ORDIN DE PLATA NR.: 1232 TIP.DOC. 1
DATA EMITERINI:-18 martie 2022

PLATITI: 21700-00 LEI: Douazeci si Unu Mii Sapte Sute
lei 00 bani

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD™ S.R.L. MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCII
BC""Moldindconbank™S_.A. fil."Invest" Chisinau -MOLDMD2X329

BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL IBAN
tru achizitii publice central MD23TRPCCC518430B01859AA
izate iIn sanatate CODUL FISCAL :1016601000212 /

PRESTATORUL BENEFICIAR CODUL BANCI 1
Ministerul Finantelor - Trezoreria de Stat - TREZMD2X

DESTINATIA PLATII1:/P102/21700,00 Pentru : TIPUL TRANSFERULUI
garantia pentru oferta la procedura de a: NORMAL/URGENT :N
chizi?ie publica nr. ocds-b3wdpl-MD-1639:

072856218 din 18.03.2022 :

L.S.

CODUL TRANZACTIEI:101
DATA PRIMIRIN:18/03/2022
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
M1 1GYwYJKoZ 1hveNAQcCol 1GVDCCBIACAQEXCZzAJIBgUrDgMCGgUAMASGCSGSIb:

DQEHAaCCBGWwggRoM I I DUKADAGECAhNHAACjbi 1rgFksQOG4AAAAAKNUMAOGCSq -
S1b3DQEBCWUANC I x 1DAeBgNVBAMTFONFU 1QXLUNBLU1vbGRpbmR jb25i YW5rMB4 ©

DT IXMDEyODEXxMzgwNVoXDT 10MDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKLIEMRA:
gYDVQQ 1 EwdNb2xkb3ZhMREWDWYDVQQHEwWhDaG 1 zaW5hd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
M1 1GZwYJKoZ I hveNAQcCol 1GWDCCBIQCAQEXCzAJBgUrDgMCGgUAMASGCSGSIb3:
DQEHAaCCBHAwggRsM I 1 DVKADAgECAhNHAAC j cahRKgbJeg8QAAAAAKNXMAOGCSG:
S1b3DQEBCWUAMC I x1DAeBgNVBAMTFONFUIQXLUNBLU1vbGRpbmRjb251 YW5rMB4X:
DT IXMDEyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAwW :
YDVQQ IEwdNb2xkb3ZhMREwWDwYDVQQHEwhDaG 1 zaW5hd TEWMBQGALUEChMNQm v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI

Digitally signed by Poiata Vitalie
Date: 2022.03.17 19:22:54 EET
Reason: MoldSign Signature
Location: Moldova




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
Nr. | A2203633 din | 04.03.2022

1. Destinatia / HazHaueHue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mudopmaima o Hanoroniatensmuke

Denumirea Codul fiscal / Numiirul de identificare
HaumeroBanne Duckanpublii kon / MoenTndukauuoHHei HoMep
|BIOSISTEM MLD S.R.L. 1010600028048 I
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localititii

AJlpec 0CHOBHOTO MECTODPACMONOAEHHS (Y/IHUA, HOMED) Kon - HanmeHoBaHKe HACEIEHHOTO MYHKTA

| Albisoara nr.16 bL.1 of.7 |0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
TMoaTeepkaeHNEe OTCYTCTRUA WIH HATHYMA HEJOMMKH COIJIACHO JaHHBIX MHGBOPMaMOHHOI aBTOMATH3HPOBAHHO
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty

BbIJIau¥ JAHHOH CMPaBKH HEIOMMKaA Tepe/] HAllMOHAIBHBIM TyOIMYHEIM OFOKETOM COCTABIIAET:
0,00 lei/neii.

4. Valabil pini Ia / Jeficteurenen no 19.03.2022

5. Autentificarea SerwcnduterWt / Tonreepkaenue ['ocy 1apCTBEHHOMH HANOTOBOH CITyKObI
P& ‘q AL REPUE SN

Sef DDF Rlsn;i’ 7
a DGDF// S a8

Funcu'dﬂuvkuod'rlj (

Petru GRICIUC

‘ 9: i H Semnitura/Tloanuce Numele si prenumele/®aviansa i uns
=L

L.§/ MIL 2\ W a8l
Claudia Gdax@ V‘“c;{_,;,"
Numele si pr&numelefd{ L‘l‘km,;” lMsﬁ 0D66 ‘.\j\//\,f-
e F\CC c
Tel. (022)823102 T

Executor:

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 04.03.2022 ora 9:10:55
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)




CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




Data npepocTtaBnenus 11.05.2021 10:00:47 3.5. inventar si mobilier 085
Anexe la SNC "
“Prezentarea situatiilor financiare” 3.6. alte mijloace fixe 086 4458 2000
Aprobat de Ministerul Finantelor
P ol Republici Moldova A 4. Resurse minerale 090
SITUATIILE FINANCIARE 5. Active biologice imobilizate 100
pentru perioada 01.01.2020 - 31.12.2020 6. Investitii imobiliare 110
Entitatea: BIOSISTEM MLD SRIL. 7. Avansuri acordate pentru imobilizari corporale 120
Cod CUIO: 40717392 Tota P .
: ‘otal imobilizéri corporale
Cod IDNO: 1010600028018 (1d.060 + rd.070 + rd.080 + rd.090 + rd. 100 + rd.110 + 1d.120) 130 2208593 2793637
Sedil: " financiare pe termen lung
MD: 1. Investitii financiare pe termen lung in parti neafiliate 140
Raionul(municipiul): 106, DDF RISCANI
::::::':""m;: )SEC oo 2. Investitii financiare pe termen lung in parti afiliate, total 150
o :
Strada: SECTORUL RISCANI STR Albisoara nr.16 bl.1 of.7 din care: 151
2.1. actiuni si cote de participatie detinute in partile afiliat
Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice 2Sctluni 51 cote de parficipatie cednute In partlle affilate
Forma de proprietate: 16, Proprietate colectiva 2.2 imprumuturi acordate partilor afiliate 152
Forma organizatorico-juri 530, Societéti cu raspundere limitata 2.3 imprumuturi acordate aferente intereselor de participare 153
Date de contact: 2.4 alte investifii financiare 154
Telefon: +37322808719 Total investitii financiare pe termen lung 160
wes: (rd.140 + rd.150)
E-mail: zmiil3@mailru IV. Creante pe termen lung si alte active imobilizate
Numele si le al contabilului-sef: DI (dna)Tel
umele si coordonatele al contabilului (dna)Tel 1. Creante comerciale pe termen lung 170
Numérul mediu al salariatilor in perioada de gestiune: 3 persoane. 2. Creante ale partilor afiliate pe termen lung 180
Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr Inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte acti 20
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
BILANTUL Anexa 1 TOTAL ACTIVE IMOBILIZATE 230 2209080 2793637
s nexa (rd.050 + rd. 130 + rd.160 + rd.220)
Sold Ia ACTIVE CIRCULANTE
Nr. cpt. Cod rd. inceputul perioadei de ul perioadei de 1. Stocurl
gestiune gestiune 1. Materiale si obiecte de mica valoare si scurta durata 240 54051 51978
1 2 3 a B .
2. Active biologice circulante 250
ACTIV
< 3. Productia in curs de executie 260
ACTIVE IMOBILIZATE 4. Produse si marfuri 270 5710647 7221203
! Imobilizari necorporale 5. Avansuri acordate pentru stocuri 280
1. Imobilizari necorporale in curs de executie 010
{re 240 1 £ 250 + 10,260 + 14270 + rd280) 20 5764698 7273181
2. Imobilizari necorporale in exploatare, total 020 487 - - - -
din care Il Creante curente si alte active circulante
211 concestunt, licente st marci 021 487 1. Creante comerciale curente 300 4337729 3912218
- 2. Creante ale partilor afiliat t 310
2.2. drepturi de autor i titluri de protectie 022 reanie ale pargilor afiliate curente
23, programe informatice 03 inclusiv: creante aferente intereselor de participare 311
2.0, alte imabiizr necorporate oo 3. Creante ale bugetului 320 166486 74631
3 Fond come 030 4. Creantele ale personalului 330
5. Alte creante curente 340
4. Avansuri acordate pentru imobilizari necorporale 040 v
6. Cheltuieli anticipate curente 350 4 2
Total imobilizari necorporale 050 187 B
(16010 + d.020 + d.030 + d.040) g 7. Alte active circulante 360 1647908 5756117
mobilizari corporale Total creante curente si alte active circulante
1 mobiizar corporale n curs de executie pos (rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + rd. 350 + rd.360) 370 e1s2127 9742068
P —— - o0 1. Investitii financiare curente
i te in parti 380
3. Mijloace fixe, total 080 2208593 2793637 nanciare curente In pai
e 2. Investitii financiare curente in parti afiliate, total 390
081 din care:
3.1. cladiri 301
32 constract speciale pes 2.1. actiuni si cote de participatie detinute in partile afiiate
22,10 o date parilor afiiat 302
3.3. masin, utilaje si instalatii tehnice 083 2204135 2791637 Imprumuturi acordate pargllor afliiate
34, miloace de transport oo 2.3. imprumuturi acordate aferente intereselor de participare 393
2.4. alte investiti financiare in parti afiliate 304 din care:
721
financiare curente 200 2.1. imprumuturi din emisiunea de obligatiuni
(rd.380 + rd.390)
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
IV. Numerar si documente banesti 410 8911899 3942779
2.2. alte imprumuturi pe termen scurt 723
TOTAL ACTIVE CIRCULANTE
(1d.290 + rd.370 + 1d.400 + rd.410) 420 20828724 20958928 3. Datorii comerciale curente 730 1331928 3252667
4. Datoril fata de partile afiliate curente 740
E i Y
P 430 23037804 23752565
(rd.230 + rd.420) inclusiv: datorii aferente intereselor de participare 741
PASIV 5. Avansuri primite curente 750 159545 188105
CAPITAL PROPRIU 6. Datorii fata de personal 760 2013 50
1. Capital social si neinregistrat 7. Datorii privind asigurarile sociale si medicale 770
1. Capital social 440 5400 5400 8. Datorii fata de buget 780 434590 187676
2. Capital nevarsat 150 ( ( 9. Datorii fata de proprietari 790
B ) )
10. Venituri anticipate curente 800
3. Capital neinregistrat 460
11. Alte datorii curente 810 81963 58541
. ( (
4. Capital retras 470 ) ) TOTAL DATORII CURENTE
(1d.710 + d.720 + rd.730 + rd.740 + 1d.750 + d.760 + rd.770 + 820 2010939 3687039
5. Patrimoniul primit de la stat cu drept de proprietate 480 1d.780 + rd.790 + rd.800 + rd.810)
Total capital social si neinregistrat PROVIZIOANE
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 5400 5400
ne pentru beneficiile angajatilor 830
. Prime de capital 500
ane pentru garantii acordate cumpératorilory 840
Rezerve
3. Provizioane pentru impozite 850
1. Capital de rezerva 510 F.
4. Alte provizioane 860
c 2. Rezerve statutare 520
g TOTAL PROVIZIOANE 570
3. Alte rezerve 530 (1d.830 + rd.840 + rd.850 + rd.860)
Total rezerve TOTAL PASIVE
4
(rd.510 + rd.520 + rd.530) 40 (1d.620 + rd.700 + rd.820 + rd.870) 880 23037804 23752565
V. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 X SITUATIA DE PROFIT Sl PIERDERE
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 21021465 12085295 delapina la N R
nexa
3. Profit net (pierdere neta) al perioadei de gestiune 570 x 7974831 Perioada de gestiune
. Indicatori Cod rd.
4. Profit utiizat al perioadei de gestiune 580 x } precedenta curenta
" 1 2 3 a
Total profit (pierdere)
500 21021465 20060126
(rd.550 + rd.560 + rd.570 + rd.580) Venituri din vinzari, total 010 27319617 25963175
V. Rezerve din reevaluare 600 din cares
o1 26856566 25044358
VI. Alte element ital propri 1
te elemente de capital propriu 610 venituri din vinzarea produselor si marfurilor
"rg:;:; T F R 1,590 + 1d.600 4+ rd. 610) 620 21026865 20065526 ver n prestarea serviciilor si executarea lucrarilor 012 263051 918817
DATORI PE TERMEN LUNG venituri din contracte de constructie 013
1. Credite bancare pe termen lung 630 ver n contracte de leasing 014
2. Tmpramutr pe termen lung 620 venituri din contracte de microfinantare 015
din care alte venituri din vinzari 016
2.1 imprumuturt in emisiunea de obligatiunt 641 Costul vinzarilor, total 020 15672962 15186814
o P— e . din care:
inclusiv: fmprumuturi din emisiunea de obligatiuni convertibile 642 021 15672962 15186814
22, alte impramutari pe termen lang 643 valoarea contabila a produselor si marfurilor vindute
D. 2. Datorl comerciale pe termen lung 650 costul servicillor prestate si lucrérilor executate tertilor 022
4 Datori fata de partile aflate pe termen lung 660 costuri aferente contractelor de constructie 023
inclusiv: datorii aferente intereselor de participare 661 costuri aferente contractelor de leasing 024
5. Avansari primite pe termen lung 670 costuri aferente contractelor de microfinantare 025
6. Venituri anticipate pe termen lung 680 alte costuri aferente vinzarilor 026
7. Alte datoril pe wermen ang 60 Profit brut (pierdere bruta) (rd.010 - rd.020) 030 11646655 10776361
TOTAL DATORI! PE TERMEN LUNG Alte venituri din activitatea operationala 040 28586 247603
700
(1d.630 + 1d.640 + rd.650 + rd.660 + 1c.670 + rd.680 + rd.690) Cheltuieli de distribuire 050 16306 19740
DATORII CURENTE Cheltuieli administrative 060 964136 1259776
1. Credite bancare pe termen scurt 710 Alte cheltuiel din activitatea operationala 070 417304 640169
2. Imprumuturi pe termen scurt, total 720 Rezultatul din activitatea operationala: profit (pierdere)
(1d.030 + 1d.040 - rd.050 - rd.060 - rd.070) 080 10277405 9104279




090 490609 519239 2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
din care: .
091 3. Profit net (pierdere neta) al perioadei de 140 X
venituri din interese de participare gestiune
inclusiv: veniturile obtinute de la partile afiliate 092 4. Profit utilizat al perioadei de gestiune 150 X ( ( (
: ) ) )
venituri din dobinzi 093 25612
- — Total profit (pierdere) 160
inclusiv: veniturile obtinute de la partile afiliate 094 (rd.120 + rd.130 + rd.140 + rd.150)
venituri din alte investitii financiare pe termen lung 095 V. | Rezerve din reevaluare 170
inclusiv: veniturile obtinute de la partile afiliate 096 VI | Alte elemente de capital propriu 180
venituri aferente ajustarilor de valoare privind investitile 097 Total capital propriu
financiare pe termen lung si curente (rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + | 190
Venituri din iesirea investitiilor financiare 098 rd-180)
venituri aferente diferentelor de curs valutar si de suma 099 490609 493627
Cheltuieli financiare, total 100 686605 597528 SITUATIA FLUXURILOR DE NUMERAR
de la pina la
din care: Anexa 4
101
cheltuieli privind dobinzile Indicatori Cod rd Perioada de gestiune
inclusiv: cheltuielile aferente partilor afiliate 102 precedenta curenta
cheltuieli aferente ajustarilor de valoare privind investitiile 103 l 2 3 b
financiare pe termen lung si curente Fluxuri de numerar din activitatea operationala
cheltuieli aferente iesirii investitiilor financiare 104 incasari din vinza: 010
cheltuieli aferente diferentelor de curs valutar si de suma 105 686605 597528 Pl pentru stocuri sl servich procurate 020
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -195996 -78289 /3ti catre angajati si organe de asigurare socials si
ti catr tis s 030
Venituri cu active imobilizate si exceptionale 120 medicald
Cheltuieli cu active imobilizate si exceptionale 130 Dobinzi platite 040
Rezultatul din operatiuni cu active imobilizate si 140 Plata impozitului pe venit 050
exceptionale: profit (pierdere) (rd.120 - rd. 130) Alte incasari 060
II"(:;ZI&(}IQIJI din alte activitati: profit (pierdere) (rd.110 + 150 195996 78289 Alte plati 070
Profit (pierdere) pina la impozitare (rd.080 + d.150) 160 10081409 9025990 e e o to0) 080
Cheltuieli privind impozitul pe venit 170 1178993 1051159 Fluxuri de numerar din activitatea de investif
Py " (pierdere netd) al perioadei de gestiune (14,160 - 180 8902416 7974831 Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
F Dobi incasate 110
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la Dividende incasate 120
Anexa 3 N
inclusiv: dividende incasate din strainatate 121
N Sold la inceputul Sold la sfirsitul —
dlo Indicatori Cod rd perioadei de Majorari Diminuari perioadei de Alte incasari (plati) 130
gestiune gestiune Fluxul net de numerar din activitatea de investitii 140
1 2 3 a 5 6 7 (rd.090 - rd.100 + rd.110 + rd.120 + rd.130)
| si neinregistrat Fluxuri de numerar din activitatea financiara
1. Capital social 010 incaséri sub forma de credite si imprumuturi 150
! nevs ( ( ( ( Plati aferente rambursaril creditelor si imprumuturilor 160
2. Capital nevarsat 020 |} ) ) )
Dividende platite 170
. 3. Capital neinregistrat 030 inclusiv: dividende platite nerezidentilor 1”71
4. Capital retras 040 " ; : " incasari din operatiuni de capital 180
5. Patrimoniul primit de la stat cu drept de 050 Alte ncasari (plati) 190
propriet Fluxul net de numerar din activitatea financi 200
Total capital social si neinregistrat 060 (rd.150 - rd.160 - rd.170 + rd.180 * rd.190)
(rd.010 + rd.020 + rd.030 + d.040 + rd.050) Fluxul net de numerar total
210
o | Prime de capreal 070 (2 1d.080 + rd.140 + rd.200)
Rezerve Diferente de curs valutar favorabile (nefavorabile) 220
1. Copital de rezerva 080 Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune
. 2. Rezerve statutare 090 (% rd.210 * rd.220 + rd.230) 240
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100) x 1
D sate - Nota
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X
Bepar s nevamm Bepar s nevamm
CoxpaHuTb CoxpaHuTb
Pacnucka 2 Pacnucka
Pecnionient Pecnionient
®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L. ®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L.
Ipenocrasmn oruér: RSF1 21 Ipenocrasmn oruér: RSF1_21
Ha ¢uckansusiii nepuoxa: A/2020 Ha ¢uckansubiii nepuon: A/2020
Jlara npenocrasnenns: 11.05.2021 Jlara npenocrasnenns: 11.05.2021
BpemenHast MeTka oTuéra 3apeructpupoBanHoro B Mxdopmarmonnoit Cucreme HBC : 11.05.2021 Bpemennas meTka otuéra 3apeructpupoansoro B Cucreme DnekrponHoit OT4éTHOCTH M
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Radiopaque Sterile Bone Cement
Surgical Acrylic

ALCASIS™: is a bone cement of moderate viscosity used in hip, knee and shoulder implant fixation. ALCA-
SiS™ bone cement produced and tested according to 1SO 5833 acrylic resin cements standards from
polymers with well defined properties in relation to particle size, molar mass and viscosity, has demon-
strated superior quality and mechanical test performance in all formulations. ALCASIS™ bone cement with
exceptional adhesion and mechanical properties has high visibility under X-Ray radiation with Ph Eur BP
USP synthetic Barium Sulphate as opacifier. In terms of application, modern systems have been produced
for syringe / cement gun and manual application. ALCASIS™ Bone Cement is housed in a double-layer
tyvek envelope that forms a high seal and protection barrier. In this way, the cement can be poured into the
preparation vessel easily and cleanly. In addition, the product is protected against external influences with
bilister packaging and protected as safe as the end user's surgical personnel. ALCASIS™ ZV is specially
designed for use with low viscous acrylic bone cement, vertebroplastide. It has a high radioopacity for
X-rays, with adequate working time and a formulation with suitable polymerization temperature. This
product can be applied to osteoporotic vertebral fractures in patients with spinal angioplasty
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Bone Cement

Radiopaque Sterile
Surgical Acrylic
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Genta

Bone Cement

Bone D

Cement

With Antibiotic

Radiopaque Sterile
Surgical Acrylic

A pouch containing an envelope with 41 g of radiopaque
Gentamicin-loaded powder sterilized by ethylene oxide

Polymethyl Methacrylate 35,58 g (86,78%)
Barium Sulphate Ph. Eur. 4g(9,76%)
Benzoyl Peroxide 0,42 g (1,02%)
Gentamicin sulfate 1 g(2,44%)

An ampoule with 20 ml of liquid sterilized by ultrafiltration

Methyl Methacrylate 19,6 ml (98%)
N,N dimethyl p-toluidine 0,4 ml(2%)
Hydroquinone 18-20 ppm

alcasis’

Standard

Bone @

Cement

Standard Viscosity
Radiopaque Sterile

Surgical Acrylic

1 Packet Ethylene Oxide sterilised pouch, containing40 g
of sterile powder consisting of:

Polymethyl Methacrylate 35.58 gr (%88,95)
Barium Sulphate Ph. Eur. 4 gr (%10)
Benzoyl Peroxide 0,42 gr (%1,05)

1 ampoule 20 ml of liquid sterilized by the Aseptic Filling
method

Methyl Methacrylate 19,6ml (%98)
N,N dimethyl p-toluidine 0,4ml
Hydroquinone 18-20 ppm

standes se
B

-

Cement

1 Packet Ethylene Oxide sterilised
pouch, containing 20 g of sterile
powder consisting of:

1 ampoule 10 ml of liquid sterilized
by the Aseptic Filling method

Bone ) 20C

Human
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TUREIS
Tlif Cage

Features

Bi-convex graft contour, with a 4° angle of lordosis, conforms easily to
the concavity of the endplate

Stracture on the surface, minimizing the risk of expulsion

Large contact area, minimizing the risk of subsidence

Large graft area, maximizing the chances of a successful fusion
Simple, ergonomic and intelligent instrumentation
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Code Height Length Width Code Height Length Width  Angled
MSFX-BC2407 7 24 10 MSFX-BCA2407 7 24 10 4°
MSFX-BC2408 8 24 10 MSFX-BCA2408 8 24 10 4°
MSFX-BC2409 9 24 10 MSFX-BCA2409 9 24 10 4°
MSFX-BC2410 10 24 10 MSFX-BCA2410 10 24 10 4°
MSFX-BC2411 11 24 10 MSFX-BCA2411 11 24 10 4°
MSFX-BC2412 12 24 10 MSFX-BCA2412 12 4 10 4°
MSFX-BC2413 13 24 10 MSFX-BCA2413 13 4 10 4°
MSFX-BC2415 15 24 10 MSFX-BCA2415 15 4 10 4°
MSFX-BC2807 7 28 10 MSFX-BCA2807 7 28 10 4°
MSFX-BC2808 8 28 10 MSFX-BCA2808 8 28 10 4°
MSFX-BC2809 9 28 10 MSFX-BCA2809 9 » 28 10 4°
MSFX-BC2810 10 28 10 MSFX-BCA2810 10 28 10 4°
MSFX-BC2811 11 28 10 MSFX-BCA2811 11 28 10 4°
MSFX-BC2812 12 28 10 MSFX-BCA2812 12 28 10 4°
MSFX-BC2813 13 28 10 MSFX-BCA2813 13 28 10 4°
MSFX-BC2815 13 28 10 MSFX-BCA2815 15 28 10 4°
MSFX-BC3207 7 32 10 MSFX-BCA3207 7 32 10 4°
MSFX-BC3208 8 32 10 MSFX-BCA3208 8 32 10 4°
MSFX-BC3209 9 32 10 MSFX-BCA3209 9 32 10 4°
MSFX-BC3210 10 32 10 MSFX-BCA3210 10 32 10 4°
MSFX-BC3211 11 32 10 MSFX-BCA3211 11 32 10 4°
MSFX-BC3212 12 32 10 MSFX-BCA3212 12 32 10 4°
MSFX-BC3213 13 32 10 MSFX-BCA3213 13 32 10 4°
MSFX-BC3215 15 32 10 MSFX-BCA3215 15 32 10 4°
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COMPANY PROFILE

Mikron Makina Industry and Trade Limited Company were founded in 1980 then
registered in 1994 as manufacturing mainly machining in component Defense,
Aerospace, and Medical Industries. Since 2006, Mikron is a high-quality and
affordable medical devices company.

Experts in researches, designing, improving, and commercializing Spine and
Orthopedic Implants with instruments.Our Continuous investment in developments
for our products allows us to meet the ever-changing needs of customers.
Mikron is managed and structured to achieve reliable and effective results, even to
the most challenging customer requirements.

We believe this forms the foundation for the complementary beneficial, long-term
partnerships and will ensure that we reach our goal of adding value to our clients.

We aim to price our solutions and services competitively and deliver products
timeously to our customers.Mikron fulfills all the requirements of TS EN ISO 13485
and CE certificates at every stage of production.




AGENA-X
Cervical Cage With Blade

Features

W Agena-X is manufactured by using PEEK and Titanium,
which is compatible with MRl and CT and which does not result
in permanent lesions.

B Blades for @ more reliable holding between the endplates.

W Anterior cervical plate may not required for supplimental fixation

.2
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Code Height Length Width

MCPCB41214 4 12 14
MCPCB41216 4 12 16
MCPCB41414 4 14 14
MCPCB51214 5 12 14
MCPCB51216 5 12 16
MCPCB51414 5 14 14
MCPCB61214 6 12 14
MCPCB61216 6 12 16
MCPCB61414 6 14 14
MCPCB71214 7 12 14 »
MCPCB71216 7 12 16 ‘
MCPCB71414 7 14 14
MCPCB81214 8 12 14
MCPCB81216 8 12 16
MCPCB81414 8 14 14




AGENA
Cervical Cage

Features

B Agena is manufactured by using PEEK material, which is
compatible with MRI and CT and which does not result in permanent lesions.

B Easy insert and fit anatomic structure.

B Tantalum marker.

W Strong fixation with threaded surface and two titanium pins.
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Code Height Length Width
MSFX-CPC041214 4 12 14
MSFX-CPC041216 4 12 16
MSFX-CPC041414 4 14 14
MSFX-CPC051214 5 12 14
MSFX-CPC051216 5 12 16
MSFX-CPC051414 5 14 14
MSFX-CPC061214 6 12 14
MSFX-CPC061216 6 12 16
MSFX-CPC061414 6 14 14
MSFX-CPC071214 7 12 14 »
MSFX-CPC071216 7 12 16 ‘
MSFX-CPC071414 7 14 14
MSFX-CPC081214 8 12 14
MSFX-CPC081216 8 12 16
MSFX-CPC081414 8 14 14




AGENA-C
Cervical Expandable Cage

Features

B Agena-C is manufactured by using PEEK material and expanding
mechanism: Ti6Al4V- Eli alloy. which is compatible with MRI and CT and which
does not result in permanent lesions.

B Titanium pins fogether with titanium expanding mechanism let us identify
the actual cage position.
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Code Height Length Width
MSFXECPC125 5 12 14
MSFXECPC126 6 12 14
MSFXECPC127 7 12 14
MSFXECPC128 8 12 14
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SIRIUS

Cervical Disc Prosthesis

Features

B Manufactured from Ti6AI4V-ELI material, which is compatible with MRI and does
not allow any lesional problems.

W Superior and inferior surfaces of a toothed structure provides retention, so the
prosthesis can be placed firmly in the upper and lower parts of the end plates.

B The surface provides safety with the fixation into superior and inferior vertabrae.
(%) 10° extension/flexion and lateral bending, and (%) 8° rotation of the disc
can be fixed/provided by a single tool.

.8
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Code Height Length Width
MSFX-CD12-04 4 12 14
MSFX-CD12-05 5 12 14
MSFX-CD12-06 6 12 14
MSFX-CD12-07 7 12 14
MSFX-CD12-08 8 12 14
MSFX-CD12-09 9 12 14
MSFX-CD14-04 4 14 14
MSFX-CD14-05 5 14 14
MSFX-CD14-06 6 14 14
MSFX-CD14-07 7 14 14 )
MSFX-CD14-08 8 14 14 ‘
MSFX-CD14-09 9 14 14
MSFX-CD16-05 5 14 16
MSFX-CD16-06 6 14 16
MSFX-CD16-07 7 14 16
MSFX-CD16-08 8 14 16
MSFX-CD16-09 9 14 16
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MIRACH

Cervical Plate

Features

B The locking system that secures screws for one-step locking
B The plate has a low profile and smooth surface designed to help minimize irritation.
B Simple surgical technique
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Cervical Plate Cervical Plate Screws
Code Size Code Size
MSFX-CAP17 17 MSFX-CAPS12 4.0x12 mm
MSFX-CAP20 20 ? MSFX-CAPS14 4.0x14 mm
MSFX-CAP23 23 MSFX-CAPS16 4.0x16 mm
MSFX-CAP25 25 MSFX-CAPS18 4.0x18 mm
MSFX-CAP27 27 MSFX-CAPS20 4.0x20 mm

MSFX-CAP30 30

MSFX-CAP33 33 MSFX-CAPSR12 4.5x12 mm
MSFX-CAP36 36 ! MSFX-CAPSR14 4.5x14 mm
MSFX-CAP40 40 MSFX-CAPSR16 4.5x16 mm
MSFX-CAP45 45 MSFX:CAPSR18 4.5x18 mm
MSFX-CAP50 50 MSFX-CAPSR20 4.5x20 mm
MSFX-CAP55 55 | |

MSFX-CAP60 60 ‘

MSFX-CAP65 65
MSFX-CAP70 70
MSFX-CAP75 75
MSFX-CAP80 80
MSFX-CAP85 85
MSFX-CAP90 90




REGULUS-C

Corpectomy Cage

Features

B Full contact with angled surface

M Teeth on the surface, minimizing the risk of expulsion

B Angled inferior and superior area allow a complete contact with vertebral surface
and composed by one piece.

B With an efficient grafting space, the system allows applying graft before distraction
and provides a one stage locking mechanism.

.]2



(Z)

P mikeon

Code Diameter Closed Length Open Length Angled
MCTC101013 10 10 13
MCTC101317 10 13 17
MCTC101625 10 16 25
MCTC121013 12 10 13
MCTC121317 12 13 17
MCTC121625 12 16 25
MCTC122440 12 24 40
MCTC123965 12 39 65
MCTC141013 14 10 13
MCTC141317 14 13 17
MCTC141625 14 16 25
MCTC142440 14 24 40
MCTC143965 14 39 65
MCTC161013 16 10 13 |
MCTC161317 16 13 17 ‘
MCTC161625 16 16 25
MCTC162440 16 24 40
MCTC163965 16 39 65
MCTC201013 20 10 13
MCTC201317 20 13 17
MCTC201625 20 16 25
MCTC1216256 12 16 25 6°
MCTC1224406 12 24 40 6°
MCTC1239656 12 39 65 6°
MCTC1416256 14 16 25 6°
MCTC1424406 14 24 40 6° :
MCTC1439656 14 39 65 6° .
oL
ClL




OMICRON

Cervical Spinal System

Features

B Self-tapping flute centers screw for easy insertion

B Low profile screw head

B 3 diameters with cancellous profile (3.5 mm & 4.0 mm and 4.5 mm Rescue Screw)
3.5 mm diameter rod

B Multiple screw, hook, rod, connector and plate options to better match patient anatomy

.]4
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Posterior Cervical Polyaxial Screw

Occipital Plate

Cervical Rod

f

Code Size Code Size Code Size
MSFX-PPPS3510  3.5x10 mm MSFX-CPOPL L MSFX-SR1304 3.5x40 mm
MSFX-PPPS3512  3.5x12 mm MSFX-CPOPM M MSFX-SR1308 3.5x80 mm
MSFX-PPPS3514  3.5x14 mm MSFX-CPOPS S MSFX-SR1312 3.5x120 mm
MSFX-PPPS3516 3.5x16 mm MSFX-SR1320 3.5x200 mm
MSFX-PPPS3518  3.5x18 mm
MSFX-PPPS3520  3.5x20 mm -

MSFX-PPPS3522  3.5x22 mm Occipital Plate Screw

MSFX-PPPS3524  3.5x24 mm .

MSFX-PPPS3526  3.5x26 mm Code Size

MSFX-PPPS3528  3.5x28 mm

MSFX-PPPS3530  3.5x30 mm Transverse Connector ' SFX-CPOSS4 4.0x4 mm

MSFX-PPPS3532  3.5x32 mm SFX-CPOSS5 4.0x5 mm

MSFX-PPPS4010  4.0x10 mm Code Size SFX-CPOSS6 4.0x6 mm

MSFX-PPPS4012  4.0x12 mm SFX-CPOSL4 4.5x4 mm

MSFX-PPPS4014 4.0x14 mm MSFX-TL130 30 mm SFX-CPOSL5 4.5x5 mm

MSFX-PPPS4016 4.0x16 mm MSFX-TL135 35 mm MSFX-CPOSL6 4.5x6 mm

MSFX-PPPS4018 4.0x18 mm MSFX-TL140 40 mm

MSFX-PPPS4020 4.0x20 mm MSFX-TL145 45 mm ‘

ﬁgiﬁ’gg;iﬁg%i j-gxgi mm MSFX-TL150 50 mm Lateral Connector
- .UX mm

MSFX-PPPS4026  4.0x26 mm Vot 2o mm Code Size

MSFX-PPPS4028  4.0x28 mm

MSFX-PPPS4030 4.0x30 mm MSFX-LCNT12 10 mm

MSFX-PPPS4032 4.0x32 mm MSFX-LCNT18 18 mm

MSFX-PPPS4510  4.5x10 mm

MSFX-PPPS4512  4.5x12 mm

MSFX-PPPS4514  4.5x14 mm

MSFX-PPPS4516  4.5x16 mm

MSFX-PPPS4518  4.5x18 mm Cervical Hook Domino-Connector

MSFX-PPPS4520  4.5x20 mm .

MSFX-PPPS4522  4.5x22 mm Code Size Code

MSFX-PPPS4524  4.5x24 mm

MSFX-PPPS4526 ~ 4.5x26 mm MSFX-PCHL7 4.5X7 mm MSFX-SECNO1 '

MSFX-PPPS4528  4.5x28 mm MSFX-PCHMé 4.5X6 mm MSFX-SDCNO02

MSFX-PPPS4530  4.5x30 mm MSFX-PCHS5 4.5X5 mm

MSFX-PPPS4532  4.5x32 mm




PROCYON
Spinal System 6.0

Features

M Easy Lock System

m Cylindirical feature Self-Tapping

W 57 degree with polyaxial screws

B Implantable pedicle screws as a Monoaxial,Polyaxial Cannulated screws
pre-bent rods, rod types, hooks in different sizes, easy to use hand tools
compatible with implants

B More reliable tightening with the torx design of setscrew. Reverse angled
setscrew thread design.
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Polyaxial Screw

Code Size Code Size Code Size
<2 MSFX-PAS3525 3.5x25 mm MSFX-PAS5535 5.5x35 mm MSFX-PAS7540 7.5x40 mm
MSFX-PAS3530 3.5x30 mm MSFX-PAS5540 5.5x40 mm MSFX-PAS7545 7.5x45 mm
MSFX-PAS3535 3.5x35 mm MSFX-PAS5545 5.5x45 mm MSFX-PAS7550 7.5x50 mm
MSFX-PAS3540 3.5x40 mm MSFX-PAS5550 5.5x50 mm MSFX-PAS7555 7.5x55 mm
MSFX-PAS3545 3.5x45 mm MSFX-PAS5555 5.5x55 mm MSFX-PAS7560 7.5x60 mm
MSFX-PAS4020 4.0x20 mm MSFX-PAS5560 5.5x60 mm MSFX-PAS8030 8.0x30 mm
MSFX-PAS4025 4.0x25 mm MSFX-PAS6035 6.0x35 mm MSFX-PAS8035 8.0x35 mm
MSFX-PAS4030 4.0x30 mm MSFX-PAS6040 6.0x40 mm MSFX-PAS8040 8.0x40 mm
MSFX-PAS4035 4.0x35 mm MSFX-PAS6045 6.0x45 mm MSFX-PAS8045 8.0x45 mm
MSFX-PAS4040 4.0x40 mm MSFX-PAS6050 6.0x50 mm MSFX-PAS8050 8.0x50 mm
MSFX-PAS4045 4.0x45 mm MSFX-PAS6055 6.0x55 mm MSFX-PAS8055 8.0x55 mm
MSFX-PAS4520 4.5x20 mm MSFX-PAS6060 6.0x60 mm MSFX-PAS8060 8.0x60 mm
MSFX-PAS4525 4.5x25 mm MSFX-PAS6530 6.5x30 mm MSFX-PAS8070 8.0x70 mm
MSFX-PAS4530 4.5x30 mm MSFX-PAS6535 6.5x35 mm MSFX-PAS8080 8.0x80 mm
MSFX-PAS4535 4.5x35 mm MSFX-PAS6540 6.5x40 mm MSFX-PAS8090 8.0x90 mm
MSFX-PAS4540 4.5x40 mm MSFX-PAS6545 6.5x45 mm MSFX-PAS80100 8.0x100 mm
MSFX-PAS4545 4.5x45 mm MSFX-PAS6550 6.5x50 mm MSFX-PAS8530 8.5x30 mm
MSFX-PAS5030 5.0x30 mm MSFX-PAS6555 6.5x55 mm MSFX-PAS8535 8.5x35 mm
MSFX-PAS5035 5.0x35 mm MSFX-PAS6560 6.5x60 mm MSFX-PAS8540 8.5x40 mm
MSFX-PAS5040 5.0x40 mm MSFX-PAS7035 7.0x35 mm MSFX-PAS8545 8.5x45 mm
MSFX-PAS5045 5.0x45 mm MSFX-PAS7040 7.0x40 mm MSFX-PAS8550 8.5x50 mm
MSFX-PAS5050 5.0x50 mm MSFX-PAS7045 7.0x45 mm MSFX-PAS8555 8.5x55 mm
MSFX-PAS5055 5.0x55 mm MSFX-PAS7050 7.0x50 mm MSFX-PAS8560 8.5x60 mm
MSFX-PAS5060 5.0x60 mm MSFX-PAS7055 7.0x55 mm MSFX-PAS8570 8.5x70 mm
MSFX-PAS5520 5.5x20 mm MSFX-PAS7060 7.0x60 mm MSFX-PAS8580 8.5x80 mm
MSFX-PAS5525 5.5x25 mm MSFX-PAS7530 7.5x30 mm MSFX-PAS8590 8.5x90 mm
MSFX-PAS5530 5.5x30 mm MSFX-PAS7535 7.5x35 mm MSFX-PAS85100 8.5x100 mm
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Monoaxial Screw Monoaxial Spondylolisthesis
Screw
Code Size Code Size Code Size

& MSFX-MAS3525 3.5x25 mm MSFX-MAS6035 6.0x35 mm & MSFX-MRS5535 5.5x35 mm
MSFX-MAS3530 3.5x30 mm MSFX-MAS6040 6.0x40 mm MSFX-MRS5540 5.5x40 mm
MSFX-MAS3535 3.5x35 mm MSFX-MAS6045 6.0x45 mm MSFX-MRS5545 5.5x45 mm
MSFX-MAS3540 3.5x40 mm MSFX-MAS6050 6.0x50 mm MSFX-MRS5550 5.5x50 mm
MSFX-MAS3545 3.5x45 mm MSFX-MAS6055 6.0x55 mm MSFX-MRS6035 6.0x35 mm
MSFX-MAS4025 4.0x25 mm MSFX-MAS6530 6.5x30 mm MSFX-MRS6040 6.0x40 mm
MSFX-MAS4030 4.0x30 mm MSFX-MAS6535 6.5x35 mm MSFX-MRS6045 6.0x45 mm
MSFX-MAS4035 4.0x3 m MSFX-MAS6540 6.5x40 mm MSFX-MRS6050 6.0x50 mm
MSFX-MAS4040 4.0x40 mm MSFX-MAS6545 6.5x45 mm MSFX-MRS6535 6.5x35 mm
MSFX-MAS4045 4.0x45/mm MSFX-MAS6550 6.5x50 mm MSFX-MRS6540 6.5x40 mm
MSFX-MAS4525 4.5x25 mm MSFX-MAS6555 6.5x55 mm MSFX-MRS6545 6.5x45 mm
MSFX-MAS4530 4.5x30 mm MSFX-MAS7035 7.0x35 mm MSFX-MRS6550 6.5x50 mm
MSFX-MAS4535 4.5x35 mm MSFX-MAS7040 7.0x40 mm MSFX-MRS7035 7.0x30 mm
MSFX-MAS4540 4.5x40 mm MSFX-MAS7045 7.0x45 mm MSFX-MRS7040 7.0x40 mm
MSFX-MAS4545 4.5x45 mm MSFX-MAS7050 7.0x50 mm MSFX-MRS7045 7.0x45 mm
MSFX-MAS5030 5.0x30 mm MSFX-MAS7055 7.0x55 mm MSFX-MRS7050 7.0x50 mm
MSFX-MAS5035 5.0x35 mm MSFX-MAS7535 7.5x35 mm MSFX-MRS7055 7.0x55 mm
MSFX-MAS5040 5.0x40 mm MSFX-MAS7540 7.5x40 mm MSFX-MRS7540 7.5x40 mm
MSFX-MAS5045 5.0x45 mm MSFX-MAS7545 7.5x45 mm MSFX-MRS7545 7.5x45 mm
MSFX-MAS5050 5.0x50 mm MSFX-MAS7550 7.5x50 mm MSFX-MRS7550 7.5x50 mm
MSFX-MAS5530 5.5x30 mm MSFX-MAS7555 7.5x55 mm MSFX-MRS7555 7.5x55 mm

MSFX-MAS5535 5.5x35 mm MSFX-MAS8035 8.0x35 mm
MSFX-MAS5540 5.5x40 mm MSFX-MAS8040 8.0x40 mm
MSFX-MAS5545 5.5x45 mm MSFX-MAS8045 8.0x45 mm
MSFX-MAS5550 5.5x50 mm MSFX-MAS8050 8.0x50 mm
MSFX-MAS5555 5.5x55 mm MSFX-MAS8055 8.0x55 mm
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Polyaxial Spondylolisthesis Polyaxial Cannulated And Fenestrated
Screw Screw
Code Size Code Size Code Size

& MSFX-PRS5530 5.5x30 mm < MSFX-CPS5530 4.5x30 mm MSFX-CPS6550 6.5x50 mm
MSFX-PRS5535 5.5x35 mm MSFX-CPS4535 4.5x35 mm MSFX-CPS6555 6.5x55 mm
MSFX-PRS5540 5.5x45 mm MSFX-CPS4540 4.5x40 mm MSFX-CPS7030 7.0x30 mm
MSFX-PRS5545 5.5x45 mm MSFX-CPS4545 4.5x45 mm MSFX-CPS7035 7.0x35 mm
MSFX-PRS5550 5.5x50 mm MSFX-CPS4550 4.5x50 mm MSFX-CPS7040 7.0x40 mm
MSFX-PRS5555 5.5x55 mm MSFX-CPS4555 4.5x55 mm MSFX-CPS7045 7.0x45 mm
MSFX-PRS6035 6.0x35 mm MSFX-CPS5035 5.0x35 mm MSFX-CPS7050 7.0x50 mm
MSFX-PRS6040 6.0x40 mm MSFX-CPS5040 5.0x40 mm MSFX-CPS7055 7.0x55 mm
MSFX-PRS6045 6.0x45 mm MSFX-CPS5045 5.0x45 mm MSFX-CPS7530 7.5x30 mm
MSFX-PRS6050 6.0x50 mm MSFX-CPS5050 5.0x50 mm MSFX-CPS7535 7.5x35 mm
MSFX-PRS6530 6.5x30 mm MSFX-CPS5055 5.0x55 m MSFX-CPS7540 7.5x40 mm
MSFX-PRS6535 6.5x35 mm MSFX-CPS5530 5.5x30 mm| MSFX-CPS7545 7.5x45 mm
MSFX-PRS6540 6.5x40 mm MSFX-CPS5535 5.5x35 mm MSFX-CPS7550 7:5x50 mm
MSFX-PRS6545  6.5x45 mm MSFX-CPS5540 5.5x40 mm MSFX-CPS7555  7.5x55 mm
MSFX-PRS6550 6.5x50 mm MSFX-CPS5545 5.5x45 mm MSFX-CPS8035 8.0x35 mm
MSFX-PRS6555 6.5x55 mm MSFX-CPS5550 5.5x50 mm MSFX-CPS8040 8.0x40 mm
MSFX-PRS7035 7.0x35 mm MSFX-CPS5555 5.5x55 mm MSFX-CPS8045 8.0x45 mm
MSFX-PRS7040 7.0x40 mm MSFX-CPS6035 6.0x35 mm MSFX-CPS8050 8.0x50 mm
MSFX-PRS7045 7.0x45 mm MSFX-CPS6040 6.0x40 mm MSFX-CPS8055 8.0x55 mm
MSFX-PRS7050 7.0x50 mm MSFX-CPS6045 6.0x45 mm
MSFX-PRS7055 7.0x55 mm MSFX-CPS6050 6.0x50 mm
MSFX-PRS7535  7.5x35 mm MSFX-CPS6055 6.0x55 mm
MSFX-PRS7540 7.5x40 mm MSFX-CPS6530 6.5x30 mm
MSFX-PRS7545 7.5x45 mm MSFX-CPS6535 6.5x35 mm
MSFX-PRS7550 7.5x50 mm MSFX-CPS6540 6.5x40 mm
MSFX-PRS7555  7.5x55 mm MSFX-CPS6545 6.5x45 mm
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Monoaxial Cannulated And
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Fenestrated Screw

Code

Size

MSFX-CMS5530
MSFX-CMS5535
MSFX-CMS5540
MSFX-CMS5545
MSFX-CMS5550
MSFX-CMS5555
MSFX-CMS6530
MSFX-CMS6535
MSFX-CMS6540
MSFX-CMS6545
MSFX-CMS6550
MSFX-CMS6555
MSFX-CMS7530
MSFX-CMS7535
MSEX-CMS7540
MSFX-CMS7545
MSFX-CMS7550
MSFX-CMS7555

5.5x30 mm
5.5x35 mm
5.5x40 mm
5.5x45 mm
5.5x50
5.5x55 m
6.5x30 m
6.5x35
6.5x40
6.5x45
6.5x50
6.5x55 mm
7.5x30 mm
7.5x35 mm
7.5x40 mm
7.5x45 mm
7.5x50 mm
7.5x55 mm

Rod CR
Code Size Code Size

MSFX-SR1604 6.0x40 mm MSFX-CR1620 6.0x200 mm
MSFX-SR1605 6.0x50 mm MSFX-CR1630  6.0x300 mm
MSFX-SR1606 6.0x60 mm MSFX-CR1640  6.0x400 mm
MSFX-SR1607 6.0x70 mm MSFX-CR1650  6.0x500 mm
MSFX-SR1608 6.0x80 mm

MSFX-SR1609 6.0x90 mm

MSFX-SR1610 6.0x100 mm

MSFX-SR1611 6.0x110 mm

MSFX-SR1612 6.0x120 mm

MSFX-SR1613 6.0x130 mm

MSFX-SR1614 6.0x140 mm

MSFX-SR1615 6.0x150 mm

MSFX-SR1616 6.0x160 mm

MSFX-SR1617 6.0x170 mm

MSFX-SR1618 6.0x180 mm

MSFX-SR1619 6.0x190 mm

MSFX-SR1620 6.0x200 mm

MSFX-SR1621 6.0x210 mm

MSFX-SR1622 6.0x220 mm

MSFX-SR1623 6.0x230 mm

MSFX-SR1624 6.0x240 mm

MSFX-SR1625 6.0x250 mm

MSFX-SR1626 6.0x260 mm

MSFX-SR1627 6.0x270 mm

MSFX-SR1628 6.0x280 mm

MSFX-SR1629 6.0x290 mm

MSFX-SR1630 6.0x300 mm

MSFX-SR1631 6.0x310 mm

MSFX-SR1632 6.0x320 mm

MSFX-SR1640 6.0x400 mm

MSFX-SR1648 6.0x480 mm

MSFX-SR1650 6.0x500 mm

MSFX-SR1660 6.0x600 mm




POLAR
Spinal System 5.5/6.0

Features

B The Polar 5.5 Spinal System is low profile system.

M The screws feature a dual - lead thread design with self - tapping cuts, expediting
advancement and reducing surgeon fatigue.

M Screws available in 4.5mm. 5.5mm. 6.5mm. 7.5mm and 8.5mm diameters and
multiple lengths

M Dual - lead thread pattern for faster insertation and increased pull out strength.

M Polyaxial Range of the motion for ease of use intraoperatively

B Ability to accept diameter 5.5 and 6.0 mm rod.
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Polar Dual-Lead Polyaxial

Polar Dual-Lead Polyaxial Screw ) h
Spondylolisthesis Screw

Code Size Code Size Code Size
-3 MSFX-PPPS3525 3.5x25 mm MSFX-PPPS6530 6.5x30 mm ® MSFX- PPRPS5530 5.5x30 mm
MSFX-PPPS3530 3.5x30 mm MSFX-PPPS6535 6.5x35 mm MSFX- PPRPS5535 5.5x35 mm
MSFX-PPPS3535 3.5x35 mm MSFX-PPPS6540 6.5x40 mm MSFX- PPRPS5540 5.5x40 mm
MSFX-PPPS3540 3.5x40 mm MSFX-PPPS6545 6.5x45 mm MSFX- PPRPS5545 5.5x45 mm
MSFX-PPPS3545 3.5x45 mm MSFX-PPPS6550 6.5x50 mm MSFX- PPRPS5550 5.5x50 mm
MSFX-PPPS4520 4.5x20/mm MSFX-PPPS6555 6.5x55 mm MSFX- PPRPS5555 5.5x55 mm
MSFX-PPPS4525 4.5x2 m MSFX-PPPS7035 7.0x35 mm MSFX- PPRPS6035 6.0x35 mm
MSFX-PPPS4530 4.5x3 m MSFX-PPPS7040 7.0x40 mm MSFX- PPRPS6040 6.0x40 mm
MSFX-PPPS4535 4.5x35/mm MSFX-PPPS7045 7.0x45 mm MSFX- PPRPS6045 6.0x45 mm
MSFX-PPPS4540 4.5x40 mm MSFX-PPPS7050 7.0x50 mm MSFX- PPRPS6050 6.0x50 mm
MSFX-PPPS4545 4.5x45 mm MSFX-PPPS7055 7.0x55 mm MSFX- PPRPS6535 6.5x35 mm
MSFX-PPPS5030 5.0x30 mm MSFX-PPPS7530 7.5x30 mm MSFX- PPRPS6540 6.5x40 mm
MSFX-PPPS5035 5.0x35 mm MSFX-PPPS7535 7.5x35 mm MSFX- PPRPS6545 6.5x45 mm
MSFX-PPPS5040 5.0x40 mm MSFX-PPPS7540 7.5x40 mm MSFX- PPRPS6550 6.5x50 mm
MSFX-PPPS5045 5.0x45 mm MSFX-PPPS7545 7.5x45 mm MSFX- PPRPS6555 6.5x55 mm
MSFX-PPPS5050 5.0x50 mm MSFX-PPPS7550 7.5x50 mm MSFX- PPRPS7035 7.0x35 mm
MSFX-PPPS5520 5.5x20 mm MSFX-PPPS7555 7.5x55 mm MSFX- PPRPS7040 7.0x40 mm
MSFX-PPPS5525 5.5x25 mm MSFX-PPPS8030 8.0x30 mm MSFX- PPRPS7045 7.0x45 mm
MSFX-PPPS5530 5.5x30 mm MSFX-PPPS8035 8.0x35 mm MSFX- PPRPS7050 7.0x50 mm
MSFX-PPPS5535 5.5x35 mm MSFX-PPPS8040 8.0x40 mm MSFX- PPRPS7055 7.0x55 mm
MSFX-PPPS5540 5.5x40 mm MSFX-PPPS8045 8.0x45 mm MSFX- PPRPS7535 7.5x35 mm
MSFX-PPPS5545 5.5x45 mm MSFX-PPPS8050 8.0x50 mm MSFX- PPRPS7540 7.5x40 mm
MSFX-PPPS5550 5.5x50 mm MSFX-PPPS8055 8.0x55 mm MSFX- PPRPS7545 7.5x45 mm
MSFX-PPPS5555 5.5x55 mm MSFX-PPPS8060 8.0x60 mm MSFX- PPRPS7550 7.5x50 mm
MSFX-PPPS6035 6.0x35 mm MSFX-PPPS8070 8.0x70 mm MSFX- PPRPS7555 7.5x55 mm

MSFX-PPPS6040  6.0x40 mm MSFX-PPPS8080 8.0x80 mm
MSFX-PPPS6045  6.0x45 mm MSFX-PPPS8090 8.0x90 mm
MSFX-PPPS6050  6.0x50 mm MSFX-PPPS80100 8.0x100 mm
MSFX-PPPS6055  6.0x55 mm
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Polar Dual-Lead Monoaxial Screw Polar Dual-Lead Monoaxial
Spondylolisthesis Screw
Code Size Code Size Code Size
@ MSFX-PPMAS3525 3.5x25 mm MSFX-PPMAS6040 6.0x40 mm ® MSFX-PPMRS5535 5.5x35 mm
MSFX-PPMAS3530 3.5x30 mm MSFX-PPMAS6045 6.0x45 mm MSFX-PPMRS5540 5.5x40 mm
MSFX-PPMAS3535 3.5x35 mm MSFX-PPMAS6050 6.0x50 mm MSFX-PPMRS5550 5.5x50 mm
MSFX-PPMAS3540 3.5x40 mm MSFX-PPMAS6055 6.0x55 mm MSFX-PPMRS6035 6.0x35 mm
MSFX-PPMAS3545 3.5x45 mm MSFX-PPMAS6530 6.5x30 mm MSFX-PPMRS6050 6.0x50 mm
MSFX-PPMAS4025 4.0x25 mm MSFX-PPMAS6535 6.5x35 mm MSFX-PPMRS6535 6.5x35 mm
MSFX-PPMAS4030 4.0x30 mm MSFX-PPMAS6540 6.5x40 mm MSFX-PPMRS6545 6.5x45 mm
MSFX-PPMAS4035 4.0x35 mm MSFX-PPMAS6545 6.5x45 mm MSFX-PPMRS6550 6.5x50 mm
MSFX-PPMAS4040 4.0x40 mm MSFX-PPMAS6550 6.5x50 mm MSFX-PPMRS7040 7.0x40 mm
MSFX-PPMAS4525 4.5%x25 mm MSFX-PPMAS6555 6.5x55 mm MSFX-PPMRS7045 7.0x45 mm
MSFX-PPMAS4530 4.5x30 mm MSFX-PPMAS7035 7.0x35 mm MSFX-PPMRS7050 7.0x50 mm

MSFX-PPMAS4535 4.5x35 mm  MSFX-PPMAS7040 7.0x40 mm MSFX-PPMRS7055  7.0x55 mm
MSFX-PPMAS4540 4.5x40 mm  MSFX-PPMAS7045 7.0x45 mm MSFX-PPMRS7540 . 7.5x40 mm
MSFX-PPMAS4545 4.5x45 mm  MSFX-PPMAS7050 7.0x50 mm - MSFX-PPMRS7550  7.5x50 mm
MSFX-PPMAS5030 5.0x30 mm  MSFX-PPMAS7055 7.0x55 mm MSFX-PPMRS7555  7.5x55 mm
MSFX-PPMAS5035 5.0x35 mm  MSFX-PPMAS7535 7.5x35 mm

MSFX-PPMAS5040 5.0x40 mm  MSFX-PPMAS7540 7.5x40 mm

MSFX-PPMAS5045 5.0x45 mm  MSFX-PPMAS7545 7.5x45 mm

MSFX-PPMAS5050 5.0x50 mm  MSFX-PPMAS7550 7.5x50 mm

MSFX-PPMAS5530 5.5x30 mm  MSFX-PPMAS7555 7.5x55 mm

MSFX-PPMAS5535 5.5x35 mm  MSFX-PPMAS8035 8.0x35 mm

MSFX-PPMAS5540 5.5x40 mm  MSFX-PPMAS8040 8.0x40 mm

MSFX-PPMAS5545 5.5x45 mm  MSFX-PPMAS8045 8.0x45 mm

MSFX-PPMAS5550 5.5x50 mm  MSFX-PPMAS8050 8.0x50 mm

MSFX-PPMAS5555 5.5x55 mm  MSFX-PPMAS8055 8.0x55 mm

MSFX-PPMAS6035 6.0x35 mm

.
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Polar Dual-Lead Polyaxial Cannulated Polar Dual-Lead Monoaxial Cannulated
And Fenestrated Screw And Fenestrated Screw
Code Size Code Size
MSFX-PPCPS5530 5.5x30 mm ® MSFX-PPCMS5530 5.5x30 mm
MSFX-PPCPS5535 5.5x35 mm MSFX-PPCMS5535 5.5x35 mm
MSFX-PPCPS5540 5.5x40 mm MSFX-PPCMS5540 5.5x40 mm
MSFX-PPCPS5545 5.5x45 mm MSFX-PPCMS5545 5.5x45 mm

MSFX-PPCPS5550
MSFX-PPCPS5555
MSFX-PPCPS6530

.5x50 mm MSFX-PPCMS5550 5.5x50 mm
.5x55 mm MSFX-PPCMS5555 5.5x55 mm
.5x30 mm MSFX-PPCMS6530 6.5x30 mm

MSFX-PPCPS6535 .5x35 mm MSFX-PPCMS6535 6.5x35 mm
MSFX-PPCPS6540 .5x40 mm MSFX-PPCMS6540 6.5x40 mm
MSFX-PPCPS6545 5x45 mm MSFX-PPCMS6545 6.5x45 mm
MSFX-PPCPS6550 5x50 mm MSFX-PPCMS6550 6.5x50 mm
MSFX-PPCPS6555 6.5x55 mm MSFX-PPCMS6555 6.5x55 mm
MSFX-PPCPS7530 l.5x30 mm MSFX-PPCMS7530 7.5x30 mm
MSFX-PPCPS7535 .5x35 mm MSFX-PPCMS7535 7.5x35 mm
MSFX-PPCPS7540 7.5x40 mm MSFX-PPCMS7540 7.5x40 mm
MSFX-PPCPS7545 7.5x45 mm MSFX-PPCMS7545 7.5x45 mm
MSFX-PPCPS7550 7.5x50 mm MSFX-PPCMS7550 7.5x50 mm
MSFX-PPCPS7555 7.5x55 mm MSFX-PPCMS7555 7.5x55 mm

MSFX-PPCPS8035 8.0x35 mm
MSFX-PPCPS8040 8.0x40 mm
MSFX-PPCPS8045 8.0x45 mm
MSFX-PPCPS8050 8.0x50 mm
MSFX-PPCPS8055 8.0x55 mm
MSFX-PPCPS8060 8.0x60 mm
MSFX-PPCPS8070 8.0x70 mm
MSFX-PPCPS8080 8.0x80 mm
MSFX-PPCPS8090 8.0x90 mm
MSFX-PPCPS80100 8.0x100 mm
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Polar Quad Lead Polyaxial Screw Polar Quad Lead Polyaxial
Spondylolisthesis Screw
Code Size Code Size Code Size
@ MSFX-PPMFS3525 3.5x25 mm  MSFX-PPMFS6055 6.0x55 mm @ MSFX-PPMFRS5530 5.5x30 mm

MSFX-PPMFS3530 3.5x30 mm  MSFX-PPMFS6530 6.5x30 mm
MSFX-PPMFS3535 3.5x35 mm  MSFX-PPMFS6535 6.5x35 mm
MSFX-PPMFS3540 3.5x40 mm  MSFX-PPMFS6540 6.5x40 mm
MSFX-PPMFS3545 3.5x45 mm  MSFX-PPMFS6545 6.5x45 mm
MSFX-PPMFS4520 4.5x20 mm  MSFX-PPMFS6550 6.5x50 mm
MSFX-PPMFS4525 4.5x25 mm  MSFX-PPMFS6555 6.5x55 mm
MSFX-PPMFS4530 4.5x30 mm  MSFX-PPMFS7035 7.0x35 mm

MSFX-PPMFRS5540 5.5x40 mm
MSFX-PPMFRS5545 5.5x45 mm
MSFX-PPMFRS5550 5.5x50 mm
MSFX-PPMFRS5555  5.5x55 mm
MSFX-PPMFRS6035 6.0x35 mm
MSFX-PPMFRS6040 6.0x40 mm
MSFX-PPMFRS6045 ~ 6.0x45 mm

MSFX-PPMFS4535 4.5x35 mm  MSFX-PPMFS7040 7.0x40 mm MSFX-PPMFRS6050 6.0x50 mm
MSFX-PPMFS4540 4.5x40 mm  MSFX-PPMFS7045 7.0x45 mm MSFX-PPMFRS6540  6.5x40 mm
MSFX-PPMFS4545 4.5x45 mm  MSFX-PPMFS7050 7.0x50 mm MSFX-PPMFRS6545  6.5x45 mm

MSFX-PPMFS5030 5.0x30 mm  MSFX-PPMFS7055 7.0x55 mm
MSFX-PPMFS5035 5.0x35 mm  MSFX-PPMFS7530 7.5x30 mm

MSFX-PPMFRS6550  6.5x50 mm
MSFX-PPMFRS6555. 6.5x55 mm

N

MSFX-PPMFS5040 5.0x40 mm  MSFX-PPMFS7535 7.5x35 mm MSFX-PPMFRS7035 7.0x35 mm
MSFX-PPMFS5045 5.0x45 mm  MSFX-PPMFS7540 7.5x40 mm MSFX-PPMFRS7040 7.0x40 mm
MSFX-PPMFS5050 5.0xX50 mm  MSFX-PPMFS7545 7.5x45 mm MSFX-PPMFRS7045 7.0x45 mm
MSFX-PPMFS5520 5.5x20 mm  MSFX-PPMFS7550 7.5x50 mm MSFX-PPMFRS7050 7.0x50 mm
MSFX-PPMFS5525 5.5x25 mm  MSFX-PPMFS7555 7.5x55 mm MSFX-PPMFRS7055 7.0x55 mm
MSFX-PPMFS5530 5.5x30 mm  MSFX-PPMFS8030 8.0x30 mm MSFX-PPMFRS7535 7.5x35 mm
MSFX-PPMFS5535 5.5x35 mm  MSFX-PPMFS8035 8.0x35 mm MSFX-PPMFRS7540 7.5x40 mm
MSFX-PPMFS5540 5.5x40 mm  MSFX-PPMFS8040 8.0x40 mm MSFX-PPMFRS7545  7.5x45 mm
MSFX-PPMFS5545 5.5x45 mm  MSFX-PPMFS8045 8.0x45 mm MSFX-PPMFRS7550 7.5x50 mm
MSFX-PPMFS5550 5.5x50 mm  MSFX-PPMFS8050 8.0x50 mm MSFX-PPMFRS7555 7.5x55 mm

MSFX-PPMFS5555 5.5x55 mm  MSFX-PPMFS8055 8.0x55 mm
MSFX-PPMFS6035 6.0x35 mm  MSFX-PPMFS8070 8.0x70 mm
MSFX-PPMFS6040 6.0x40 mm  MSFX-PPMFS8080 8.0x80 mm
MSFX-PPMFS6045 6.0x45 mm  MSFX-PPMFS8090 8.0x90 mm
MSFX-PPMFS6050 6.0xX50 mm  MSFX-PPMFS80100  8.0x100 mm
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Rod

Code

Size

Rod CR
Code

Size

26

MSFX-SR1504
MSFX-SR1505
MSFX-SR1506
MSFX-SR1507
MSFX-SR1508
MSFX-SR1509
MSFX-SR1510
MSFX-SR1511
MSFX-SR1512
MSFX-SR1513
MSFX-SR1514
MSFX-SR1515
MSFX-SR1516
MSFX-SR1517
MSFX-SR1518
MSFX-SR1519
MSFX-SR1520
MSFX-SR1521
MSFX-SR1522
MSFX-SR1523
MSFX-SR1524
MSFX-SR1525
MSFX-SR1526
MSFX-SR1527
MSFX-SR1528
MSFX-SR1529
MSFX-SR1530
MSFX-SR1531
MSFX-SR1532
MSFX-SR1540
MSFX-SR1548
MSFX-SR1560
MSFX-SR1550

5.5x40 mm

5.5x50 mm

5.5x60 mm

5.5x70 mm

5.5x80 mm

5.5x90 mm

5.5x100 mm
5.5x110 mm
5.5x120 mm
5.5x130 mm
5.5x140 mm
5.5x150 mm
5.5x160 mm
5.5x170 mm
5.5x180 mm
5.5x190 mm
5.5x200 mm
5.5x210 mm
5.5x220 mm
5.5x230 mm
5.5x240 mm
5.5x250 mm
5.5x260 mm
5.5x270 mm
5.5x280 mm
5.5x290 mm
5.5x300 mm
5.5x310 mm
5.5x320 mm
5.5x400 mm
5.5x480 mm
5.5x500 mm
5.5x600 mm

—~——m

MSFX-CR1520
MSFX-CR1530
MSFX-CR1540
MSFX-CR1550

5,5x200 mm
5.5x300 mm
5.5x400 mm
5.5x500 mm

Sacral lliac Screw

Code

Size

MSFX-S556035
MSFX-S556040
MSFX-SS56045
MSFX-SS56050
MSFX-S556055
MSFX-S557040
MSFX-SS5§7045
MSFX-SS57050
MSFX-SS57055
MSFX-SSC15
MSFX-SSC20
MSFX-SOCNT

6.0x35 mm
6.0x40 mm
6.0x45 mm
6.0x50 mm
6.0x55 mm
7.0x40 mm
7.0x45 mm
7.0x50 mm
7.0x55 mm
15
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Transverse Connector

Code Size
MSFX-TLH
MSFX-TLR140 40 mm '—.‘”
MSFX-TLR150 50mm
MSFX-TLR160 60 mm
MSFX-TLR170 70 mm H
MSFX-TLR180 80 mm
MSFX-MHTR

Multiaxial Transverse

Connector
Code Size
MSFX-MTL4060  40-60 mm
MSFX-MTL6080  60-80 mm
Lateral Connector
Code Size
MSFX-LCNT15 15 mm
MSFX-LCNT20 20 mm
MSFX-LCNT25 25 mm
MSFX-LCNT30 30 mm
Connector
Code
MSFX-ECNTO1 ’
MSFX-ECNT02

MSFX-OCNT

P mikeon

Laminar Hooks

Code

Size

MSFX-LH0505
MSFX-LH0507
MSFX-LH0509
MSFX-LH0706
MSFX-LH0707
MSFX-LHO0709
MSFX-LHO711
MSFX-LHF0505
MSFX-LHF0507
MSFX-LHLA709
MSFX-LHLA711
MSFX-LHRA709
MSFX-LHRA711

5x5 mm

5x7 mm

5x9 mm

7x6 mm

7x7 mm

7x9 mm

7x11T mm

5x

5x

7x

7

7X9 mm
7x11T mm

.

Pedicular Hooks

Code

Size

MSFX-HT3L0507
MSFX-HT3L0509
MSFX-HT3L0511
MSFX-HT3R0507
MSFX-HT3R0509
MSFX-HT3R0511
MSFX-PH0805
MSFX-PH0807
MSFX-PHO0809
MSFX-PHF0505
MSFX-PHF0507

5x7 mm
5%9 mm
5x11T mm
5x7 mm
5x9 mm
5%x11 mm
8x5 mm
8x7 mm
8x9 mm
5x5 mm
5x7 mm
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REGULUS-L
Corpectomy Cage

Features

B Ti-6Al-4V ELI Titanium alloy

B Anotomical design

W Efficient design providing wide grafting space
m Confrolled in-situ expansion

B Easy instrumentation

.28



(Z)

P mikeon

Code Diameter Closed Length Open Length Angled
MVTCD202534 20 25 34
MVTCD203244 20 32 44
MVTCD204258 20 42 58
MVTCD205684 20 56 84
MVTCD242329 24 23 29
MVTCD242840 24 28 40
MVTCD243854 24 38 54
MVTCD245276 24 52 76
MVTCD2474114 24 74 114
MVTCD283044 28 30 44
MVTCD284258 28 42 58 »
MVTCD285684 28 56 84
MVTCD2882130 28 82 130 ‘
MVTCD28100140 28 100 140
MVTCA202534 20 25 34 6°
MVTCA203244 20 32 44 6°
MVTCA204258 20 42 58 6°
MVTCA205684 20 56 84 6°
MVTCA242329 24 23 29 6°
MVTCA242840 24 28 40 6°
MVTCA243854 24 38 54 6°
MVTCA245276 24 52 76 6°
MVTCA2474114 24 74 114 6°
MVTCA283044 28 30 44 6°
MVTCA284258 28 42 58 6°
MVTCA285684 28 56 84 6°
MVTCA2882130 28 82 130 6°
MVTCA28100140 28 100 140 6°

oL
CL
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ESTELA
Interspinous Device

Features

B Simplicity of use

B Dynamic fixation and stabilisation.

B Reduces stresses at the facet joints

B Opens up the foramina

M Prevent upfolding ligamentum flavum

.30
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Code Size
MSFX- 8UDPL 08
MSFX-10UDPL 10
MSFX-12UDPL 12
MSFX-14UDPL 14
MSFX-16UDPL 16
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TUREIS
Tlif Cage

Features

B Bi-convex graft contour, with a 4° angle of lordosis, conforms easily to
the concavity of the endplate

M Stracture on the surface, minimizing the risk of expulsion

B Large contact area, minimizing the risk of subsidence

B Large graft area, maximizing the chances of a successful fusion

B Simple, ergonomic and intelligent instrumentation
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Code Height Length Width Code Height Length Width Angled
MSFX-BC2407 7 24 10 MSFX-BCA2407 7 24 10 4°
MSFX-BC2408 8 24 10 MSFX-BCA2408 8 24 10 4°
MSFX-BC2409 9 24 10 MSFX-BCA2409 9 24 10 4°
MSFX-BC2410 10 24 10 MSFX-BCA2410 10 24 10 4°
MSFX-BC2411 11 24 10 MSFX-BCA2411 11 24 10 4°
MSFX-BC2412 12 24 10 MSFX-BCA2412 12 4 10 4°
MSFX-BC2413 13 24 10 MSFX-BCA2413 13 4 10 4°
MSFX-BC2415 15 24 10 MSFX-BCA2415 15 4 10 4°
MSFX-BC2807 7 28 10 MSFX-BCA2807 7 28 10 4°
MSFX-BC2808 8 28 10 MSFX-BCA2808 8 28 10 4°
MSFX-BC2809 9 28 10 MSFX-BCA2809 9 N 28 10 4°
MSFX-BC2810 10 28 10 MSFX-BCA2810 10 28 10 4°
MSFX-BC2811 11 28 10 MSFX-BCA2811 11 28 10 4°
MSFX-BC2812 12 28 10 MSFX-BCA2812 12 28 10 4°
MSFX-BC2813 13 28 10 MSFX-BCA2813 13 28 10 4°
MSFX-BC2815 13 28 10 MSFX-BCA2815 15 28 10 4°
MSFX-BC3207 7 32 10 MSFX-BCA3207 7 32 10 4°
MSFX-BC3208 8 32 10 MSFX-BCA3208 8 32 10 4°
MSFX-BC3209 9 32 10 MSFX-BCA3209 9 32 10 4°
MSFX-BC3210 10 32 10 MSFX-BCA3210 10 32 10 4
MSFX-BC3211 11 32 10 MSFX-BCA3211 11 32 10 4°
MSFX-BC3212 12 32 10 MSFX-BCA3212 12 32 10 4°
MSFX-BC3213 13 32 10 MSFX-BCA3213 13 32 10 4
MSFX-BC3215 15 32 10 MSFX-BCA3215 15 32 10 4°

L
=
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CAPELLA
Plif Cage

Features

W Self-distracting, bulleted nose, facilitating insertion

B Convex-shaped Implants, designed to the patient anatomy and to
allow more accurate sizing

W Teeth on the surface, minimizing the risk of expulsion

M Large contact area, minimizing the risk of subsidence

B Simple, ergonomic and intelligent instrumentation
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Code Height Length Width Code Height Length Width Angled
MSFX-LCD2206 6 22 10 MSFX-LCA2206 6 22 10 4°
MSFX-LCD2207 7 22 10 MSFX-LCA2207 7 22 10 4°
MSFX-LCD2208 8 22 10 MSFX-LCA2208 8 22 10 4°
MSFX-LCD2209 9 22 10 MSFX-LCA2209 9 22 10 4°
MSFX-LCD2210 10 22 10 MSFX-LCA2210 10 22 10 4°
MSFX-LCD2211 11 22 10 MSFX-LCA2211 11 2 10 4°
MSFX-LCD2212 12 22 10 MSFX-LCA2212 12 2 10 4°
MSFX-LCD2406 6 24 10 MSFX-LCA2214 14 2 10 4°
MSFX-LCD2407 7 24 10 MSFX-LCA2216 16 22 10 4°
MSFX-LCD2408 8 24 10 MSFX-LCA2406 6 ) 24 10 4°
MSFX-LCD2409 9 24 10 MSFX-LCA2407 7 24 10 4°
MSFX-LCD2410 10 24 10 MSFX-LCA2408 8 24 10 4°
MSFX-LCD2411 11 24 10 MSFX-LCA2409 9 24 10 4°
MSFX-LCD2412 12 24 10 MSFX-LCA2410 10 24 10 4°

MSFX-LCA2411 11 24 10 4°

MSFX-LCA2412 12 24 10 4°




CAPELLA-X
Plif Expandable Cage

Features

W Self-distracting, bulleted nose, facilating insertion

B Easy to implant with sharp ended design.

m Teeth on the surface, minimizing the risk of expulsion
B Graft area, maximizing the chances of a successful fusion
B Large contact area, minimizing the risk of subsidence
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Code Height Length Width
MSFX-EPC1007 7 24 10
MSFX-EPC1008 8 24 10
MSFX-EPC1009 9 24 10
MSFX-EPC1010 10 24 10
MSFX-EPC1011 11 24 10
MSFX-EPC1012 12 24 10
MSFX-EPC1013 13 24 10
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PEDIS
Spinal System

Features

B The pedis pediatric pedicle system consists of polyaxial screws, and reduction screw,
various rods, and locking set screws to provide efficient and secure top-loading, rigid
fixation in posterior lumbar fusions for pediatric patient.




P mikron

Pedis Pediatric Polyaxial
Spondylolisthesis Screw

Polyaxial Screw Transverse Connector

Code Size Code Size Code Size
MSFX-PPAS3520 3.5%x20 mm 8  MSFX-SPPAS4035 4.0x35 mm MSFX-PTC40 40 mm
MSFX-PPAS3530 3.5x30 mm MSFX-SPPAS4040 4.0x40 mm MSFX-PTC50 50 mm
MSFX-PPAS3535 3.5x35 mm MSFX-SPPAS4045 4.0x45 mm MSFX-PTC60 60 mm
MSFX-PPAS3540 3.5x40 mm MSFX-SPPAS5035 5.0x35 mm f
MSFX-PPAS4020 4.0x20 mm MSFX-SPPAS5040 5.0x40 mm m
MSFX-PPAS4025 4.0x25 mm MSFX-SPPAS5045 5.0x45 mm

MSFX-PPAS4030  4.0x30 mm
MSFX-PPAS4035  4.0x35 mm

MSFX-PPAS4040  4.0x40 mm

MSFX-PPAS4530  4.5x30 mm

MSFX-PPAS4535  4.5x35 mm

MSFX-PPAS4540  4.5x40 mm »
MSFX-PPAS4545  4.5x45 mm ‘
MSFX-PPAS5030  5.0x30 mm

MSFX-PPAS5035  5.0x35 mm

MSFX-PPAS5040  5.0x40 mm

MSFX-PPAS5045  5.0x45 mm

40




MINIRANZ

Laminar Hooks Rod Domino Connector
Code Size Code Size Code Size
MSFX-PLH4055 4.0x5.5 mm , MSFX-PPR40 5.0x40 mm MSFX-PPRC5060 5.0/6.0 mm
MSFX-PLH4065 4.0X6.5 mm i MSFX-PPR60 5.0x60 mm MSFX-PPRC7550 5.0/5.0 mm
MSFX-PLH4075 4.0x7.5 mm i MSFX-PPR80 5.0x80 mm MSFX-PPAK S
MSFX-PLH5055 5.0x5.5 mm i MSFX-PPR100 5.0x100 mm MSFX-PPAO M
MSFX-PLH5065 5.0x6.5 mm . MSFX-PPR120 5.0x120 mm MSFX-PPAB L
MSFX-PLH5075 5.0x7.5 mm i MSFX-PPR140 5.0x140 mm
MSFX-PLH0607 6.0x7.0 mm ! MSFX-PPR160 5.0x160 mm . .
MSFX-PPR180 5.0x180 mm
MSFX-PPR200 5.0x200 mm
MSFX-PPR250 5.0x250 mm
MSFX-PPR300 5.0x300 mm
MSFX-PPR400 5.0x400 mm
MSFX-PPR500 5.0x500 mm

T— ;A

Pedicular Hooks

Code

Size

Lateral Connector

Code

Size

Extension Connector

Code Size

4]

MSFX-PPH7555
MSFX-PPH7565
MSFX-PPH0605
MSFX-PPHO705
MSFX-PPHO707
MSFX-PPH0905
MSFX-PPH0907

7.5x5.5 mm
7.5x6.5 mm
6.0x5.0 mm
7.0x5.0 mm
7.0x7.0 mm
9.0x5.0 mm
9.0x7.0 mm

MSFX-OCNTPE

.

MSFX-OCNTPE

o
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" CERTIFICATE |

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il (Excluding Section 4)

Company Name : Mikron Makina Sanayi ve Ticaret Ltd. Sti.

Company Address : ivedik OSB Mah. Agac isleri Sanayi Sitesi 1372. Sk. No:31 Yenimahalle
ANKARA / TURKEY

Manufacturing Site : Dagyaka Mah. Dagyaka Cad. No:38 Kahramankazan
{Branch Office) ANKARA / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex |l (Excluding Section 4)

Product : Non-Sterile Spinal Screw Rod System - Class lib
Sterile Cervical & Lomber Peek Cages - Class llb
Non-Sterile Corpectomy Cages - Class lib
Sterile Cervical Mobile Disc Prosthesis - Class lib
Non-Sterile Plates - Class llb
Non-Sterile Bone Plates & Bone Screw - Class llb

: 37272, 43084, 38161, 34170, 46647, 56642, 35685, 58446, 48011,
61325, 32854

Product Types are attached.
Certificate Number 1 M.2017.106.8497
Report Number : MD.3468.YB
Initial Assessment Date :22.05.2017

Registration Date :07.06.2017 N
Recertification Assessment Date : 20.12.2019 UDEM In oftification
Reissue Date / No 1 15.04.2020/01 Auditing Trainifrg=€enire Industry

Revision Date /No :- and Trade Inc. Co.
Expiry Date :27.05.2024

UDEM hereby declares that the requiremenis of Annex Il, excluding section 4 of the 93/42/EEC Directive have been 4
met for the listed producis. The above named manufacturer has established and applies a quality assurance system,
which is subject to periodic surveillance audits, defined by Annex Il, section 5 of the forementioned directive. According
to Annex II, section 4 an EC design- examination cerfificate is required for placing the Class Ill devices on the market.
UDEM's responsibility for class | devices covered by the EC seriificate is limited to manufacturing issues related to
safeguarding and maintaining sterile conditions, if the dev,ce is sterile; and manufacturing issues related to product's
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returmedupon
request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must notify all changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned company should stop
placing the product on the market. The validity of the certificate can be checked through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: inffo@udemltd.com.ir www.udem.com.ir




This document containing 3 {three) pages is the Annex of the Certificate with the number
Yt M.2017.106.8497 and with the registration date of 07.06.2017 and with the re-issue date
(‘& 15.04.2020 issued for “Mikron Makina Sanayi ve Ticaret Ltd. Sti.” by UDEM Uluslararasi
= Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body
"G‘D E-M— with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.

LIST OF PRODUCTS | &mbn
Non-Sterile Spinal Screw Rod System

MSFX -MIKRON SPINAL STABILISATION POLYAXIAL SCREW 37272
MSFX -MIKRON SPINAL STABILISATION MULTIFUNCTIONAL SCREW 37272
MSFX -MIKRON SPINAL STABILISATION POLYAXIAL CANNULATED-CEMENTED SCREW 37272
MSFX -MIKRON SPINAL STABILISATION MONOAXIAL CANNULATED-CEMENTED SCREW 37272
MSFX -MIKRON SPINAL STABILISATION MONOAXIAL SCREW 37272
MSFX -MIKRON SPINAL STABILIZATION POLYAXIAL SPONDYLOUSTHESIS SCREW 37272
MSFX -MIKRON SPINAL STABILIZATION MULTIFUNCTIONAL SPONDYLOLISTHESIS SCREW 37272
MSFX -MIKRON SPINAL STABILIZATION MONOAXIAL SPONDYLOLISTHESIS SCREW 37272
MSEX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR POLYAXIAL SCREW 37272
MSFX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR MULTIFUNCTIONAL SCREW 37272
MSEX -MIKRON SPINAL STABILIZATION POLAR CANNULATED-CEMENTED MULTIFUNCTIONAL SCREW 37272
MSEX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR CANNULATED-CEMENTED MONOAXIAL SCREW 37272
MSEX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR MONOAXIAL SCREW 37272
MSEX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR SPONDYLOUSTHESIS POLYAXIAL SCREW 37272
MSFX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR SPONDYLOUSTHESIS MULTIFUNCTIONAL SCREW 37272
MSEX -MIKRON SPINAL STABILIZATION POLAR PEDICULAR SPONDYLOUSTHESIS MONOAXIAL SCREW 37272
MSFX -MIKRON SPINAL STABILIZATION ROD 58446
MSEX-MIKRON SPINAL STABILIZATICN ANTERIOR ROD 58446
MSFX -MIKRON SPINAL STABILIZATION TRANSVERSE CONNECTOR 58446
MSEX -MIKRON SPINAL STABILIZATION TRANSVERSE CERVICAL CONNECTOR ROD 58446
MSFX -MIKRON SPINAL STABILIZATION TRANSVERSE CONNECTOR HOOK 48011
MSFX -MIKRON SPINAL STABILIZATION MULTIAXIAL TRANSVERSE CONNECTOR 58446
MSEX -MIKRON SPINAL STABILIZATION LATERAL CONNECTOR 58446
MSFX -MIKRON SPINAL STABILIZATION EXTENSION CONNECTOR FOR 1 ROD 58446
MSFX -MIKRON SPINAL STABILIZATION EXTENSION CONNECTOR FOR 2 ROD 58446
MSFX -MIKRON SPINAL STABILIZATION MULTIAXIAL CONNECTOR 58446
MSFX -MIKRON SPINAL STABILIZATION PEDICULAR HOOK SMALL 61325
MSFX -MIKRON SPINAL STABILIZATION PEDICULAR HOOK OFSET 61325
MSEX -MIKRON SPINAL STABILIZATION LAMINAR HOOK 61325
MSFX -MIKRON SPINAL STABILIZATION LAMINAR HOOK LEFT ANGLED 61325
MSEX -MIKRON SPINAL STABILIZATION LAMINAR HOOK RIGHT ANGLED 61325
MSEX -MIKRON SPINAL STABILIZATION (AMINAR HOOK OFSET LEFT/RIGHT 61325
MSFX -MIKRON SPINAL STABILUZATION 3 TYPE HOOK LEFT 61325
MSFX -MIKRON SPINAL STABILIZATION 3 TYPE HOOK RIGHT 61325
MSFX-MIKRON SPINAL FIKSATION INTERSPINOUS U DEVICE 37272
MSEX-MIKRON SPINAL STABILIZATION CERVICAL POSTERIOR POLIAXIAL SCREW 37272
MSFX-MIKRON SPINAL STABILIZATION CERVICAL ROD 58446
THORACOLUMBAR POSTERIOR POLIAXIAL SCREW TITANIUM SELF TAPPING 37272
THORACOLUMBAR POSTERICR LINK CONNECTOR TITANIUM DOMINOTO FOR 1 ROD 58446
THORACOLUMBAR POSTERIOR LINK CONNECTOR TITANIUM DOMINOTOR FOR 2 ROD 58446
THORACOLUMBAR POSTERIORLINK CONNECTOR TITANIUM AXIAL Sga4e
THORACOLUMBAR POSTERIORLINK CONNECTOR TITANIUM AXIAL 2 58446
MSFX-MIKRON SPINAL STABILIZATION POLYAXIAL HEMISPHERICAL SCREW 37272
MSFX-MODULER RIGID PLATE SMALL 46647
MSEX-MODULER RIGID PLATE LARGE 46647
MSFX-MODULER RIGID PLATE SACRUM 45647
MSFX-MODULAR DOUBLE SiDED DYNAMIC PLATE SMALL - 46647
MSFX-MODULAR DOUBLE SIDED DYNAMIC PLATE LARGE 46647
MSFX- MODULAR SEMI RIGID PLATE SMALL 46647
MSEX- MODULAR SEMI RIGID PLATE LARGE 46647
MSFX-MIKRON SPINAL STABILIZATION SPHERICAL CONNECTOR 61325
MSFX-MIKRON SPINAL STABILIZATION SPHERICAL CROSS CONNECTOR 61325
POLYAXIAL CONNECTOR CLAMP 58446
MIDDLE CONNECTOR CLAMP 58446
CONNECTOR CLAMP 58446
MSFX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC POLYAXIAL SCREW + Setscrew 37272
MSFX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC POLYAXIAL SPONDYLOLISTHESIS SCREW + Setscrew 37272
MSFX-MIKRON SPINAL STABILIZATION PEDIATRIC ROD 58446
MSEX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC ROD CONNECTOR 58446
MSFX- MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC LAMINAR CONNECTOR 48011
MSEX- MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC PEDICUL HOOK 48011
MSFX- MODULAR DYNAMIC PLATE SMALL 58446
MSFX-MODULAR DYNAMIC PLATE LARGE 58446
MSFX-MODULAR DYNAMIC PLATE SMALL 58446
MSFX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC POLYAXIAL SPONDYLOLISTHESIS SCREW + Setscrew 37272
MSFX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC TRANSVERSE CONNECTOR 58446
MSFX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC ROD CONNECTOR 58446
MSEX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC LATERAL CONNECTOR 58446
MSFX-MIKRON SPINAL STABILIZATION PEDIS PEDIATRIC AXIAL CONNECTOR 58446
MSEX- MIKRON SPINAL STABILIZATION MONOAXIAL HOOK TRANSVERSE CONNECTOR 58446
MSFX -MIKRON SPINAL STABILIZATION HIGH FLEX LUMBAR EXPANDABLE PEEK CAGE 38161
MSFX- MIKRON SPINAL STABILIZATION ANTERIOR TITANIUM PLATE CORPUS RIGHT 46647
MSFX- MIKRON SPINAL STABILIZATION ANTERIOR TITANIUM PLATE CORPUS LEFT 46647
MSFX-MIKRON SPINAL STABILIZATION ANTERIOR TRANSVERSE CONNECTOR 58446
MSFX- SPHERICAL TRANSVERSE CONNECTOR SCREW TO SCREW 37272
MSFX-MIKRON SPINAL STABILIZATION SPHERICAL CONNECTOR PEDIATRIC SCREW TO SCREW 37272
MSEX-MIKRON SPINAL STABILIZATION TRANSVERSE UINK AXIAL 58446
MSFX- MIKRON SPINAL STABILIZATION PEDIS TRANSVERSE LINK PEDIATRIC 58446
MSFX- MIKRON SPINAL STABILIZATION SACRAL CONNECTOR 58446

MSEX-MIKRON SPINAL STABILIZATION SACRAL MULTIAXIAL CONNECTOR ;
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This document containing 3 (three) pages is the Annex of the Certificate with the number
M.2017.106.8497 and with the registration date of 07.06.2017 and with the re-issue date
& 15.04.2020 issued for “Mikron Makina Sanayi ve Ticaret Ltd. Sti.” by UDEM Uluslararasi
g Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body
‘G‘D E—I\T with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.

MSFX-MIKRON SPINAL STABILIZATION SACRAL-ILIAC SCREW 37272
MSFX-MIKRON SPINAL STABILIZATION ANTERIOR AGRAF PLATE 61325
MSFX-MIKRON SPINAL STABILIZATION ANTERIOR TRANSVERSE CONNECTOR 58446
Sterile Cervical & Lumbar Peek Cages
MSFX-MIKRON SPINAL LUMBAR FUSION PEEK CAGE 38161
MSFX-MIKRON SPINAL LUMBAR FUSION PEEK CAGE ANGLED 38161
MSEX-MIKRON SPINAL STABILIZATION MINIMAL INVASIVE TLIF CAGE 38161
MSFX -MIKRON SPINAL STABILIZATION HIGH FLEX LUMBAR EXPANDABLE PEEK CAGE 38161
MSFX MIKRON SPINAL STABILIZATION HIGH FLEX EXPANDABLE CERVICAL PEEK CAGE 38161
MSEX-MIKRON SPINAL STABILIZATION TLIF CAGE 38161
MSFX- MIKRON SPINAL FIXATION BANANA CAGE 38161
MSFX-MIKRON SPINAL STABILIZATION TLIF CAGE ANGLED 38161
MSFX- MIKRON SPINAL FIXATION BANANA CAGE ANGLED 38161
MSFX MIKRON SPINAL STABILIZATION HIGH FLEX EXPANDABLE TLIF PEEK CAGE 38161
MSFX-MIKRON SPINAL STABILIZATION CERVICAL BLADED PEEK CAGE & ANATOMICAL SURFACE 38161
MSFX-MIKRON SPINAL STABILIZATION CERVICAL PEEK CAGE & ANATOMICAL SURFACE 38161
Non-Sterile Corpectomy Cages
MSFX- MIKRON SPINAL STABILIZATION LUMBAR CORPECTOMY CAGE 38161
MSFX- MIKRON SPINAL STABILIZATION LUMBAR CORPECTOMY CAGE ANGLED 38161
MSFX- MIKRON SPINAL STABILIZATION CERVICAL CORPECTOMY TITANIUM CAGE 38161
MSFX- MIKRON SPINAL STABILIZATION CERVICALCORPECTOMY TITANIUM CAGE ANGLED 38161
MSFX- MIKRON SPINAL STABJLIZATION CORPECTOMY CAGE SCREW 38161
Sterile Cervical Mobile Disc Prosthesis
MOBILE CERVICAL DISC PROSTHESIS | 43024
Non-Sterile Plates
MSEX-MIKRON SPINAL STABILIZATION CERVICAL ANTERIOR PLATE 61325
MSFX-MIKRON SPINAL STABILIZATION CERVICAL ANTERIOR PLATE SCREW 37272
MSFX-MIKRON SPINAL STABILIZATION CERVICAL ANTERIOR PLATE SCREW- REVISION 37272
Non-Sterile Bone Plates & Bone Screw
CLAVICLE DISTAL LOCKING PLATE 46647
CLAVICLE SHAFT LOCKING PLATE 46647
CLAVICLE HOOK LOCKING PLATE 46647
HUMERUS PROXIMAL LOCKING PLATE 46647
HUMERUS DISTAL MEDIAL LOCKING PLATE 46647
HUMERUS DISTAL LATERAL LOCKING PLATE 46647
HUMERUS DISTAL POSTERCLATERAL LOCKING PLATE 46647
ULNA PROXIMAL LOCKING PLATE 46647
SMALL BROAD LOCKING PLATE 46647
SMALL NARROW LOCKING PLATE 46647
RADIUS PROXIMAL LOCKING PLATE 46647

RADIUS DISTAL VOLLARE LOCKING PLATE
RADIUS DISTAL DORSAL LOCKING PLATE
PELVIS RECONSTRUCTION STRAIGHT LOCKING PLATE
PELVIS RECONSTRUCTION CURVED LOCKING PLATE
TiBIA DISTAL MEDIAL LOCKING PLATE
TIBIA DISTAL ANTEROLATERAL LOCKING PLATE
FIBULA DISTAL LOCKING PLATE
SMALL METAPHYSEAL LOCKING PLATE

SEMITUBULAR LOCKING PLATE 3
KALKANEUS LOCKING PLATE
ULNA DISTAL LOCKING PLATE
RECONSTRUCTION SHAFT LOCKING PLATE
ULNA PROXIMAL HOOK LOCKING PLATE
SMALL{MIN() FOOT LOCKING PLATE
SMALL {MINI} FOOT STRAIGHT LOCKING PLATE
SMALL HAND LOCKING PLATE
SMALL HAND STRAIGHT LOCKING PLATE
LARGE NARROW LOCKING PLATE
LARGE BROAD LOCKING PLATE
FEMUR PROXIMAL LOCKING PLATE
FEMUR PROXIMAL NECK LOCKING PLATE
FEMUR PROXIMAL TROCHANTER LOCKING PLATE
FEMUR DiSTAL LOCKING PLATE
T4BIA PROXIMAL LATERAL LOCKING PLATE
TIBIA PROXIMAL MEDIAL T LOCKING PLATE
TIBIA PROXIMAL MEDIAL L LOCKING PLATE
TIBIA DISTAL LATERAL LOCKING PLATE
LARGE METAPHYSEAL LOCKING NARROW PLATE
LOCKING SELF TAPPING CORTICAL SCREW
LOCKING SELF DRILLING SCREW
LOCKING SELF TAPPING CANCELLOUS SCREW
HEXAGONAL UNLOCKED SELF TAPPING CORTICAL SCREW
HEXAGONAL UNLOCKED SELF TAPPING CANCELLOUS SCREW
CANNULATED FULL GROVED SCREW
CANNULATED CANCELLOUS SCREW
ANKLE SCREW
HEXAGONAL LOCKING SELF DRILLING CANNULATED SCREW
LOCKING SELF TAPPING CORTICAL SCREW
UNLOCKED SELF TAPPING CORTICAL SCREW
TROCAR KIRSHNER WIRE
WASHER SMALL
WASHER MEDIUM
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This document containing 3 (three) pages is the Annex of the Certificate with the number
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/:ré 15.04.2020 issued for “Mikron Makina Sanayi ve Ticaret Ltd. Sti.” by UDEM Uluslararasi

= Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body
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WASHER LARGE 56642
WASHER EKSTRA EKSTRA LARGE 56642
WASHER EKSTRA LARGE 56642
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL ELASTIC NAIL RADIUS/ULNA/FEMUR/TIBIA/BUMERUS NOT CANNULATED TEN ELASTIC NAIL SCREW 37272
TEN ELASTIC NAIL AND CAP SMALL 37272
TEN ELASTIC NAIL AND CAP ORTA 37272
TEN ELASTIC NAILAND CAP L ARGE 37272
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL TIBIA CANNULATED ANATOMIC NONCOATED TITANIUM 32854
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL HUMERUS CANNULATED PROXIMAL NAIL LOCKED TITANIUM 32854
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL FEMORAL CANNULATED ANATOMIC NONCOATED FIXED COMBINE CURVED 32854
TITANIUM
INTRAMEDULAR NAJL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL FEMORAL CANNULATED LONG PROXIMAL TITANIUM 32854
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL NECK/CONDILLAR LOCKING IMPLANTS ALL INST RUMANTATION, ROUGHSHOD BLADE SCREW 37272
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL FEMORAL CANNULATED LONG PROXIMAL TITANIUM 32854
NAIL LOCKING SCREW PROXIMAL-DISTAL-SHAFT 37272
END CAP EXTRA SMALL 37272
END CAP SMALL 37272
END CAPI ORTA 37272
END CAP LARGE 37272
END CAP EXTRA LARGE 37272
END CAP EXTRA LARGE 37272
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL FEMORAL CANNULATED ANATOMIC NONCOATED FIXED CURVED TITANIUM 32854
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL HUMERUS CANNULATED PROXIMAL NAIL UNLOCKED TITANIUM 32854
INTRAMEDULAR NAIL INTERNAL FIXATION INTRAMEDULAR NAIL LOCKING REAMED NAIL FEMORAL CANNULATED ANATOMIC UNCOATED FIXED CURVED TITANIUM 32854

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitk&y — Cankaya — ANKARA
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Meril Endo-Surgery

Endo-Mechanical Devices Endo-Surgery
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Infrastructure

Situated on 180 acres of land and built over a 300,000 sq. ft. area, Meril's ISO 13485 certified ultra-modern
manufacturing facility is constructed to satisfy the stringent needs of our Cardiovascular, Orthopaedics,
Diagnostics and Endo-Surgery businesses, as well as our endeavors.

Fully integrated manufacturing systems ensure backward integration, smooth man-material movement and
complete control over processes to eliminate production errors. All manufacturing and sterilization
processes are conducted in-house, in addition to analytical, microbiological QA/QC tests required to meet
the world class production standards.




Endo-Surgery

Talent

Meril's 4000+ personnel are strong experienced team comprising of designers, engineers, chemists,
microbiologists, regulatory affair experts, R&D scientists, clinical affair experts, legal finance, sales and
marketing professionals with innovative capabilities. The team is continuously striving towards improving

and saving lives every day by providing revolutionary solutions for prevention diagnosis and treatment.




Meril Academy

While innovations and advancements in medical technology play a vital role in contributing to the betterment
of a healthy society, a large role also lies in educating and imparting practical hands-on training to doctors,
clinicians and other members of the medical fraternity. This initiative will help to bridge the gaps between the
available technology, its adoptions and its implementation for superior patient care.

Also, adding value to medical professionals and young medical interns, Meril academy located within the
campus of Meril headquarters functions as world class institution and is spread over a massive area of
100,000 sq. ft. and surrounded with lush green natural beauty.







Meril Endo-Surgery

In line with the objective to design and develop novel, clinically relevant, state-of-the-art surgical devices,
Meril is expanding its Endo-Surgery portfolio. At Meril, we strive to create and develop products through
innovative thinking, cutting edge technologies and collaboration with medical professionals and healthcare
organizations, with an aimto identify clinical needs and translate them into market leading solutions.

Meril's vision is to become 'one-stop' solution for surgeons by providing them with an extensive product
portfolio comprising of Absorbable & Non-Absorbable Surgical Sutures, Mechanical Closure Devices,
Tissue Sealants, Hemostats, Hernia Repair Solutions, Intra-Uterine Devices and Energy Devices.




Endo-Surgery
Meril Endo-Mechanical Devices

Meril Endo-Surgery Pvt Ltd, one of the fastest growing medical device company, introduces its Mechanical
Stapling devices for basic and advanced surgical procedures. We have proficiency across product
development, manufacturing, sales, customer service and are committed to provide high-quality, reliable
products like Surgical Staplers, Trocars, Ligating Clips & Skin stapler. The Mirus™ range of stapling
devices offer desired patient outcome with adequate hemostasis and wound security.

Meril Endo-Surgery products are being used in more than 100 countries with the expert clinical support to
our customers. We have arich product pipeline to offer in coming years which includes Endoscopic Linear
Cutter, Polymer Ligating Clips, Ultrasonic Energy Devices etc.




™

Linear Cutter and Reloads

MIRUS™ Linear Cutter and Reloads are applicable in cutting, transecting and stapling of the alimentary
canal, lungs and bronchus tissues and organs. It offers two double staggered rows of titanium staples and
simultaneously cuts and staples the tissue. MIRUS™ Linear Cutter & Reloads are available in 60mm, 80mm
& 100mm lengths with two different sizes of staples to accommodate various tissue thicknesses.

Anvil Tip —e \ Cut Line Marking

Cartridge Half
Cartridges

Anvil Half

Intermediate Alignment

e———————— Firm Ergonomic Grip

Dual Side

Dual Side Firing Knob Firing Knob

Push Button

Rear Hinge

* X

Hced

* APPROVED X




Endo-Surgery

New Knife With Every Reload :
Precise transection & avoids cross contamination

Rear Hinge Alignment :
Ease in handling & tissue manipulation

Parallel Jaw Closure :
Uniform compression & consistent staple line formation

Push Button :
Easy unclamping

Dual Side Firing Knob:
Ambidextrous firing & ease of use

Technical Specifications

o Open
M Length

Mirus Disp. MLCR60-3.8 | 3.8 mm | 1.5 mm | Blue 8 64 4 64 mm | 60 mm

MLC60 Linear Cutter 60 | MLCR60-4.8 | 4.8 mm | 2.0 mm | Green

MLCS0 Mirus Disp. MLCR60-3.8 | 3.8 mm | 1.5 mm | Blue 8 84 4 84 mm | 80 mm
Linear Cutter 80 | MLCR60-4.8 | 4.8 mm | 2.0 mm | Green

MLC100 Mirus Disp. MLCR60-3.8 | 3.8 mm [ 1.5 mm | Blue 8 104 4 104 mm | 100 mm

Linear Cutter 100 MLCR60-4.8 ' 4.8 mm | 2.0 mm | Green



™

Linear Stapler and Reloads

MIRUS™ Linear Stapler and Reloads have applications in alimentary tract, lungs and bronchi for closure and
transection of tissue. It gives two staggered rows of titanium staples in sizes of 30mm, 45mm, 60mm &
90mm with reload units available for both standard tissue (3.5mm) and thick tissue (4.8mm). The device

can be fired eight times. Itis recommended for single patient use only.

;," . Anvil
4 A\:\\\
j G Cartridge

Slim Shaft

Quick Release Button \
Retaining Pin Knob :

Closing & Firing Handle———

Cartridges

Handle ——



Endo-Surgery

Dual Function Handle :
Ease in closure & stapling

Retaining Pin Knob :
Ease in tissue repositioning

Tissue Retaining Pin :
Avoids tissue slip-outs

Cutting Guide :
For safe and precise transection

Quick Release Button :
Easy & quick unclamping

Technical Specifications

Number | Number
of of
Firings | Staples

Open | Close
Length |Length

Description Relods Color

MALS30 Mirus Auto Linear MLSR30-3.5 | Blue | 3.5mm 1.5 mm 8 11 2 30 mm
Stapler 30 MLSR30-4.8 | Green | 4.8 mm 2.0 mm 11 2 30 mm
MALS4s |  Mirus Auto Linear MLSR45-35 | Blue |35mm [15mm o 15 2 45 mm
Stapler 45 MLSR45-4.8 | Green | 4.8 mm 2.0 mm 15 2 45 mm
MALS60 Mirus Auto Linear MLSR60-3.5 | Blue | 3.5mm 1.5 mm 8 21 2 60 mm
Stapler 60 MLSR60-4.8 | Green | 4.8 mm (2.0 mm 21 2 60 mm
MALS90 Mirus Auto Linear MLSR90-3.5 Blue | 3.5mm |1.5mm 8 33 2 90 mm
Stapler 90 MLSR90-4.8 | Green | 4.8 mm (2.0 mm 33 2 90 mm
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Circular Stapler

MIRUS™ Circular Stapler has applications throughout the alimentary tract for the creation of end-to-end,
end-to-side and side-to-side anastomosis in both open and endoscopic surgeries. The design offers
adequate lumen with a series of cutting diameters from 12mm to 22mm. The adjustable staple height

technology assures minimal tissue tension and controlled compression besides a reliable tactile and
audible feedback while firing.

MIRUS™ Circular Stapler is available in conventional 2 row and the new 3 row staple line design. The 3

row design deploys an additional third row of staples offering better wound security and adequate
hemostasis.

Anvil Tip

Housing

New 3 Row & conventional 2 Row
offers better security and superior hemostasis

““e——— Compression Gauge

Safety Lock

Wing Nut Knob

Firing Handle

* X

NceH

* APPROVED X
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Technical Specifications

MCS-21R3
MCS-24R3
MCS-25R3
MCS-26R3
MCS-29R3
MCS-32R3
MCS-24
MCS-25
MCS-26
MCS-29
MCS-32

Description

Mirus Disp. Circular Stapler 3row 21
Mirus Disp. Circular Stapler 3row 24
Mirus Disp. Circular Stapler 3row 25
Mirus Disp. Circular Stapler 3row 26
Mirus Disp. Circular Stapler 3row 29
Mirus Disp. Circular Stapler 3row 32
Mirus Disp. Circular Stapler 24
Mirus Disp. Circular Stapler 25
Mirus Disp. Circular Stapler 26
Mirus Disp. Circular Stapler 29
Mirus Disp. Circular Stapler 32

Safety Lock :
Avoids inadvertent firing

Wing Nut Knob :
Controlled compression & tactile feedback

Open
Length

4.5 mm
4.5 mm
4.5 mm
4.5 mm
4.5 mm
4.5 mm
4.5mm
4.5 mm
4.5 mm
4.5 mm

4.5 mm

12

Tissue Compression Scale:
Visual feedback while firing

Adjustable Staple Height :
Accommodate varied tissue thickness

Close
Length

1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm
1.0-2.5 mm

White Teflon Cutting Washer :
Distinct audible feedback

Cutting

Diameter

12
15
16
17
20
22
15
16
17
20
22

Head
Diameter

21
24
25
26
29
32
24
25
26
29
32

Endo-Surgery

Rows of
Staples

N TR NN NN W W W wWw w w

Staple

Quantity

27
33
33
33
36
42

20
20
24
30
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Hemorrhoids Stapler

MIRUS™ Hemorrhoids Stapler is applied in general surgical treatment of prolapse and hemorrhoids by
transanal stapling and resection of prolapsed hemorrhoids. MIRUS™ Hemorrhoids Stapler is a complete
kit for Minimally Invasive Procedure for Prolapsed Hemorrhoids (MIPH) which includes a circular anal
dilator, anospcope, suture threader, obturator and purse string suture.

MIRUS™ Hemorrhoids Stapler is available in conventional 2 row and the new 3 row staple line design.
The 3 row design deploys an additional third row of staples offering wound better security and adequate
hemostasis.

Anvil Tip

Anvil Shaft
New 3 Row & conventional

>, 2 Row offers wound security
\ and adequate hemostasis

Conduits A

Housing ——e

Short Shaft ———@

Safety Lock

Firing Handle

Wing Nut Knob

.

Ncen

* APPROVED X
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Conduits :
Anvil Tip & Shaft:

Safety Lock :
Prevents inadvertent firing

Wing Nut :
Offers control & dexterity

=
-
<
™

Technical Specifications

Open leg
Length

Description

MPPH34R3 Mirus Disp. PPH 3Row 34 35
MPPH32 Mirus Disp. PPH 32 35
MPPH34 Mirus Disp. PPH 34 3.5

14

Endo-Surgery

Tissue Compression Indicator :
Adjustable staple height (0.75mm to 1.5mm)

Controlled traction & even doughnut excision

Fix stainless steel anvil shaft enhances mechanical stability

Close Leg Number of Rows of
Length Staples Staple
0.75-1.5mm 48 3
0.75-1.5mm 32 2
0.75-1.5mm 32 2



™

Disposable Endoscopic Trocar

Monik™ Disposable Endoscopic Trocar has applications in abdominal, thoracic and gynecologic minimally
invasive surgical procedures to establish a path of entry for endoscopic instruments. The trocar may be
used with or without visualization for primary and secondary insertions.

Optical Entry

Obturator

Housing with Primary
& Secondary Seal

Stop Cock Valve

Stability Thread

Trocar Sleeve / Cannula

* X ¥

W Ce

e APPROVED X

* Ll
x ) ‘;’ Bird Wing Tip
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Endo-Surgery

Optical Entry :
Enables visualization of tissue layers during insertion

Bird Wing Tip :
Separates the tissue rather than cutting it

Inner & Outer Seal :
Maintains insufflation & accepts a wide range of instruments sizes
‘

Stability Thread :
Abdominal wall retention for minimal trocar slip-outs

Obturator :
Robust design for insertion in abdominal wall with less force

Technical Specifications

MNK-5 Bladeless Trocar, 5 mm diameter 95 mm Stability
MNK-10 Bladeless Trocar, 10 mm diameter 95 mm Stability
MNK-12 Bladeless Trocar, 12 mm diameter 95 mm Stability
MNK-15 Bladeless Trocar, 15 mm diameter 110 mm Stability

16
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Ligating Clip | Titanium

MIRUS™ Ligating Clip is intended to securely grip the vessel or tissue to provide complete occlusion
atraumatically. Mirus Ligating Clip applier allows the end user to ligate a wide range of vessels and tissue
structures.

Key Features :

Lateral & Transverse grooves allow secure fixation on the structure and increase resistance
to dislodgement.

Triangulated cross section maximises surface contact between clip & jaw.

Precise tip to tip closure with firm vessel grip.

Available as:

Clip Size : Small, Medium, Medium-Large, Large
Clips/Cartridges : 6

Cartridges/Box : 20

Clips/Box . 120

Product Code : MLT100, MLT200, MLT300, MLT400

Ligation Clips Titanium

Procedure Application Blood vessel ligation for hemostasis

* XX

W Ce

% APPROVED X

*
%
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Appliers for Open Surgery: Endo-Surgery

Technical Specifications

Product code Specification Length Applicator size Clips compatibility

Applicator-Open FTOA-10015 OPEN APPLICATOR 100-15CM 15¢cm Small MLT100
Applicator-Open FTOA-10020 OPEN APPLICATOR 100-20CM 20 cm Small MLT100
Applicator-Open FTOA-10028 OPEN APPLICATOR 100-28CM 28cm Small MLT100
Applicator-Open FTOA-20015 OPEN APPLICATOR 200-15CM 15cm Medium MLT200
Applicator-Open FTOA-20020 OPEN APPLICATOR 200-20CM 20 cm Medium MLT200
Applicator-Open FTOA-20028 OPEN APPLICATOR 200-28CM 28 cm Medium MLT200
Applicator-Open FTOA-30015 OPEN APPLICATOR 300-15CM 15cm Medium-Large MLT300
Applicator-Open FTOA-30020 OPEN APPLICATOR 300-20CM 20 cm Medium-Large MLT300
Applicator-Open FTOA-30028 OPEN APPLICATOR 300-28CM 28 cm Medium-Large MLT300
Applicator-Open FTOA-40015 OPEN APPLICATOR 400-15CM 15cm Large MLT400
Applicator-Open FTOA-40020 OPEN APPLICATOR 400-20CM 20 cm Large MLT400
Applicator-Open FTOA-40028 OPEN APPLICATOR 400-28CM 28 cm Large MLT400

Appliers for Laparoscopic Surgery:

Technical Specifications

Specification Applicator size | Compatible Clips | Shaft Diameter | Compatible Trocar

Applicator-Endo | FTEA-00300 | LAPAROSCOPIC APPLICATOR 300 34 cm Medium-Large MLT300 10 mm 10 mm & above

Applicator-Endo |  FTEA-00400 | LAPAROSCOPIC APPLICATOR 400 34 cm Large MLT400 10 mm 10 mm & above

18
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Disposable Skin Stapler

Optimum Wound Approximation & Healing

MIRUS™ Disposable Skin Stapler with 316L stainless steel staples has the application in abdominal,
gynecological, orthopedic, and thoracic surgery for skin closure. Also, it could be used for variety of skin
closures. After wound approximation and healing, these stainless steel staples are then removed by using a
Skin Staple Extractor.

I

Ergonomic design Easy handling for desired result
Optimum leg length Clasp thicker tissues
Transparent housing with Indicator Enhance staple count visibility
Adequate staple crown length Secures wider wounds
Angled Head
Contains 35 Staples
™
MIRUS
Skin Stapler
Rectangle Staple Formation Firing Handle
- Staple material: 316L Stainless steel Code: MSS35
/ P X 2 Sterilisation: Ethylene oxide Size: 35
9 c € x Packaging: 8 Pcs/Box Staples: Wide

* APPROVED X

Larger diameter wire, greater width and extra staple height lead
to secure wound closure
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Skin Staple Extractor

Endo-Surgery

MIRUS™ Skin Staple Extractor has two pivotally connected arms, each of which is made up of a proximal
handle piece and a distal nose piece, held together by a single pivot pin. The handle and nose pieces of each
arm interfit with one another so that both pieces of each arm pivot as a unit about the pivot pin. The nose
piece of a first arm includes two, small, laterally spaced members which can be slipped under the backspan
of a surgical staple to be removed. The nose piece of the second arm includes a single member which is
initially between and above the two laterally spaced members. When the arms are manually squeezed
together, the single member bends the center of the staple backspan down between the laterally spaced
members and pivots the legs of the staple out of the tissue.

MIRUS Skin Staple Extractor offers Reliable Strength for Safe & Secure
Skin Staple Extraction.

Metal Skin Stapler Extractor

b

e

Distal Nose Piece

Proximal Handle Piece

W e o

Pivot Pin Staple in place Removed staple

1

Plastic Skin Staple Extractor

Proximal Handle Piece

Distal Nose Piece

E— Pivot Pin

m Material Description Base Unit of Measure

SSEXT Metal Skin Stapler Extractor EA

SSRM Plastic Skin Staple Extractor EA
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Endo-Surgery

Meril’s Global Presence

Meril Tibbi Cihazlar

imalat ve Ticaret A.S.

icerenkéy Mah. Cetinkaya Sok.
Prestij Plaza No:28, Kat:4 Atasehir,
34752 istanbul / Turkey

T:+90 216 641 44 24

F:+90 216 641 44 25

Meril GmbH
Bornheimer Strasse 135-137,
D-53119 Bonn.
Germany.

T : +49 228 7100 4000
F : +49 228 7100 4001

Meril, Inc.

2436 Emrick Boulevard,
Bethlehem, PA - 18020
T:(610)500-2080
F:(610)317-1672

Meril Medical LLC.
Nauchnyi Proezd 19,
Moscow , Russia — 117 246.
Office - +7 495 772 7643

Meril UK
2nd Floor, 55 Ludgate Hill,
London UK, EC4M 7JW

—

Meril South America

Doc Med LTDA

Alameda dos Maracatins 992,
Edificio Aquarius, Andar 8,

Bloco B, Moema - CEP -04089001,
Sao Paulo, SP, Brazil.

T:+55 11 2506 3624

E askinfo@merillife.com
W www.merillife.com

EU Representative
Obelis S.A.Bd, General Wahis 53,
1030, Brussels, Belgium.

T:43227325954
F:+3227326003
E : mail@obelis.net

Meril Endo Surgery Pvt. Ltd
Third Floor E1-E3, Meril Park,

Survey Number 135/2/B & 172/2

Muktanand Marg, Chala,
Vapi 396 191, Gujarat. India.
T:+91 260 240 8000

E : askinfo@merillife.com

Meril China Co. Ltd
2301b,23f, Lixin Plaza,

no 90, South Hubin Road,
Xiamen, China.

T : 0086-592-5368505

F : 0086-592-5368519

Meril Bangladesh Pvt. Ltd
Union Heights-01,

55-2, Bir Uttam Qazi
Nuruzzaman Sarak,

West Panthapath,
Dhaka-1205, Bangladesh
T: +88029122714/24

Meril Australia Pty. Ltd
Level 14, 60 Martin Place
Sydney NSW 2000, Australia
T:+61 28248 5800

F:+61 28248 5899

Meril SA Pty Ltd

102, 104, S101 and S102, Boulevard
West Office Park, 142 Western
Service Road, Erf 813

Woodmead Extension 17 Sandton,
Johannesburg — 2191 South Africa
T: +27 11 465-2049

F:+27 86 4717941

Meril Life Sciences Pvt. Ltd.
301, A - Wing, Business Square,
Chakala, Andheri Kurla Road,
Andheri East, Mumbai 400 093
T:+91 22 5035 4700

For more information, Please contact your local representative.

Please see the package insert for complete device description, product selection information, indications,
contraindications, precautions, adverse effects, warning, materials, sterilization and patient guidance
associated with the Endo-Surgery Products.

ENDOMECH/ENG/CAT/MEPL/19082021/VER1.1



EC CERTIFICATE

According to Annex Il of the Directive 93/42/EEC on Medical Devices

Full Quality Assurance System

Certificate Number: 2195-MED-2012001

Manufacturer: MERIL ENDO SURGERY PVT. LTD.
Head Office  Third Floor, E1-E3, Meril Park, Survey No. 135/2/B & 174/2,
& Factory I:  Muktanand Marg, Chala, Vapi — 396 191, Gujarat, INDIA
Factory Il: Plot. No. 688 / 10 &11, Siddhivinayak Industrial Estate,
Somnath Road, Daman - 396210, INDIA

Product(s): Sterile Single Use Endo Mechanical Products

Model(s): 1. MIRUS™ Endoscopic Linear Cutter and Reloads
2. MIRUS™ Linear Stapler and Reloads

3. MIRUS™ Linear Cutter and Reloads

4. MIRUS™ Circular Stapler

- MIRUS™ Hemorrhoids Stapler

. MIRUS™ Disposable Skin Stapler

. MONIK™ Disposable Endoscopic Trocar

~NOoOm

Reference Report No: MMO0755-P002-R01, MM0755-P002-R02

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices
erile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concemned with the conformity of the devices with metrological requirements.

This EC certificate is valid till 2024-05-26.

Issue Date: 2020-04-29 Rukiye BALKAN
Deputy General Manager

SZUTEST UYGUNLUK DEGERLENDIRME AS.

Tathsu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 iSTANBUL / TURKIYE

Szutest.com.tr



X Floseal  ordiac Surgery Procedural Primer

Most Common Surgical Procedures
Note that active bleeding must be present for FLOSEAL Hemostatic Matrix to work.

Coronary artery bypass graft (CABG) Using a segment of a vein or artery to bypass blocked coronary arteries. Sternal edge/marrow bleeding, vein or artery harvesting,
epicardial bleeding, suture line bleeding, endoscopic
vein harvesting

Open valve replacement or repair Repair of damaged heart valves or replacement with animal or synthetic Sternal edge/marrow bleeding, active suture line bleeding
valves. Approximately two to three 5 mL kits are typically used.

Heart transplantation Removal and replacement of a failing heart with a donor heart. Sternal edge/marrow bleeding, active suture line bleeding

Aortic arch aneurysm/root repair Repair of defects in the aorta, the major arterial vessel exiting the heart. Sternal edge/marrow bleeding, active suture line bleeding

Implantation of pacemaker, defibrillator | Placement of implantable devices in or around the heart. Sternal edge/marrow bleeding, active suture line bleeding,

(ICD), ventricular assist device (VAD) implantation pocket

Carotid endarterectomy (CEA) Removal of plaque from the carotid artery in the neck, followed by closure, | Active suture line bleeding

graft, or patch.

FLOSEAL Hemostatic Matrix can be used wherever there is active bleeding (when not on bypass) and to achieve hemostasis at sites of surgical bleeding that may be difficult or impractical
to control using standard techniques, such as sternal edges, suture lines, vein harvest sites, and diffusely oozing fields.

CABG Aortic Aneurysm/Root Repair Valve Repair/Replacement
.

Aorta
Left
subclavian

12 ! Pulmonar
artery Suture line L nonary

artery
Left atrium

Aortic valve
Right atrium
Pulmonary valve

Vena Cava Artery bypass

Aorta (3) Helalthy mitral

valve

- Graft ref»air of

aneurysm Healthy

Aorta . .
tricuspid valve

Left ventricle

Right ventricle h¢u;cle eNaII
of hear
Coronary

Venous artery (1)

bypass Coronary.

bypass

Coronary
artery (1)
ortic valve
S Replacement Replacement
© 2004 J.D"Arcy mechanical valve biological valve

Application Benefits of Using FLOSEAL Hemostatic Matrix in Cardiac Surgery

Sternal edge bleeding 1. Cautery can damage tissue and may increase the risk of infection.! Using FLOSEAL eliminates the risk of infection and tissue damage with cautery.

2. FLOSEAL replaces the need to place bone wax into the matrices. FLOSEAL has a much different consistency than bone wax. Bone wax is a passive
barrier; FLOSEAL is an active hemostat. Using bone wax, which doesn’t break down, may impede healing, migrate, and elicit chronic inflammatory
reactions.”* Using FLOSEAL may mitigate these issues.

Saphenous vein harvesting | On endoscopic procedures, the laparoscopic applicator can be utilized to reach down the tunnel (superior and inferior). Due to the length of
the laparoscopic applicator and flowable nature of Floseal, this allows hemostasis to be achieved in an area that would otherwise be difficult.
Using FLOSEAL in this application may reduce infection rates, hematomas, and bruising and may improve postop ambulation.

Epicardial bleeding/running | In this situation, cautery and sutures may not be sufficient. If bleeding is aggressive, then FLOSEAL should be used as an additional method
suture line of hemostasis.

FOR INTERNAL USE ONLY Baxter
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Cele mai frecvente proceduri chirurgicale

Notd: Pentru ca matricea hemostaticd Floseal sd aibd efect, trebuie sd existe o
séngerare activd.

Chirurgie Descriere Zone cu potential de sangerare

Bypass aorto-coronarian cu grefa | Utilizarea unui segment al unei vene sau artere pentru a fi grefate pe | Sangerare la marginea sternului/maduvei, la recoltarea venelor
(CABG) arterele coronare blocate. sau arterelor, sdngerarea epicardica, sangerarea liniei de
suturd, sangerarea la recoltarea endoscopicd a venelor

Tnlocuirea sau repararea valvei Repararea valvelor cardiace deteriorate sau inlocuirea cu valve de origine Sangerare la marginea sternului/maduvei, singerarea activa a

deschise animala sau sintetice. Se folosesc de obicei aproximativ doua - trei kituri de 5 mL.| suturii

Transplantul de inima Tndepartarea si inlocuirea unei inimi nefunctionale cu o inim3 de la un | Sangerare la marginea sternului/maduvei, singerare activi a
donator. suturii

Anevrismul arcului Repararea defectelor aortei, principalul vas arterial care iese din Sangerare la marginea sternului/maduvei, sdngerare activa a

aortic/repararea radacinii aortice | inima. suturii

Implantarea stimulatorului cardiac, Amplasarea dispozitivelor implantabile in inima sau in jurul acesteia. | Sangerare la marginea sternului/maduvei, sdngerare activa a

defibrilatorului (ICD), dispozitivului de suturii, buzunarul de implantare

asistare ventriculard (VAD)

Endarterectomia carotidiana (CEA) | Indepdrtarea plicii din artera carotida in gat, urmata de inchidere, grefd | Sangerarea activa a liniei de suturé
sau petece.
Matricea hemostatica FLOSEAL poate fi utilizatd oriunde exista sangeradri active (cand nu este pe bypass) si pentru obtinerea hemostazei in zonele cu sangerare
chirurgicald unde controlul sangerarii folosind tehnici standard poate fi dificil sau impracticabil, cum ar fi marginile sternale, liniile de sutura, zonele de recoltare a venelor,
si zone cu scurgere lenta.

CABG Anevrism aortic / Repararea Reparare valvi/inlocuire
radacinilor aortice

Aorta

Artera subclavie

Artera pul a

stanga

sanatoasa

Linie de sutura Valva aortica
y & Atriul drept Atriul stang
Vena cava Bypass arterial Valva pulmonara el
¥ —— Aorta (3) Valva mitrala

= e real 2 Valva triscupida
oy cu sanatoasa Ventriculul stang
Ventriculul drept Miocardul
Artera
coronara (1)

Artera
Valva aortica
inlocuire cu inlocuire cu
©2004) DAy valva mecanica valva biologica
Aplicatie Beneficiile utilizarii Matricei hemostatice FLOSEAL in chirurgia cardiaca
Sangerarea marginii 1. Cauterizarea poate deteriora tesuturile si poate creste riscul de infectie.! Utilizarea matricei hemostatice FLOSEAL elimina riscul de
sternale infectie si deteriorarea tesuturilor prin cauterizare.

2. FLOSEAL inlocuieste necesitatea de a plasa ceara osoasa in matrice. FLOSEAL are o consistenta mai diferitd decat ceara osoasa. Ceara
osoasa este o bariera pasivd; FLOSEAL este un agent hemostatic activ. Utilizarea cerii osoase, care nu se descompune, poate impiedica
vindecarea, poate migra si astfel sa provoace reactii inflamatorii cronice. 2* Utilizarea FLOSEAL poate atenua aceste probleme.

Recoltare portiuni de La procedurile endoscopice, aplicatorul laparoscopic poate fi utilizat pentru a ajunge la tunelul (superior si inferior). Datorita lungimii aplicatorului
vena safena laparoscopic si a functiei curgatoare a agentului hemostatic Floseal, se permite obtinerea hemostazei intr-o zona in care de altfel ar fi dificil de
realizat. Utilizarea agentului hemostatic FLOSEAL in aceast domeniu de aplicare poate reduce rata de infectie, hematoamele si vanataile si poate
imbunatati ambulatia postoperatorie.

Sangerarea venelor in aceasti situatie, cauterizarea si suturile s-ar putea dovedi insuficiente. Dacd sangerarea este agresivd, atunci FLOSEAL trebuie utilizat ca metoda
epicardice/linilor de suplimentara de hemostaza.
suturd continue

. Baxter

BAXT-14650 Actualizare Floseal-Cardiac r6.indd 1 ll/28/$6 5:10 PM ‘

*Subsemnata, LUCACI Daniela Ana, interpret si traducétor autorizat pentru limba engleza, in temelul autdn‘z pel hn 5796 din data de 2009 eliberata de Ministerul
Justitiei din Romania, certific exactitatea traducerii efectuate din limba engleza in limba romané, ca textul prez\eg,tata ’Wr’nplet fara omisiuni si c& prin traducere,

nscrisului nu i-a fost denaturat continutul si sensul. \’).(;}' '
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Declaration of Conformity

According to: Council Directive 93/42/EEC (MDD)

Annexes: I, section 4* and II, excluding 4

Notified Body Certificate(s): G7AO 062680 106 Rev.01*
G1 062680 0156 Rev.00

Notified Body's name and address:  TUV SUD Product Service GmbH
Ridlerstralle 65
80339 Munich
Germany

Notified Body’s identification number: 0123

Manufacturer’'s name: Baxter Healthcare SA

Manufacturer's address: 8010 Zirich
Switzerland

EC Representative’s address: not applicable

+++We declare under our sole responsibility that the following product(s) conform to the applicable
provisions of the above-mentioned Directive:+++

Product Family/Category: Non-Active Implants, Sterile Hemostatic Sealant of Animal and Human Origin*,
Non-Active Implants, Sterile Hemostatic Sealant of Animal and Human Origin, Surgical Sealant

Code Numbers: See "CE Marked Product Code List"

+++This declaration is made on the following basis:

- e The validity of this document shall not start earlier than the validity date of the corresponding EC
| Certificate.
| The DOC declares conformity to all product lots released within the above validity period.
o For Class | non-sterile / non-measuring: self-declaration of conformity.
e Compliance to standards and regulations as defined in the Technical Documentation and Essential
Requirements Checklist.+++
X .

Signature: g\ Sl 21 A b1 o
@W:’orm, VP Quality EMEA) (Place, Date)

PARENT DOCUMENT(S):  GQP-09-27 " Pagetof1 FORM NO.:
{current rev.) REVISION:

OWNER CODE:  GQC BAXTER CONFIDENTIAL - INTERNAL USE ONLY ISSUE DATE:
EFFECTIVE DATE:
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Product Service

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class lil)

No. G7AO 062680 0106 Rev. 01

Manufacturer: Baxter Healthcare SA
8010 Zlrich
SWITZERLAND

Product: Non-Active Implants

Sterile Hemostatic Sealant of
Animal/Human Origin

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with the directive 93/42/EEC Annex || (4)
and Regulation (EU) 722/2012 on medical devices manufactured utilizing tissues of animal origin.
The design of the devices conforms to the requirements of the Directive and the Regulation. Ifa
certificate of the European Directorate for the Quality of Medicines (EDQM) has been issued for the
respective material of animal origin, the validity of our certificate is associated with the validity of the
EDQM certificate. Any changes of the EDQM certificate need to be reported immediately to TUV SUD
Product Service GmbH by a change notification. For marketing of these devices an additional Annex
It without (4) certificate is mandatory. See also notes overleaf

Report no.: 713153855
Valid from: 2020-04-15
Valid until: 2024-05-26

Date, 2020-04-15 c
'@!L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Preoduct Service GmbH « Certification Body - Ridlerstraiie 65 - 80339 Munich * Germany
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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class 1)

No. G7AO 062680 0106 Rev. 01

wewve.2lg de

Product Service

Model(s): In accordance with the Directive 2000/70/EC on
medical devices incorporating stable derivates
of human blood or human plasma

Floseal Hemostatic Matrix, 5 ml
(Floseal VH S/D)

Floseal Hemostatic Matrix, 10 mi
(Floseal VH S/D)

Parameters: - 1503353 5 ml
- 1503354 10 ml

=

.
Page 2 of 2 X"
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 “\i

TUV SUD Product Service GmbH « Certification Body - Ridlerstralie 65 » 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE ¢

82
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ZLG-BS5-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or HI)

No. G1 062680 0156 Rev. 00

Wizl de

Pradurt Service

Manufacturer: Baxter Healthcare SA
8010 Ziirich
SWITZERLAND

Product Category(ies): Non-Active Implants
Sterile Hemostatic Sealant of Animal
and Human Origin,
Surgical Sealant

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |l.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additicnal Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713154001
Valid from: 2020-03-24
Valid until: 2024-05-26

Date, 2020-03-24 c @

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123




Declaratie de conformitate

in conformitate cu: Directiva Consiliului 93/42/CEE (MDD)

Anexele: Il, sectiunea (4) * si ll, cu exceptia (4)

Certificatul (certificatele) Organismului Notificat: G7AO 062680 0106 Rev 01 *
G1 062680 0156 Rev 00

Numele si adresa organismului notificat: TUV SUD Product Service GmbH
RiedlerstraRe 65
80339 Miinich
Germany

Numarul de identificare al organismului notificat: 0123

Numele producatorului: Baxter Healthcare SA

Adresa producatorului: 8010 Zurich
Elvetia

Adresa reprezentantului UE: nu se aplica

+++ Declaram pe propria rdspundere ca urmatorul (urmitoarele) produs (e) este (sunt) conform (e} cu
dispozitiile aplicabile ale directivei mentionate mai sus: +++

Familia de produse/Categorie:
Implanturi inactive, Sigilant chirurgical*
Implanturi inactive, Sigilant hemostatic steril de origine animala si umana, sigilant chirurgical

Numere de cod: A se vedea "Lista cu coduri de marcaj CE"

+++ Aceastd declaratie se intocmeste pe urméatoarele fundamente:

* Validtatea acestui document nu va incepe mai inainte de validitatea certificatului CE analog.

* Declaratia de conformitate declara conformitatea tuturor loturilor de produse eliberate in limita
perioadei de valabilitate.

Pentru Clasa | nesterile/nemasurare: declaratie de conformitate pe propria rispundere

* Conformitatea cu standardele si reglementarile definite Tn Lista de verificare a documentatiei tehnice si
a cerintelor esentiale+++

Semnaturd: [semndturd indescifrabild] Zurich, 21 aprilie 2020

(Simone Diorio, Vicepresedinte Calitate EMEA (Locul, data)

DOCUMENT PRINCIPAL: GQP-09-27 Paginaldin1 FORMULARUL nr. GQF-09-27-01

(revizia curenta) REVIZUIREA: B

COD DE PROPRIETATE; GQC DATA ELIBERARII: a se vedea stampila
DATA INTRARII IN VIGOARE: a se vedea
stampila

CONFIDENTIAL — pentru uz intern

-~

: - - 3 ; - - ; T
Subsemnata, LUCACI Daniela Ana, interpret si traducdtor autorizat pentru limba englezd, in temeiul a (!‘?‘.3!?’%_ ”2757/
data de 2009 eliberatd de Ministerul Justitiei din Roménia, certific exactitatea traducerii efectuate din limb, _é}gj@%‘& in ﬁméé’«rg”.ﬂ
textul prezentat a fost tradus complet, férd omisiuni si cd prin traducere, inscrisului nu i-a fost dénaturat ¢ _ \.{@tm“ f;'.,gg.mtﬂ. =3 ]

Lucaci Danielo\Ana —
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ZERTIFIKAT & CERTIFICATE ¢

*Traducere din limba englezd

W ON R Benannt durchAlesignated by
wW W .
® W sentraistelle der Lande:
-l tur Gesundhensschuls
R ESaslE W be: Areneumittein und
® b Medianprodukler :
o W e s Sl Producl Service
S g % ZLG-BS-244 .10.08

CERTIFICAT CE

Certificat CE de examinare a proiectului

Directiva 93/42/CEE privind dispozitivele medicale (DDM) Anexa I (4)
(Dispozitive Clasa Ill)

Nr. G7A0 062680 0106 Revizia 01

Producitor: Baxter Healthcare SA

8010 Ziirich
ELVETIA

Produs: Implanturi inactive
Sigilant hemostatic steril de origine animala/umani

Organismul de certificare al TUV SUD Product Service GmbH declari c3 s-a efectuat o examinare de proiectare a
dispozitivelor mentionate in conformitate cu Directiva 93/42/CEE Anexa Il (4) si Regulamentul (UE) 722/2012
privind dispozitivele medicale realizate prin utilizarea tesuturilor de origine animald. Proiectarea dispozitivelor
respecta cerintele directivei si ale regulamentului. In cazul in care s-a emis un certificat de la Directia Europeana
pentru Calitatea Medicamentelor (EDQM) pentru materialul respectiv de origine animald, valabilitatea
certificatului nostru este asociata cu valabilitatea certificatului EDQM. Orice modificare a certificatului EDQM
trebuie raportatd imediat citre TUV SUD Product Service GmbH printr-o notificare de modificare. Pentru
comercializarea acestor dispozitive este obligatorie un Certificat suplimentar - Anexa Il cu exceptia (4). A se
vedea, de asemenea, notele de pe verso.

Raport nr. 713153955

Valabil dela:  15.04.2020
Valabil pana la: 26.05.2024

Data: 15.04.2020
[semndturd indescifrabild]

Christoph Dicks
Director certificari/Organism Notificat

Pag 1din 2
TUV SUD Product Service GmbH este un Organism Notificat cu nr. 0123

TUV sUD Product Service GmbH * Zertifizierstelle* RidlerstaRe 65*80339 Munchen* GA
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ZERTIFIKAT ¢ CERTIFICATE ¢

&L W W RN i Benannt durch/Designated by
,h“ ".A Zentralstelie der Lander
* BRE ~ LN
L . Medianprodukter %
sl ”~ -
* 4 K ZLG-BS-244.10.08
CERTIFICAT CE

MW

Product Service

Directiva 93/42/CEE privind dispozitivele medicale (DDM) Anexa Il (4)

(Dispozitive Clasa lll)
Nr. G7A0 062680 0106 Revizia 01

Model (e):  in conformitate cu Directiva 2000/70/CE privind dispozitivele medicale care incorporeaz
derivate stabile de sange uman sau plasma umana

Parametri: -1503353 5 ml
-1503354 10 ml

TUV SUD Product Service GmbH * Zertifizierstelle* RidlerstaRe 65*80339 Munchen* Germania OV

Matrica hemostatica Floseal, 5 ml
(Floseal VH S/D)

Hemostatic Matrix Floseal,

10 ml (Floseal VH S/D)

Pag 2 din 2
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Subsemnata, LUCACI Daniela Ana, interpret si traducdtor autorizat pentru limba englezd, in temeiul autorizatiei nr. 25796 din

data de 2009 eliberatd de Ministerul Justitiei din Roménia, certific exactitatea traducerii efectuate din limba e r‘n-tﬁf(oméné, cd
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Product Service

Sistem complet de asigurare a calitatii

Directiva 93/42/CEE privind dispozitivele medicale (DDM) Anexa Il (4)
(Dispozitive Clasa lla, llb sau Ill)

Nr. G7 062680 0156 Revizia 00

Producator: Baxter Healthcare SA
8010 Zirich
ELVETIA

Categoria(i) a(le) produsului:  Implanturi inactive
Sigilant hemostatic steril de origine animala si umana, sigilant chirurgical

Organismul de certificare al TUV SUD Product Service GmbH declard ci producétorul mentionat anterior a
implementat un sistem de asigurare a calitatii pentru proiectarea, fabricarea si inspectia finala a prezentelor
dispozitive/categorii de dispozitive in conformitate cu Anexa Il DDM. Acest sistem de asigurare a calit3tii
respecta cerintele prezentei Directive si este supus supravegherii periodice. Pentru comercializarea
dispozitivelor din clasa Ill este necesar un certificat suplimentar - Anexa Il (4). A se vedea si notele de pe verso.
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Raport nr.: 713154001

Valabil de la: 24.03.2020
Valabil pana la: 26.05.2024

Data, 24.03.2020
[semndturd indescifrabild]
Christoph Dicks
Director certificari/Organism Notificat

TUV SUD Product Service GmbH este un Organism Notificat cu nr. 0123
Pag1din1l
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TUV SUD Product Service GmbH * Zertifizierstelle* RidlerstaRe 65*80339 Munchen* Germania v

ZERTIFIKAT ¢ CERTIFICATE o

Subsemnata, LUCACI Daniela Ana, interpret si traducdtor autorizat pentru limba englezd, in temeiul autorizatiei nr. 25796 din
data de 2009 eliberatd de Ministerul Justitiei din Romdnia, certific exactitatea traducerii efectuate din limba englezé in limba roménd, cé
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