSTHESES, ELBOW, HUMERAL COMPONENTS
P090204 PROSTHESES, ELBOW, RADIAL COMPONENTS
P090299 PROSTHESES, ELBOW - OTHERS
P090303 PROSTHESES, WRIST, CARPAL COMPONENTS
P090304 PROSTHESES, WRIST, RADIAL/ULNAR COMPONENTS
P090399 PROSTHESES, WRIST - OTHERS
P090403 PROSTHESES, HAND, INTERPHALANGEAL COMPONENTS
P090404 PROSTHESES, HAND, TRAPEZIUM-METACARPAL COMPONENTS
P090499 PROSTHESES, HAND - OTHERS
P090503 PROSTHESES, ANKLE, TALAR COMPONENTS
P090504 PROSTHESES, ANKLE, TIBIAL COMPONENTS
P090505 PROSTHESES, ANKLE, TIBIO-TARSAL COMPONENTS
P090599 PROSTHESES, ANKLE - OTHERS
P090603 PROSTHESES, FOOT, INTERPHALANGEAL COMPONENTS
P090604 PROSTHESES, FOé)(;I'I\,’II\I;I(I;'II\'lI-I\E'II:II-\rRSSALPHALANGEAL
P090605 FOOT ENDORTHOSIS
P090699 PROSTHESES, FOOT - OTHERS
P09070101 SPINAL CAGES
P09070199 SPINAL FUSION SYSTEMS - OTHERS
P090702 SPINE DISC, DISPLACEMENT SYSTEMS
P09070201 PROSTHESES, SPINE DISC
P09070301 PROSTHESES, CERVICAL FIXATION SYSTEMS
P09070302 THORACOLUMBOSACRAL SPINE, FIXATION SYSTEMS
P09070304 SPINE FIXATION SYSTEMS, CONNECTORS
P09070305 SPINAL STABILIZERS DINAMIC TYPE
P09070399 PROSTHESES, SPINAL FIXA1O'I19I-II\IE2§ STABILIZATION SYSTEMS -
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Kod EMDN Nazwa rodzajowa wg kodu:
P090799 PROSTHESES AND SYSTEMS FOR SPINE STABILIZATION -
OTHERS
P090803010101 CEMENTED METAL ACETABULAR CUPS - PRIMARY SURGERY
P090803010199 | CEMENTED ACETABULAR CUPS - PRIMARY SURGERY - OTHERS
P090803010201 | UNCEMENTED METAL ACETABULAR CUPS - PRIMARY SURGERY
UNCEMENTED ONE-PIECE METAL ACETABULAR CUPS -
P030803010203 PRIMARY SURGERY
P090803010299 UNCEMENTED ACETABULAR CUPS - PRIMARY SURGERY -
OTHERS
P09080302 HIP RESURFACING ACETABULAR CUPS
P0908030301 CEMENTED ACETABULAR CUPS - REVISION SURGERY
P0908030302 UNCEMENTED ACETABULAR CUPS - REVISION SURGERY
P09080304 HIP PROSTHESIS - ACETABULAR INSERTS
P0908030403 HIP PROSTHESIS - METAL ACETABULAR INSERTS
P0908030499 HIP PROSTHESIS - ACETABULAR INSERTS - OTHERS
P0908030501 DOUBLE-MOBILITY ACETABULAR CUPS
P090803050101 CEMENTED DOUBLE-MOBILITY ACETABULAR CUPS
P090803050102 UNCEMENTED DOUBLE-MOBILITY ACETABULAR CUPS
P0908030502 DOUBLE-MOBILITY ACETABULAR COMPONENTS - INSERTS
PRE-ASSEMBLED ACETABULAR COMPONENTS (ACETABULAR
R03080406 CUP + INSERT)
P0908030699 PRE-ASSEMBLED ACETABULAR COMPONENTS - OTHERS
NONMODULAR STRAIGHT CEMENTED FEMORAL STEMS -
P090804010101 PRIMARY SURGERY
NONMODULAR ANATOMIC CEMENTED FEMORAL STEMS -
F090804010102 PRIMARY SURGERY
P090804010103 MODULAR CEMENTED FEMORAL STEMS - PRIMARY SURGERY
CEMENTED FEMORAL STEMS - PRIMARY SURGERY,
P090804010104 CONSERVATIVE
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Kod EMDN Nazwa rodzajowa wg kodu:
NONMODULAR STRAIGHT UNCEMENTED FEMORAL STEMS -
F090804010201 PRIMARY SURGERY
NONMODULAR ANATOMIC UNCEMENTED FEMORAL STEMS -
P030804010202 PRIMARY SURGERY
P090804010203 | MODULAR UNCEMENTED FEMORAL STEMS -PRIMARY SURGERY
UNCEMENTED FEMORAL STEMS - PRIMARY SURGERY,
P090804010204 CONSERVATIVE
P09080402 HIP RESURFACING FEMORAL COMPONENTS
P0908040301 CEMENTED FEMORAL STEMS - REVISION SURGERY
P0908040302 UNCEMENTED FEMORAL STEMS - REVISION SURGERY
P09080404 FEMORAL STEMS FOR COMPLEX CASES
P0908040501 FEMORAL HEADS - PARTIAL HIP REPLACEMENT
P090804050102 METAL FEMORAL HEADS - PARTIAL HIP REPLACEMENT
P0908040502 FEMORAL HEADS - TOTAL HIP REPLACEMENT
P090804050202 METAL FEMORAL HEADS - TOTAL HIP REPLACEMENT
P0908040503 HIP PROSTHESIS - BIARTICULAR CUPS
P09080406 ONEPIECE PROSTHESIS - HIP HEMIREPLACEMENT
P090899 HIP PROSTHESIS - OTHERS
CEMENTED FEMORAL COMPONENTS - BICOMPARTIMENTAL
F0909030101 PRIMARY KNEE REPLACEMENT
UNCEMENTED FEMORAL COMPONENTS - BICOMPARTIMENTAL
P0503030102 PRIMARY KNEE REPLACEMENT
CEMENTABLE FEMORAL COMPONENTS - BICOMPARTIMENTAL
P0909030103 PRIMARY KNEE REPLACEMENT
CEMENTED MOBILE BEARING TIBIAL TRAYS -
P090903920101 BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT
UNCEMENTED MOBILE BEARING TIBIAL TRAYS -
F990303020102 BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT
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Kod EMDN Nazwa rodzajowa wg kodu:
CEMENTABLE MOBILE BEARING TIBIAL TRAYS -
F090903020103 BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT
CEMENTED FIXED BEARING TIBIAL TRAYS -
P030903020104 BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT
UNCEMENTED FIXED BEARING TIBIAL TRAYS -
F090903920105 BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT
CEMENTABLE FIXED BEARING TIBIAL TRAYS -
F091903020106 BICOMPARTIMENTAL PRIMARY KNEE REPLACEMENT
MOBILE BEARING TIBIAL INSERTS - BICOMPARTIMENTAL
F090903020201 PRIMARY KNEE REPLACEMENT
FIXED BEARING TIBIAL INSERTS - BICOMPARTIMENTAL
P03090:020202 PRIMARY KNEE REPLACEMENT
FEMORAL COMPONENTS - UNICOMPARTIMENTAL KNEE
PoS00401 REPLACEMENT
P0909040201 TIBIAL TRAYS - UNICOMPARTIMENTAL KNEE REPLACEMENT
P0909040202 TIBIAL INSERTS -UNICOMPARTIMENTAL KNEE REPLACEMENT
P09090501 FEMORAL COMPONENTS - REVISION KNEE REPLACEMENT
MOBILE BEARING TIBIAL TRAYS - REVISION KNEE
P090905020101 REPLACEMENT
P090905020102 | FIXED BEARING TIBIAL TRAYS - REVISION KNEE REPLACEMENT
MOBILE BEARING TIBIAL INSERTS -REVISION KNEE
P090905020201 REPLACEMENT
FIXED BEARING TIBIAL INSERTS - REVISION KNEE

P090905020202 REPLACEMENT

P09099001 PATELLAR COMPONENTS

P09099002 STEM EXTENSIONS

P09099099 KNEE PROSTHESIS - OTHERS

P09120201 BONE FIXATION NAILS, INTRAMEDULLARY

P09120202 BONE FIXATION NAILS, INTRAMEDULLARY, COMPLEX SYSTEMS

P09120299 BONE FIXATION NAILS - OTHERS
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Kod EMDN Nazwa rodzajowa wg kodu:
P900206 SURGICAL MESHES, METALLIC
P900299 SURGICAL MESHES - OTHERS
P900403 NON BIODEG:IIE-\;I)\II:;-IIE-:S\CI-II-C“EE, FILLER AND
P900404 SUPPORTS FOR AUTOLOGOUS GRAFTS
P9099 IMPLANTABLE PROSTHETIC DEVICES - OTHERS
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