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TREPHINE PRODUCTS

TECFEN MEDICAL OFFERS A COMPREHENSIVE
SELECTION OF CORNEAL TREPHINE BLADES AND TISSUE PUNCHES
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Long Trephines

(For Donor or Recipient)

PRODUCT NO. DESCRIPTION PRODUCT NO. DESCRIPTION PRODUCT NO. DESCRIPTION
QTR330250 2.50mm Diameter QTR330725 7.25mm Diameter QTR331150 11.50mm Diameter
QTR330300 3.00mm Diameter QTR330750 7.50mm Diameter QTR331200 12.00mm Diameter
QTR330350 3.50mm Diameter QTR330775 7.75mm Diameter QTR331250 12.50mm Diameter
QTR330400 4.00mm Diameter QTR330800 8.00mm Diameter QTR331300 13.00mm Diameter
QTR330450 4.50mm Diameter QTR330825 8.25mm Diameter QTR331350 13.50mm Diameter
QTR330500 5.00mm Diameter QTR330850 8.50mm Diameter QTR331400 14.00mm Diameter
QTR330550 5.50mm Diameter QTR330875 8.75mm Diameter QTR331450 14.50mm Diameter
QTR330600 6.00mm Diameter QTR330900 9.00mm Diameter QTR331500 15.00mm Diameter
QTR330625 6.25mm Diameter QTR330950 9.50mm Diameter QTR331550 15.50mm Diameter
QATR330650 6.50mm Diameter QTR331000 10.00mm Diameter QTR331600 16.00mm Diameter
QTR330675 6.75mm Diameter QTR331050 10.50mm Diameter QTR331650 16.50mm Diameter
QTR330700 7.00mm Diameter I QTR331100 11.00mm Diameter QTR331700 17.00mm Diameter

QATR331800 18.00mm Diameter
Non-Vacuum ., Vacuum Radial
Trephine 4 <" | Trephine 9 Vacuum
Punches Q‘ { “ Punches Trephines
(For Donor) : < (For Donor) -~ @;' ~y (For Recipient) f Sgy‘g
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PRODUCT NO. DESCRIPTION PRODUCT NO. DESCRIPTION PRODUCT NO. DESCRIPTION

QTR340600 6.00mm Diameter QTR360600 6.00mm Diameter QTR370600 6.00mm Diameter
QTR340625 6.25mm Diameter QTR360625 6.25mm Diameter QTR370650 6.50mm Diameter
QTR340650 6.50mm Diameter QTR360650 6.50mm Diameter QTR370700 7.00mm Diameter
QTR340675 6.75mm Diameter QTR360675 6.75mm Diameter QTR370725 7.25mm Diameter
QTR340700 7.00mm Diameter QTR360700 7.00mm Diameter QTR370750 7.50mm Diameter
QTR340725 7.25mm Diameter QTR360725 7.25mm Diameter QTR370775 7.75mm Diameter
QTR340750 7.50mm Diameter QTR360750 7.50mm Diameter QTR370800 8.00mm Diameter
QTR340775 7.75mm Diameter QTR360775 7.75mm Diameter QTR370825 8.25mm Diameter
QTR340800 8.00mm Diameter QTR360800 8.00mm Diameter QTR370850 8.50mm Diameter
QTR340825 8.25mm Diameter QTR360825 8.25mm Diameter QTR370875 8.75mm Diameter
QTR340850 8.50mm Diameter QTR360850 8.50mm Diameter QTR370900 9.00mm Diameter
QTR340875 8.75mm Diameter QTR360875 8.75mm Diameter

QTR340900 9.00mm Diameter QTR360900 9.00mm Diameter

QTR340925 9.25mm Diameter QTR360925 9.25mm Diameter

QTR340950 9.50mm Diameter QTR360950 9.50mm Diameter
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Directive 93/42/EEC on Medical Devices, Annex V

No. CE 602872

Issued To: Tecfen Medical
5385 Hollister Avenue
Santa Barbara
California
93111
USA

In respect of:

The manufacture of sterile single use disposable ophthalmic surgical knives and sterile single
use disposable corneal trephines for use as ophthalmic cutting instruments.

Those aspects of Annex V related to securing and maintaining sterility in the manufacture of
sterile PVA and Cellulose Sponge Products.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

=

Albert Rc?ossien, Regulatory Lead

First Issued: 2013-12-17 Date: 2019-03-06 Expiry Date: 2023-08-02

.making excellence a habit’”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say
BSI Group The Netherlands B.V. re
A member of BSI Group of Compar

ling, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
ed in The Netherlands under 33264284.
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By Royal Charter

EC Certificate - Production Quality Assurance

Supplementary Information to CE 602872

Issued To: Tecfen Medical
5385 Hollister Avenue
Santa Barbara

California
93111
USA
Number Device Name Intended purpose per IFU
Class IIa
MDO0105 Ophthalmic surgical knives N/A
MD0105 Corneal trephines N/A
Class Is
MDS7006 Ophthalmic Sponge disposable N/A
First Issued: 2013-12-17 Date: 2019-03-06 Expiry Date: 2023-08-02

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstratLJ through the required

surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unl pecifically agreed with BSI,

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M, Keynesplei
BSI Group The Netherlands B.V. registered in The Nether
A member of BSI Group of Companies.

n 9, 1066 EP Amsterdam, The MNetherlands Tel: + 31 20 346 0780
nder 33264284. -
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

i b ST B T,

By Royal Charter

This is to certify that: Tecfen Medical
6100 Hollister Avenue
Building 3, unit 3A/3B
Santa Barbara
California
93117
USA

Holds Certificate Number: MD 654311
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Manufacturing, procurement, sale and distribution of surgical instruments used in ophthalmic
surgery and other customer applications

cay C_ S\ acd C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2016-07-29 Effective Date: 2021-08-10
Latest Revision Date: 2022-02-04 Expiry Date: 2024-08-09
& Page: 1 of 1
e ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+654311&ReIssueDate=04%2f02%2f2022&Template=uk

Anexa

la scrisoarea de confirmare AMDM

LISTA

dispozitivelor medicale inregistrate in Republica Moldova

Ordin de inregistrare nr.Rg04-000294

din 13.12.2022

Reprezentantul Producatorul Tara Denumirea dispozitivului medical Nr. de inreg.
SRL ' |TECFENMEDICAL [SUA |Sciem Complete TRIS000 o o |PMO00395202
ISI\'/II:J.IE'OTEHNOMED TECFEN MEDICAL | SUA gl\lTsF{gg%hélgSNT CHIRURICAL OFTALMIC Punch Piston |\ 00020e504
ISI\'/II;JIIE'OTEHNOMED TECFEN MEDICAL | SUA Llrsizstéﬁggo%%gaumcm OFTALMIC 7-9.0 Punch |\ 000o0eo0a
ISI\./II:JIIE'OTEHNOMED TECFEN MEDICAL | SUA Llrsigszﬁgggo%%l;umcm OFTALMIC 9-11.0 Punch |\ 000a0es0s
DUNSTENONED [recronwepica,_|sun | i e, ARG OFFACHIC Bl |owaasassao
él\'/IISIIE'OTEHNOMED TECFEN MEDICAL | SUA (LQ_I\Q{E;BCOHZISFBURICALA OFTALMICA 2.50 mm @ DM000395207
él\./IIgIE'OTEHNOMED TECFEN MEDICAL  |SuA (L?rl\éé3%|-3|’loFBURICALA OFTALMICA 3.00 mm @ DM000395208
ISI\-/IFEJIIE.OTEHNOMED TECFEN MEDICAL | SUA éATI\F/{l/;cOgISFBURICALA OFTALMICA 3.50 mm @ DM000395209
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL  |SUA (L?rn\r/{l§3c0H42>E)URICALZ\ OFTALMICA 4.00 mm @ DM000395210
ISI\./IFl{JIIE.OTEHNOMED TECFEN MEDICAL  |SUA (l_?rn\F/l{§3c()H415%URICALZ\ OFTALMICA 4.50 mm @ DM000395211
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL | SUA g}l\é&coks%%umcm,& OFTALMICA 5.00 mm @ DM000395212
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL | SUA I(_?rl\li§3cc:)l—5”5RoURICALA OFTALMICA 5.50 mm @ DM000395213
{C’I\./IFEJIIE.OTEHNOMED TECFEN MEDICAL | SUA I(_?I'I\Iié;(:)I—GHOFE)URICALA OFTALMICA 6.00 mm @ DM000395214
ISI\./IFEJIIE.OTEHNOMED TECFEN MEDICAL | SUA E@;&é;(;—él;;URICALA OFTALMICA 6.25 mm @ DM000395215
ISI\./IEIE.OTEHNOMED TECFEN MEDICAL  |SUA 5/;»@3%215%%1@& OFTALMICA 6.50 mm @ DM000395216
ISI\./II:JIIE'OTEHNOMED TECFEN MEDICAL  |SUA 5/;»&?3%217RSURICALA OFTALMICA 6.75 mm @ DM000395217
ISI\'/II;J.IE'OTEHNOMED TECFEN MEDICAL | Sua (I_S_I\Ffiéfol-;Io%URICALA OFTALMICA 7.00 mm @ DM000395218
ISI\'/II:J.IE'OTEHNOMED TECFEN MEDICAL | SUA (L?I_I\Ffiéfol-;IZRSURICALA OFTALMICA 7.25 mm @ DM000395219
él\'/ll:tJ.IE'OTEHNOMED TECFEN MEDICAL | SUA EATl\F/i/;CO;nSFBURICALA OFTALMICA 7.50 mm @ DM000395220
g\'/II:JIIE'OTEHNOMED TECFEN MEDICAL | SUA (LQ_I\QQBCO%RSURICALA OFTALMICA 7.75 mm @ DM000395221
él\'/IISIIE'OTEHNOMED TECFEN MEDICAL  |SUA (I?FI\F/;,;:‘;E)I;%F;URICALA OFTALMICA 7.85 mm @ DM000395222
{C’I\-/IFEJIIE.OTEHNOMED TECFEN MEDICAL  |SUA éATI\F/{léigloFéURICALA OFTALMICA 8.00 mm @ DMO00395223
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL  |SUA (I_?FI\F/{I,:Z;SCOZIZIEURICALA OFTALMICA 8.25 mm @ DM000395224
ISI\./IFl{JIIE.OTEHNOMED TECFEN MEDICAL | SUA (l.g@rn\éécogls%umcml\ OFTALMICA 8.50 mm @ DMO00395225
ISI\./IFl{JIIE.OTEHNOMED TECFEN MEDICAL | SUA (I_?FI\QZ%Z;RSURICALA OFTALMICA 8.75 mm @ DM000395226
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL | SUA I(_Q_I\Ii§3%HgéROURICALA OFTALMICA 9.00 mm @ DM000395227
ISI\./IFEJIIE.OTEHNOMED TECFEN MEDICAL | SUA I(_S_I\éé3%H912R5URICALA OFTALMICA 9.25 mm @ DM000395228

Agentia Medicamentului si Dispozitivelor Medicale

Medicines and Medical Devices Agency
Republica Moldova, MD-2028, Chisindu, str. Korolenko, 2/1

tel. +373 22884301, e-mail: officec@amdm.gov.md; Web: www.amdm.gov.md
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él\'/IISIIE'OTEHNOMED TECFEN MEDICAL  |sua (L?rl\éé3%H915FBURICALA OFTALMICA 9.50 mm @ DM000395229
él\-/IFEJIIE.OTEHNOMED TECFEN MEDICAL  |SUA é@rl\ééﬁHoloFé)URICALA OFTALMICA 10.00 mm @ DM000395230
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL  |SUA (I_?FI\F/{I;ClHOISPE)URICALA OFTALMICA 10.50 mm @ DM000395231
ISI\./IFlzJIIE.OTEHNOMED TECFEN MEDICAL | SUA (l.g@rn\ééclkl%%umcml\ OFTALMICA 11.00 mm @ DMO00395232
ISI\./IFl{JIIE.OTEHNOMED TECFEN MEDICAL | SUA (I_?rl\ééﬁl-;IS%URICALA OFTALMICA 11.50 mm @ DM000395233
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL | SUA I(_?rl\ééﬁHzIO%URICALA OFTALMICA 12.00 mm @ DM000395234
ISI\./IFEJIIE.OTEHNOMED TECFEN MEDICAL | SUA I(_?I_I:é:sclHZIS%URICALA OFTALMICA 12.50 mm @ DMO00395235
ISI\./IFEJIIE.OTEHNOMED TECFEN MEDICAL | SUA g/;l\é,;clgg;umcmﬁ‘ OFTALMICA 13.00 mm @ DM000395236
ISI\./I;IIE.OTEHNOMED TECFEN MEDICAL | SUA E@rI\F/{Ié3C1|-3|ISFBURICALA OFTALMICA 13.50 mm @ DM000395237
ISI\./II:JIIE.OTEHNOMED TECFEN MEDICAL  |SUA Iezﬁ_l\ééle‘tIOF;URICALA OFTALMICA 14.00 mm @ DM000395238
ISI\'/II;J.IE'OTEHNOMED TECFEN MEDICAL  |SUA (I_S_I\F/{I§3C1H415FE)URICALA OFTALMICA 14.50 mm @ DM000395239
ISI\'/II;J.IE'OTEHNOMED TECFEN MEDICAL | SUA (I_Q_I\Ffiéfll-sﬂo%URICALA OFTALMICA 15.00 mm @ DM000395240
ISI\./IFEJIIE'OTEHNOMED TECFEN MEDICAL | SUA EATl\F/i/;clkSuSFBURICALA OFTALMICA 15.50 mm @ DM000395241
él\'/II:J.IE'OTEHNOMED TECFEN MEDICAL | SUA (Lg_nééflkélo%URICALA OFTALMICA 16.00 mm @ DM000395242
él\'/IISIIE'OTEHNOMED TECFEN MEDICAL  |SUA (I_?FI\F/{Ié3Cl|-6|ISFBURICALA OFTALMICA 16.50 mm @ DMO00395243
él\-/IFEJ.IE.OTEHNOMED TECFEN MEDICAL  |SUA é@rl\ééﬁ;ﬂo%URICALA OFTALMICA 17.00 mm @ DMO00395244
ISI\./IFL{JIIE.OTEHNOMED TECFEN MEDICAL  |SUA (L?rl\ééﬁglol’aURICALﬂ OFTALMICA 18.00 mm @ DMO00395245
CUNOTENONED [recren weoren_|sun | o ™ 0 [owoooassaas
CUNOTERNONED | receen veoicat_|sun | CORURICAR OFTANICE €25 P 0o owonosssaay
CUNOTERNONED | receen veoicat_|sun | CORURICAR OFTAICE €50 0o omonoassaas
UNOTERNONED | receen veoicat_|sun | CRURICAR OFTAICE €75 P W omonoassaas
S WOMED |TECFENMEDICAL |SUA|UAchum Hepnine unen QTRa000 - |oMo00395250
S WOMED |TECFENMEDICAL |SUA |UArtu pnin punen Qfa0rss o |PM000395251
S OMED |TECFENMEDICAL |SUA|UAchum epnine unen QRBa0s0 o |oH000395252
S OMED |TECFENMEDICAL |SUA|Uariu Tispnine puncn Qrad0rs o |PM000395253
CNCTERNONED [recron meoicat_|sun |o o CURURICHR OTTALHICE 890 ™m 807 owooozssass
CNCTERNONED [recron meorcas_|sun |L etk CORURICALR OFTACHICE 825 ™m 9 Mon[owooosssass
CUNCTERNONED [recron meoicat_|sun |k CHRURICHR OTTALHICE 80 ™™ 8 Non | owooozssase
CNCTERNONED [recron meoicat_|sun |o ek CHRURICHR OFTALHICE 875 ™™ 8 N7 |owooozssasy
CUNCTENONED | recreveoicat|sun o CRURLCAE OFTAICE 20 ™ 91 owonoassase
CUNCTENOMED | recrevepicat|sun o CRURICAE OFTALICE 25 P 91 owonoassass
CUNOTENONED [recren weorcn_|sun |L o CHURCHLS OTTARICE 50 mm S [ovoooassaco
DUNCTENOMD [recren weorc_|sun |5tk CHRURCAR CETAICR 600 mm Vo owoooassass

Agentia Medicamentului si Dispozitivelor Medicale

Medicines and Medical Devices Agency

Republica Moldova, MD-2028, Chisindu, str. Korolenko, 2/1
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3 e,
3 >
ST ey
THURINGEN .
\ CERT
oo

3/4




IMUNOTEHNOMED

LAMA CHIRURICALA OFTALMICA

6.25 mm Vacuum

SR.L. TECFEN MEDICAL | SUA Trephine Punch QTR360625 DM000395262
PUNSTERTED |recronveron_[aun U0 CORAIGAA ANTER G507 50 oo
PUNSTETTED reconveron_[avn [ CHRAIGA QTR €757 5 Lo
el e T o e
PUNSTETERED |rcrmueoion_|ovn Vo SIHCAL SR 725 o onsos
PUNSTETERED rermueoion_|son [V SIHCAL SR 750 o oo
PNTEROD | ccranvecn_Jon [ SRR OTAIER 7757 50 oo
PNTEROD | ccranvecn_Jovn [ I8 SHARCAA TR 755750 Lo
SRL. """ |TECFEN MEDICAL |sua rephine Punch QTRIB0R0D oo V™ |oMo003ss270
PUNSTETED |reconveron_[aun Ut CHRACAL S 825 5o oot
PUNTETTED |reconveron_[avn [ R W ER 55075 Lo
SRL. ' |TECFEN MEDICAL |sua ephine Puneh QTRaR0Ers oo VUM |omo00395273
SRL. " |TECFEN MEDICAL |sua ephine Puneh QRS0 o VM |omo0030s27a
SRL. ' |TECFEN MEDICAL |sua rephing Puneh QTRR00ss o o V2T |omo0039s275
SRL. ' |TECFEN MEDICAL |sua ephine Punch QTRAA0080 oo VM |omoo03es27s
PUNTEOTED |rcr o Jaon |t NS AT €007 o oo
il e ST P e e e
S e S e e el e
SRL """ |TECFEN MEDICAL |sua Vi Treanine OTRA7075 o ool |oMoo03os2so
il e T e R e
SRL. """ |TECFEN MEDICAL |sua Vi Treanine OTRS70778 /> oo |oMoo03ss2s2
PUNTERED oo meen o Ao SN AT 5007 B9 Lo
SRL """ |TECFEN MEDICAL |sua Vacuum Trepmine QTRS70858 oo 0®!  |om00039s2s4
PUNTETTED |reconveron_[aun A ORI O TACE S50 owsoss
PUNTEROTE |rcrmmorcn [ WA SO SR 575 m o
SRL. " |TECFEN MEDICAL |sua Vi Treanine QTRA70500 o o |oM000395287

Agentia Medicamentului si Dispozitivelor Medicale
Medicines and Medical Devices Agency
Republica Moldova, MD-2028, Chisindu, str. Korolenko, 2/1
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