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BIBRAUN

Declaration

The certification body ofT0V Std Management Service GmbH and the TUV Stid product
Service GmbH confirm that we,

AXTIC{JLAP AG
AM A"ESCIJI.AP-PLAIZ

78532 TUTTLINGEN / GERMANY

have established and are maintaining a quality management system according to

ISO !Xl0l:2O15
(Certificate Registration No.: t2 l0O 21724 TMSI

EN ISO 134852016
(Certificate No.: Q5 010066 0435 Rev. 00)

for the following area

Ilcvclopmcnt, hoduction and Dicfo:lbution of Implants, Instrumcnts, C.ontainere,
Dcviccs, Suturc Matcrid, Tissuc Adhesivcr end proctdurc Kits.

Furthermore we have implemented the conformity ass€ssment procedure
as per annex VII or per annex II, clause 3 ofthe Medical Device Directive g3l4ZlEEC

of June t4&, 1993 for medical products (TUV fc-Certificate No.: Gl 010066 M26 Rev. oO or
MEDCERT EC-Certificate No.: 74oocB4lo20o3 to).

By labeling the products
aa per attechcd liet

with the CE mark

we, .AESCLILAP AG confirm,
that we follow the essential requirements

according to MDD 93/42IEEC Annex l.

TUTILINGEN, 2O2 1 - I I -23

AESCUTAP AG

i. v. i. A.

JK*%*"-
h-.-*-

Nadine Krimer
Global Rcgulatory AffairsGlo\al Regulatory Affairs

page 'l 01305

'!'
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BIBRAUN

Attachment to Dedaration of 2021-11-24

Artide No. Descrip,tion
Risk Class Acc.
To MDD 93/r[z

1066021 LYOPLANT 6X14CM m
1066030 LYOPIA,NT 8X9CM Itr
1066048 LYOPTANT 4X1OCM III
1066050 LYOPLANT 5X6CM IT
t066064 LYOPTANT 4X5CM m
1066080 LYOPLANT 2X1OCM IT
1066102 LYOPLANT 1.5X3CM m
1066242. LYOPLANT 6X8CM III
1067010 LYOPLANT ONLAY 2.5X2.5CM Itr
1067020 LYOPIANT ONLAY 5.OX5.OCM m
I 067030 LYOPLANT ONLAY 2.5X7.5CM m
1067040 LYOPLANT ONI.AY 7.5X7.5CM m
1067050 LYOPTANT ONLAY 1O.OXl2.5CM II
1101013 TJNI_GRAFT K DV STRAIGHI TTIBE O8MM 15CM III
1101021 UM-GRAFT K DV STRAIG}IT TT]BE O6MM 15CM II
I 101048 TJNI-GRAFT K DV STRA]G}IT TUBE OTMM 15CM m
1 101 102 I]NI-GRAFT K DV STRAIG}IT TTJBE 1OMM 15CM Itr
1101129 UM-GRATT K DV STRAIGHT TIJBE 12MM 15CM m
I lol137 I]M-GRAI'T K DV STRAIG}IT TIJBE IzMM 3OCM II
1 101 145 I]NI.GRAI"T K DV STRAIGHT TIJBE I4MM 15CM III
1 101161 TJM-GRAFT DV STRAIGHT 16MM, 15CM III
I t01188 UNI-GRAFT DV STRAIGHT 18MM, 15CM III
I t 01200 I]M-GRAFT DV STRAIGHT 2OMM, 15CM m
1101226 TJM-GRAFT DV STRAIGI{T 22MM, 15CM m
1101242 TJNI-GRAFT DV STRAIGHT 24MM, 15CM Itr
1101269 UNI_GRAI"T K DV STRAIGI{T TTJBE O6MM 4OCM n
1tol2?7 UNI-GRAFT K DV STRAIGT{T TI.EE OTMM 4OCM III
1101285 UM.GRAFT K DV STRAIG}IT TIjBE OsMM 4OCM m
1101307 I,]NI-GRAFT K DV STRAIGHT TTJBE 1OMM 4OCM il
1r02060 T]NI-GRAFT K DV STRAIGIIT TTJBE O6MM 3OCM U]

1102079 I]M-GRAFT K DV STRAIG}IT TUBE OTMM 3OCM II
1102047 I.JNI-GRAFT K DV STRAIGTN TUBE OsMM 3OCM II
I 102 109 UNI-GRAT"T K DV STRAIGTTT TUBE IOMM 3OCM III
1102192 UM_GRAFT K DV STRAIGHT TUBE 26MM 3OCM III
1102206 I.]M_GRAFT K DV STRAIGTIT TIjBE 28MM 3OCM III
r102274 IJM-GRAFT K DV STRAIG}IT TUBE 3OMM 3OCM m
1102222 I]NI-GRAFT K DV STRAIG}II TUBE 32MM 3OCM m
't 1022'to UNI-GRAFT K DV STXAIGIIT fl.DE 34MM 3OCM II]
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B BRAUN

PVO 1O AESCULAP AIOS IIa
PV63I EV3.O CAMERA HEAD O' IIa
PV632 EV3.O CAMERA HEAD 30' IIa

PV641SU SINGLE USE COVER FOR CAMERA }IEAD O" IIa
PV642SU SINGLE USE COVER FOR CAMERA HEAD 30" IIa
RTO43R UNNRAC CO2 CARTRIDGE ADAPTER IIa

RTO44SU UNITRAC CO2 CARTRIDGE IIa
s66863 INGE LAMINECTOMY RITRACTOR IIa
s76017 CESPACE PEEK TRIAL IMPL. 5'14X4MM MODIF. IIa
s76018 CESPACE PEEK TRIAT IMPL. 5'I4X5MM MODIF. IIa
s76019 CESPACE PEEK TRI-AL IMPL. 5"14X6MM MODIF. IIa
s76020 CESPACE PEEK TRIAL IMPL. 5"14X7MM MODIF. IIa
s7602 I CESPACE PEEK TRIAL IMPL.5'I4X8MM MODTF. IIa
s7 6022 CESPACE PEEK TRIAL IMPL. 5'16X4MM MODIF. IIa
s76023 CESPACE PEEK TRIAL IMPL.5' 16X5MM MODIF. IIa
s76C24 CESPACE PEEK TRIAI IMPL. 5'16X6MM MODIF. IIa
s76025 CESPACE PEEK TRTAL IMPL.5" 16X7MM MODIF. IIa
s76026 CESPACE PEEK TRIAI IMPL.5" 16X8MM MODIF. IIa
s7 6027 CESPACE PEEK INSERTION ROD 4-8 MM/FJ4l5R IIa
sc410R QUNTEX FIXATION PIN NONSTERIIE IIa
SC421R QUNTEX CAIIPER IIa
sc422R QUNTEX FXATION PIN INSTRTJTIENT IIa
SC423R QUNTTX ADruSTABLE SINGLE DRILL GT]IDE IIa
SC424R QINNIEX ADruSTABLE DOIJBLE DRILL GIIIDE IIa
sc425R QTNMEX FIXED SINGLE DRILI- GTJIDE 14MM IIa
SC426R QTNNTEX FIXED DOUBLE DRILL GT]TDE 14MM IIa
SC43OR QI]INTEX DRILL BIT D2.9MM IIa
SC432R QT]INTEX SCRIW DRIVER IIa
sc433R QUNTEX SCREW REMOVAL TOOL IIa
SC450 QUINTEX INSTRT]MENTATION IIa

SJ2 I OR PROSPACE PEEK INSERTION INSTRTJMENT IIa
SJ2l IR PROSPACE PEEK IMPACTOR IIa
SJ2 I7P PROSPACE SPACER PEEKiRADIOLUCENT 7MM IIa
SJ218P PROSPACE SPACER PEEK/RADIOLUCE},{T 8MM IIa
sJ219P PROSPACE SPACER PEEK/RADIOTUCENT 9MM IIa
sJ220P PROSPACE SPACER PEEK/RADIOTUCENT IOMM IIa
SJzzIP PROSPACE SPACER PEEK/RADIOLUCENT 1 IMM IIa
SJ222P PROSPACE SPACER PEEK/RADIOLUCENT 12MM IIa
SJ223P PROSPACE SPACER PEEK/RADIOLUCENT 13MM lIa
sJ231P PROSPACE PEEK IMPLANT O" 8X8X22MM IIb
SJ232P PROSPACE PEEK IMPLANT O' 7X8XI9MM IIb
sJ233P PROSPACE PEEK IMPI.A.NT O' 9X8X19MM IIb
SJZ}4P PROSPACE PEEK IMPLANT O" 7X8X22MM nb
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B I BRATTN

Vyhl6senie

Certifikadnf org6n spolodnosti TUV Siid Management Service GmbH a spolodnost' TUV Stid
Product Service GmbH potvrdzujri, Ze spolodnost'

AESCI,JLAPAG
AM AESCIJLAP.PLATZ

78532 TUTTLINGEN / NEMECKO

vytvorila a vedie syst6m riadenia kvality podlh noriem

ISO 9001:2015
(reg. d. osveddenia.: 12 100 21724 TMS)

EN ISO 13485:2016
(d. osveddenia: Q5 010066 0435 Rev.00)

pre ttto oblasf

vjvoj, vfroba a distribtcia implant6tov, n{strojov, nidob, zariadeni, materiilov na chirurgick6
zolivanie, tkanivovlch n6plasti a s6d na chirurgick6 z6kroky,

Okrem toho sme zaviedli postup posudzovania zhody
podlh prilohy VII alebo podl'a prilohy II, odsek 3 smemice Rady d. 93|42EHS o zdravotnickych

pom6ckach zo 14.jrina 1993 (TUV Osveddenie o zhode ES d.: Gl 010066 0426 Rev. 00 alebo MEDCERT
Osveddenie o zhode ES d.: 7400GB410200310).

Ozna6ovanim qirobkov
podl'a zoznamu v prilohe

znadkou CE

my, spolo6nosf AESCIILAP AG, potvrdzujeme,

ie, dodrLiav ame zkladn6 poZiadavky

smemice Rady d. 93l42lEHS o zdravotnickych pom6ckach priloha I.

TUTTLINGEN 23.11.2021

AESCULAP AG

Y. Z,

(neiitdtefni podpis)

Dr. Jennifer Griinow
Global Regulatory Affairs

v. z.

(neiitotefnl podpis)

Nadine Kriimer
Clobal Regulatory Affairs
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i. r"irobku Dnis

Rizikov:i trieda
oodl'a SZP 93142

106602 r
LYOPLANT 6X14CM III

1066030 LYOPLANT 8X9CM III

1066048 LYOPLANT 4XIOCM III

1066050 LYOPLANT 5X6CM III

t066064 LYOPLANT 4X5 CM iu

1066080 LYOPLANT 2X1OCM tII

1066t02 LYOPLANT 1.5X3CM III

1066242 LYOPLANT 6X8 CM tII

r0670 l0 LYOPLANT ONLAY 2.5X2.5CM Il
t067020 LYOPLANT ONLAY 5.OX5.OCM Il
r 067030 LYOPLANT ONLAY 2.5X7.5CM III

1067040 LYOPLANT ONLAY 7.5X7.5CM III

1067050 LYOPLANT ONLAY I O.OXI2.5CM III

1101013 UNI.GRAFT K DV STRAIGHT TUBE ()SMM I5CM .tl

l10l02l UNI.GRAFT K DV STRAIGHT TUBE O6MM 15CM LII

ll0t048 UNI-GRAFT K DV STRAIGHT TUBE OTMM I5CM III

lt0 02 LINI-GRAFT K DV STRAIGHT TUBE IOMM I5CM Il
I l0l 129 LNII-GRAFT K DV STRAIGHT TUBE 12MM I5CM Il
ll01]37 LNI-GRAFT K DV STRAIGHT TUBE I2MM 3OCM tII

I 101 145 IINI-GRAFT K DV STRAIGHT TUBE I4MM 15CM III

I101161 JNI.GRAFT DV STRAIGHT 16MM, I5CM III

I 101 188 UNI-GRAFT DV STRAIGHT 18MM, I5CM III

I 101200 UNI.GRAFT DV STRAIGHT 2OMM. I5CM .II

1101226 UNI.GRAFT DV STRAIGHT 22MM, I5CM iI I

tt0t242 UNI-GRAFT DV STRAIGHT 24MM, I5CM III

t101269 UNI-GRAFT K DV STRAIGHT TUBE O6MM 4OCM Il
| 101277 UNI-GRAFT K DV STRAIGHT TUBE OTMM 4OCM tII

l101285 UNI-GRAFT K DV STRAIGHT TUBE OSMM 4OCM III

I101307 UNI-GRAFT K DV STRAIGHT TUBE IOMM 4OCM Il
I 102060 UNI-GRAFT K DV STRAIGHT TUBE O6MM 3OCM ut

t102079 JNI-GRAFT K DV STRAIGHT TUBE OTMM 3OCM III

r r 02087 JNI-GRAFT K DV STRAIGHT TUBE O8MM SOCM tl
I 102109 UNI-GRAFT K DV STRAIGHT TUBE 1OMM 3OCM .II

tt02t92 LNI.GRAFT K DV STRAIGHT TUBE 26MM 3OCM III

1102206 UNI-GRAFT K DV STRAIGHT TUBE 28MM 3OCM III

1102214 UNI-GRAFT K DV STRAIGHT TUBE 3OMM 3OCM llt

1102222 IINI-GRAFT K DV STRAIGHT TUBE 32MM 3OCM tII

r02230 IINI-GRAFT K DV STRAIGHT TUBE 34MM 3OCM tII



PV()IO [ESeuLrPAE6- Ia
PV63 I EV3.O_EAMERAEEADT. [la

PY632 EV3.OEAMERA HETD]O' fla

PV64ISU ffiHEADo' Ia
PV642SU ffiSEAD3o" [la

RTO43R

Rm-44SU

@R [Ia

[Ia

s66863 ffi Ia
s76017 CES-FTEETEEK TMAL IMPL. 5U4X4MM MODIF. [Ia

s76018 CES-FAEETEEK TRIALI M PL. 5 U4XsMM MODI F. tla

s76019 -ESFATPEEI( TRIAL I M PL. 5 U4X6M M MODIF. lla

s7 6020 EESFAEETEERTRIA.]MPL. 5U4X7MM MODIF. Ia
s]602'l EESFAEETEEK TRIAL IMPLs. I 4X8MM MODIF. [la

s7 6022

slM
-ESFAE-PE EI( TRI AL I M PL. 5 U 6X4 M M MO DIF. Ia
-ESFACETEEKTREL IMPL.s" l6xsMM MoDIF. lla

s76024 -ESFACE PEEK TRIAL II\4P1. su6x6MM MoDlF. Ia
s76025 ffi6x7MMMoDIF. [[a

s76026 CES-FACE FEEK TRIAL IMPL5" I6X8MM MODIF. [la

s76027 C ES-FIEETEE KIN SERTION ROD 4 - 8 M Mi FJ4 I 5 R fla

SC4I OR [Ia

SC421R QUINTEX CALIPER Ia
SC422R [Ia

SC423R @utoP Ia

SC424R @DRILLGUIDE Ia

SC425R @IDE14MM [la

SC426R @LGUIDEI4MM [Ia

SC43OR offi fla

SC4]2R Ia

SC433R [Ia

SC45O fla

SJ21OR PRO-SFAEETEET I].T S E RTION IN STRUM ENT []a

SJ2I 1R ffi Ia

SJ217P PRO S PAEETACER PEEK/RAD I OLU C ENT 7 MM tla

SJ2I 8P @NT8MM lla

SJ219P ffiLUCENT9MM Ia
SJ22OP PRoEFACESFAEER PEEK/RADIOLUCENT I OMM Ia
SJ221P

swF
@IOLUCENTIlMM Ia
P ROEFACETPAEE-P E E K/RA DIOLU C ENT I 2M M fla

SJ223P @DIOLUCENTl3MM [la

SJ231P ffiMM IIb

SJ232P

Sir33P

MMM IIb

ffi8xl9MM Ub

SJ234P FMSFTEETEEK IMP L A].I T O. 7 X 8 X2 2MM IIb

I}iBR,IUN
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Pre klad ate f s k d dololka :
Preklad som vypracoval ako
prekladatel zapkany v zozname
znalcoy, tlmoinikov a prekladatelov,
ktory vedie Ministerstvo spravodlivosti
Slovenskej RepublilE y odbore:
slovensky iazyk, nemeclE jazyk a
anglicky jazyk, evidenind iislo
prekladatela 97127i.
Prekladatellsb!, ilkon je zaplsanit
v prekladotel'skom denniku pod
p o r adovy m c is I o m ../.. ?..L / /..h.4. t..'....
Preklad silhlasi s prekladanou
listinou.
Yyhlasujem, ie som si vedomy
ndsledkov vedome nepravdivdho

Translator's clause:
I produced the above translation as a
translator entered in the Register of
Experts, Interpreters, and Translators
kept by the Ministry of Justice of the
Slovak Republic, field: Slovak
language, German language and
English language, translator's
registration number 97 I 27 3.
This translation is recorded in the
translator's diary under no.
?c/t/ bit... r.1..., r,,. t r.....!. r..,,..

The translation coruesponds to the
document translated.
I declare that I am aware of the
consequences of a knowingly false
translation.

v Prievidzi dn^ ....4. -?...14,..?. 24..^ Done at Prievidza on 4? /.1. ?c11

Doe-}.
r,.ao-'C




