CERTIFICATE

Registration No. DCS/9479903
Application of Council Directive 93/42/EEC as updated directive 2007/47/EC for Class I
Medical Devices
This is certifying that the products submitted are:

CLASS I MEDICAL DEVICES
(Re-Useable, Non-Powered Surgical Instruments)

Manufactured By:

SURGICON PVT LTD
P.O. Box: No. 244, Khadim Ali Road, Sialkot-Pakistan

Comply with the applicable requirements of the Directive 93/42/EEC as updated directive
2007/47/EC for Class [ Medical Devices

The Technical file of the products have been assessed according to the procedure of
Conformity Assessment described in the Annex -I, Annex VII.
Limitations:

The manufacturer must inform DCS of any substantial changes occurred in the Product or
process in order to examine whether this certificate remains valid. Conformance to all the
regulatory requirements is the sole responsibility of the manufacturer including the appointment
of EU Authorized Representative and registration with concerned competent authority -
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DECLARATION OF CONFORMITY

SURGICON LTD

Head Office:P.0.Box:No:244, Khadim Ali Road, Siatkot - PAKISTAN. o

We hereby declare under our sole responsability that the product
» Surgical Instruments (Re-Usable, Single Use)

3.

# Dental Instruments (Re-Usable, Single Use)

the list of instruments is attached to this declaration (annex - 6 file) o

Fall within Class — I medical devices and meet the essential requirements of Directive
93/42EEC as update directive 2007/47/EEC and we are also registered with Dinamex
Certification Service (DCS) and quality audits of ISO 9001:2015 and ISO 13485:2012+AC:2012

To which this declaration related is in conformity with the following standard(s) or other
normative document(s)

1SO 9001:2015 . |
ISO 13485:2016 o
93/42EEC as update directive 2007/47/EC
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Anex 1 Medical Products
TO THE DECLARATION OF CONFORMITY

SURGICON LTD

Head Office: P.O.Box: No: 244, Khadim Ali Road, Sialkot - PAKISTAN,

I. INSTRUMENTE MEDICALE SONDATE, BUJIL, CU ACCESORI:

Hrucmpysenmor MeQuyuncrue soHoupyioujue, Byscupyoujue, ¢ RPUHAOREICHOCHAMIU,

1.. RO: Sonde medicale, mini, micro, standard, drepte, curbe
RU: 300061 MEOUYUHCKIE, MUNU, MUKPO, CIIAHOAGPNIIGIS, APAMBIE, UZ0HYINbIE
EN: (Expolorers Medical), :
- dentare /sybnume / Dental Expolorets, Universal,
- uterine lmamounwe /Uterine Sounds, Sims, Martin, Galabin,
- chirurgicale / xupypeuvecikue | Surgical Probes, Directors, Maya, Varady, Nabatoff, Bowman, Ear, Guthrie, Nosal,
Veachik, Atic, Buttoned Probes, Doyan, Cotton Probes, Grooved, Twisted.
2. RO: Instrumente pentru plombare
RU: Hucimpyserimst 018 #0M0upoeanus
EN: Filling instruments
- fuloar -netezitor / womongep-eraduaxa /Smother-Plugger, Hollenback, Ward, Black, Lordmore, Mortonson.
3. RO: Cannle medicale
RU: Kanionu
EN: Cannula, Medical
- pentru irigarea atticului ! Qs npomvisarua anmuka | Hartmann,
- pentru irigarea sinusurilor /918 npomwisanun eaitmoposoil nazyxu / Snares, Killian, Kulikov.
4. RO: Tuburi medicale
RU: Tpybru
EN; Medical tubes
- tuburi pentru aspiratie / mpybru acnupayuoneie [ suction tubes, Poole, Yankaur, Frazier, Ferpusson. Nilson,
Nubore,
- tuburi traheostomice / mpybxu mpaxeocmomuyeckue/ - Jakson, Fulleer, Cubley.
5. RO: Catetere
RU: Kamemepu
EN: Medical Catheters,
- wuretrale / ypempanonoie / Urethral Catheters, Mercier, Coxeter, Lucac,
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6. RO: Bujii uretrale

RU:byaeu ypempansuvie

EN: Urethral Bougies

RO: Instrumente pentru drenajul cavititii pleurale

RU: MHCTpYMEHTHI AMA APSHHPOBAMS [ICBPANLHOH MOT0CTH
EN: Drain, Coakley.

RO: Olive (baloane) pentru insuflarea aerului in nas si ureche
RU: Onuset (6aamOHLl) 1S MPOLYBAHHA HOCA H VXA

EN: A. Politzer.

RO: Instrumente pentru introducerea amalgamului in cavitatea dentars
RU: IHCTPYMEHTBI JI1st BBSACLIMS AMAbTaMBl B HONOCTD 3y6a
EN: Amalgam Carriers

Ascessorii/ Tlparajnexnocti/ Accessory

1.

2

Cutie pentru depozitare §i sterilizare a instr umentelor / KopoGxa 1ia XpaHEHNT W CTCPHIH3AUMK UHCTPYMEHTOB /
Sterilizing Drum.

Tivi pentru instrumente Mlomox dag wicmpymenmos / Instruments Trays

- dreptunghivlard / npsvoyeonvusit / Instruments Trays /,

- rotundi / nomox kpyeasiti / Round Trays,

- reniformi/ norox nouxoobpasueii / Kidney Trays,

- tavil perforatd dreptunghivlard / notok npamoyronsusiii nephopuposaunbii /Instrument Box Perforatcd

- capac pentru tavi / xperuoia juis sotka / Lid for Trays.

Pahar pentru instrumente / Crakau aaa wactpymenros/ Foreeps Jars,

I, INSTRUMENTE MEDICALE DE TAIERE $I DE $OC CU MARGINI ASCUTITE (TAIETOARE), CU
ACCESORIL:
Hucmpymennot MeOUWUHCKUE PENCYIYUE U )061])Hbl€ ¢ 0CmpOotl (pedicyusetl) KpOMKOH, ¢ PUHGOREHCHOCTHAMU,

L

RO: Foarfece medicale: mini, micro, standard, articulate, din aliaj dur, vasculare, drepte, in unghi, curbate,

RU: Hoowciuysl: MeOUUHCKIE, MUHYU, MUKPO, CMAHOGPMHBIC, APMUKYIAYUOHHbLIC, MBEepOOCHAABHbE, COCYOUCMbIe,
NPIMbIE, Y2RO6HIC, UIO2HYINbIC
EN: Scissors, Medical, Metzenbaum, Deavers, Operating, Inuamn Maya, Joseph, De Bakey, Mayo Stille, Lexer, Surgical,
Diethrich, Sitlinkin, Schocmaker, Caspar, Metzenbaum-Nelson, Kilner, Mclndoe, Strully, Yankauer, Dean, Heyman,
Beckman, Spencer, Heath, Universal, Braun-Stadler, Busch, USA Patt, Dissecting, Doyen, Sims, Kelly, Iris, Strabismus,
Westcott, Stevens, Enterotomy, Beebee, Lister, Knowles, Esmarch, Smith, Seutin, Bruns, Collen, Cuticle, Stille, Hartman,
Noyes, Wecker, Castroviejo, Quinby, Neumann, Fino, Albe, Ross, Metly.

Bisturie: mini, micro, standard, drepte, in unghi, curbate

RU: Crarvaenu: munu, MUKPO, cmanOapinnole, APAMeie,; yeaosnte, UsO0zHymoe

EN: Scalpels, Medical, Surgical, standard, Collin, Dieffenbach, Adams, Parker, Graefe, Buck, Cataract, Beer, Jaeger,
Knapp, Bowmann) cu miner din plastic / ¢ anacmmaccosoit pyuroit / Surgical scalpel with plastic handle,

lame chirurgicale / nespus xupyprudeckue /Surgical blades
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10.

11,

¥

RO: Cutite: mini, micro, standard, drepte, in unghi, curbate

RU: Hoxcu: suny, murpo, cmandapmie, NPAMYIE, V2RO, UZOZHYIMbIE

EN: Knife, Medical, Liston Amputation, Langenbeck Amputation, Caltin, Brain, Esmarch, Razor, Amputation, Ballenger,
Gritman, Brophy, Knapp, Ziegler, Forign-body, Bruenings, Lynch, Freer, Lessman

RO: Feridstraie

RU: ITuner

EN: Saws, Medical, Engel, Jeglia, Charriege, Satterlee, Post Morten, Joseph, Bergmann, Olivercrona, Miller, Selding
RO: Dilti :

RU: Horoma

EN: Chisels, Medical, Osteotomes, Stille, Freer, Killian, Ballenger, Lucas, Gardner, Partsch, Gougeg, Zielke, Lexer

RQO: Elevatoare, decolatoare (raspatory): chirurgicale, dentare, drepte, in unghi, curbate

RU: Gnesamopul, pacnamoput: xupypeuveckue, 3ybivie, npasvie, yenogue, U30zHymuIe

EN: Elevators Dental, Surgical, Bein, White, Luxator, Kopp, Freer, Coleman, Heidbring, Apical, Flohr, Silding, Molt,
Cryer, Miller, Winter, Mead, Barry, Williger, Farabeuf, Doyen, Semb

RO: Clesti : mini, standard, din aliaj dur, drepte, in unghi, curbate

RU: Kycauru: munu, cmanoapmuvie, meepdocniasuvie, RPAMBIE, YeROSBIE, USOSKYINIE,

EN: Cutters Medical Liston, Sauerbruch, Liston-Key, Ruskin-Liston, Stille-Liston, Kerrison, F erris-Smith, Jurasz, Beyer,
Fulton, Cushing, Casper, Collin, Doyen, Superling-Love, Conchotome, Hartman, Colclouge, Oldberg, Well, Hajek,
Takahashi, Stroycken, Ferries-Smith, Hajek-Kofler, Lure, Lempert, Stille-Luer, Ruskin, Leksell-Stille, Blumen, Mead,
Jegoroft-Freidin, Dahlgren, Lansen, Haglund, Wire Cutter, Giertz-Stille, Brunner, Wittner, Alexander, Janson, Smith- ikl
Peterson.

RO: Chiurete: mini, standard, drepte, inclinate, curbate

RU: Kiopemuu: Muru, cmanoapmivie, npamwie, yaiossie, UBOZHY MBI

EN: Curettes, Medical, Sims, Recamaier, Thomas, Volkmann, Beckmann, Caspar, T essier, Simon, Hemingway, Martin,
Willigner, Gracey, Molt, Freer, Gross, Barker, Greene.

RO: Anse : polipe ] s b
RU: Hemau: noauniie 3 IS
EN: Snares, Eves, Bruening, Krauze, Krauze-Voss. | :
RO: Instrumente pentru indepiirtarea pietrei dentare

RU: Huempymenmor ua yoanenua 361020 kamna

EN: Scalers, Darby-Perry, Black, About, Scharmann, Younger-Good.

RO: Exavatoare: chirurgicale, dentare

RU: Orerkasamopei: xupypeuieckue, 3yGusle

EN: Excavators, Scalers, Octo, Dardy-Perry, White, Gillet, Caspar, Tompkins, Rhein, Muehlemann.

Ascessorii/ TIprnauiexuoctn/ Accessory

1
2.

3.

Miner pentru scalpel, pentru Ferdistriiu/ Pyuxa 0us cxarsnens, o mnoi/ Scalpel Handles, Saw Handles. A
Cutie pentru depozitarea si sterilizarea instrumentelor/ KopoGxa a1 XPAHEHHS ¥ CTEPHAH3ANMH HHCTPYMEHTOR /
Sterilizing Drum / ALy
Tava pentru instrumente: dreptunghiular /Jomox ons UHCINPYMENINO0G: Npsmoyzonerulil/ Instruments Trays, L Sy
Tava rotunda/ Jlorok kpyrymeii /Round Trays, Tava reniformi / norok neukooGpasnki /Kidney Trays/ s A
Tavi perforatd dreptunghiulard/ somox npamoyeonsnotii nepropuposannbiiy Instrument Box Perforated

Capac pentru tava / xpeiuka s aorka /Lid for Trays

Pahar pentru instrumente/ Craxan juisi HHCTPYMEHTOB/ Forceps Jars.
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L. INTRUMENTE MEDICALE DEP‘ARTATOARE, CU ACCESORII

3.

10.

Huempymenmer smedwunexue QMMECHAIOUUE, ¢ NPUHAONEHCHOCTIAMIL

RO:Depirtitor : medical, mini, standard

RU: Pacuwupumenu: meduyuncrue, muny, cmandapmnsie

EN: Retractors, Medical, Dilators, Gosset, Daver, Hook, Farabeuf, Kocher, Maty, Volkmann, Cusco, Sims, Otto, Doyen,
Hegar, Finochieto, Hank, Nelson, Molt, Bozem, Tuffier, Taylor, Deaver, Caspar, Cushing, Finochietto, Morris, Yasargil,.
Laila, Codman, Collin, Weitlaner, Jegoroff-Freidin, Melntosh, Haight, Kirschner Beckmann, Miller, Roser-Koeing,
Heister, Desmarres, Ramtin, Antin, Jansen, Lardenois, Mellinger, Mueller, Davis-Bayle, Langenbeck, Balfour, Adson,
Roux, Tudor Edwards, Nissen, Wylie, Goodell, Sims, Braun. 3
RO: Oglinzi: mini, standard

RU: eprana: sunu, emandapmusie

EN: Specula, Medical, Cusco, Sims, Doyen, Oto, Auvard, Kristeller, Mathieu, Daines, Sadrif, Kelly, Gabriel,
Bodenhammer, Vienna, Killian, Thudichum, Sims, Mathieu, Kelly, Gabriel, Mouth Mirror, Voltolin, Dental Mitror, pélnie
Hartman, Sicgle.

RO: Spatule medicale

RU: name.u meduyuncrue

EN: Spatulas, Medical, Maya, Buchwald, W hccler: Toung, Hartman, Tantal, Boswort, Well, Cement, Era.

RO: Fuloar-netezitor dentare

RU: Hitongepri-raanuixn 3yGupie

EN: Hollenback, Lardmount, Mortonson, Black, White, Ward.

RO: Céarlige

RU: Kpiouxu

EN: Hooks Medical, Graefe, Ear, Guthrie, Nosal, Graham, Caspar, Cushing,Yasargil, Farabeuf, Varady, Oesch, Muller,
Cooly, Kocher, Sachs, Smellie, Braun, Targett, Tracheal Hooks, Kilner, Gillies. : p
RO: Linguri de amprent

RU: Ommucknvie nodicki

EN: Impression Tray, Perforated, Solid, Lower, Upper.
RO: Excavatoare

RU: Brexasamopo

EN: Excavators “°

RO: Linguri medicale

RU: Hooerku meduyuncrue

EN: Spoon, Medical, Volkmann, Weber, Hemingway, Caspar, Williger, Snellen.

RO: Extractoare

RU: Oxempaknopst

EN: Extractors, Medical, Varady, Oesch, Muller, Vme, Caspar, Cushing, Yasargil, Farabeuf, Kocher.
RO: Otoscop

RU: Omockonst 612 ocmompa yxa

EN: Otoscope
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¢

11. RO: Disectoare

RU: Juccexmopet
EN: Dissector, Varady, Oesch, Medical, Muller, McDonald, Cheyne, Axenfeld, Wheeler,

12. RO: Laringoscoape

RU: Jlapurnzockonst O GEMOmpa eopaa
EN: Laryngoscope

Ascessorii/ Tpanamiexioctn/ Accessory

1
2

3.

Iv.

Miner pentru oglind /Pyuxa dns sepran/ Mirror Handles.

Cutie pentru depozitarea si sterilizarea instrumentelor/ KopoOxa ans Xpanesvs # CTEpHIH3ALHY KHCTPYMENTOB. /
Sterilizing Drum /

Tava pentru instrumente: dreptunghiular L7omox ons uscmpymesmos: npamoyeonenvii / Instruments Trays,

Tava rotunda / Jlorok kpyrimif /Round Trays, Tava reniformit / notox noukooGpasnuiit /Kidney Trays/

Tavi perforatit dreptunghiulari/ romox npasoyeonsueiii nepgropuposanridd Instrument Box Perforated

Capac pentru tava / poiia i sorka /Lid for Trays

Pahar pentru instrumente/ Craxan aiis sucrpymentor/ Foroeps Jars.

INSTRUMENTE MEDICALE CU ACTIUNE DE FIXARE, CU ACCESORI
WHCTPYMEHTBI MEAHIMHCKHE MHOTOTIOBEPXHOCTHONO BO3AeHCTBHS (3AKUMHBIE), C IPHHAIICHKHOCTAMU:

RO: Pense medicale mini, micro, standard, articulate, vasculare, drepte, in unghi, curbate

RU: Savicumbl; MEOUYUHCKUE, MUHU , MUKDPG , CHIGHOAPIULIE, CPMINKYIAYUOHHbIE, COCYOUCmble, npivbie, Y2106bie,
uzoaHymbie,

EN: Forceps, Medical, Haemostatic, Rochester Pean, Mosquito, Pean, Roch Ochsner, Kocher, Halsted Mosquito, Mikulicz,
Collin, Maier, Gross, Cheron, Backhaus, Jones, Schroeder, Millin, Katlin, Polyps, Museux, Satinky, Lister, Bryant, Moya,
Magill, Doyen, DeBakey, Ballenger, Kelly, Clamps, Bulldog, Crile, Kelly-Rankin, Spencerwells, Lovelace, Pennington,
Crile-Rankin, Rummel, Willet-Martel, Kilner, Maya Ronson, Dieffenbach, Mixter, Heiss, Lower, Allis, Doyan, Nussbaum,
Adbie, Scudder, Kocher, Payr, Rubber-Dam, Sarot, Faine, Raney, Teale, Hartmann, Finochietto, Cheatle, Harrison,
Saenger.

RO: Pensete medicale mini, micro, standard, articulate, din aliaj dur, vasculare, drepte, in unghi, curbate

RU: TTunyemsi: MeOWYHHCKUE, MUY, MUKPO, CHIGHOGPWHbIE, APMUKYIAYUOHKGLE, RIGEPOOCNIABHbIE, COCYOUCTbIE,
npaMoie, yeaosuie, uz0eHymole

EN: Tweezers, Thumb, Tissue, Medical, Adson, Michel, Child, DeBakey, College, Merain, Epilation, Lenidin, Verbrugge,
Graefe, Hess, Fischer, Arruga, Elsching, Fuchs, Dastoor, Ayer, Lampbert, Desmarres, Knapp, Bipolar, Troeltsch, Lucae,
Jansen, Potts-Smith, Taylor, Brophy, Cushing, McIndoe, Semkin, Russain, Bonney, Splinter.

RO: Port instrumente, port ac mini, micre, standard, articulate, din aliaj dur, vasculare, drepte, in unghi, curbate
RU: Jlepocamenu, Hzao0epireameii Mun, Murpo, CRaHOGPIIIEE, aPMUKYIAYUOHHbIE, meepdocnIagHeie, cocyoucmeie,
NPAMBIE, UBOZHYMBIE

EN: Needle Holders, Medical, Mayo- Hegar, Wright, I inochietto, Mayo, Metzenbaum, Castrovicjo, Derf, Collier,
DeBakey, Crile-Murray, Sarot, Crile-Wood, Oison, Crile, Jacobson, Cartridge, Macphail, Collier, Webster, Mathieu

- pensa de prins limba / aspikoaepxarean / Guy, Collin, Young

- pensa de sustinere a osului / kocmodepycament / Bone forceps, Holder.
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4. RO: Cleste medicale, mini, micro, standard, vasculare, drepte, curbate

5

6.

RU: Hunybr: MEOuYUICKUC, MUHN, CMANOAPIHLIE, COCYOUCINDBIC, NPAMOLC, U3OZHYINbIE,

EN: Forceps, Medical, Ferguson, Schroeder, Duplay, Sponge, Polyps, Gray, Finochietto, Ballenger, Foerster, Bozeman-
Douglas, Moya, Allis, Museux, Hakansson, Janson, , Metly, Caspar, Cushing, Citelli, De-Lee, Nacgele, Piper, Wolft,
Horsley, Foerster

Pense biopsie / wunywr Guoncwiineie | Biopsy Forceps, Yeoman, Thomas, Wittner, Alexander, Faure, Van-Doren,
Circumeision Clamp

Forceps / kopuyanzu [ Maier, Gross

Pense uterine / wunyst mamounsie / Uterine Forceps

Pense dentare pentru tehnicieni / wunyw sy6omexnuvecxue | Dental Pliers

Pense dentare / wunyor 3yGrue / Dental Forceps, English, Klien, Upper, Lower, American, Ralk, Albrecht, Arthur

RO: Ciocane medicale

RU: Monomru meduyuncxue

EN: Hammers, Medical, Williger, Buck, Doyan, Taylor, Collin,

Ascessorii/ Npunagneruocts/ Accessory

1.
20

3.

Pelvimetru / Tazomep [ Pelvice Metter Martin.

Cutie pentru depozitarea gi sterilizarea instrumentelor/ Kopofxa 274 XpaHeHHA W CICPUIM3ALHN HIICTPYMCHTOB /
Sterilizing Drum /

Tava pentru instrumente: dreptunghivlar LTomon dan uncmpymenmos: npswvayzosenai / Instruments I'rays,

Tava rotunda/ Jlorox kpyrmeti /Round Trays, Tava reniforma / notok noukooOpasabiit /Kidney Trays/

Tavi perforatd dreptunghivlard/ romox apsamoyzonsnotii nepgopuposamienif Instrument Box Perforated

Capac pentru tava / xpsunia jas norka /Lid for Trays

Pahar pentru instrumente/ Craxai 115 HECTPYMEHTOB/ Forceps Jars,
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