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Declare under our sole responsibility that the product(s)
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DECLARATION OF CONFORMITY
DOCUMENT No. DOC 2020.00

Date of issue: 20.05.2021
Date of Signed: 20.05.2021

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

CELIMED MEDICAL DEVICES

Registration Number
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Reg. &islo [Ndzev 3 Néazev 1 :
03089 34-0511 34-0511 NGzky chirurgické,rovné 11cm* 90185084
03090 34-0512 34-0512 NGZky chirugické, zahnuté 11cm* 90189084
03119 6-0045-C NUzky rov.tupé 13cm 6-0045-C * 90189084
03120 6-0053-C NiZky zah.tupé 15 cm 6-053-C * 90189084
03256 08-120-11/M 08-120-11/M Chirurgické nlizky rovné hrotnaté 13cm-CELIMED* 90189084
03237 02-102-00 Blood pressure Apparatus (LifeSource) LifeSource LS2002 Aneroidni tonometr 82142000
03246 02-174-00 Otoscope 02-174-00 Otoskop v&. 3 udnich zrcdtek -CELIMED 82142000
03173 06-103-00 LOOSENER FOR SCALPEL BLADES No.3 06-103-00 Uvoliiovat skal. éepelek pro tepelky £.3 -CELIMED* 90189084
03174 06-104-00 LOOSENER FOR SCALPEL BLADES No.4 06-104-00 Uvolfiovac skal. éepelek pro Eepelky £.4 -CELIMED* 90189084
03230 06-403-01 EYE SCALPELS 20MM 06-403-01/M O&ni skalpel,bfiskaty 25mm -CELIMED* 90189084
03231 06-403-01 EYE SCALPELS 20MM 06-403-01 Ocni skalpel,bfiskaty 20mm -CELIMED* 90189084
03135 08.102.15 Scissors,15cm 08.102.15 Nlzky chirurgické 15cm -CELIMED* 50185084
03136 08.103.15 Scissors,15cm 08.103.15 NiiZky chirurgické 15cm-CELIMED* 90189084
03179 08.110.11 SCISSORS STRAIGHT SH/BLUNT 11.5CM 08-110-11 Chir, nGZky rov. hrotnato-tupé 11,5¢cm-CELIMED* 50185084
03180 08.111.11 SCISSORS CURVED SH/BLUNT 11.5CM 08-111-11 Chir. nGZky zahn. hrotnato-tupé 11,5¢cm-CELIMED* 50189084
03181 08.111.13 SCISSORS CURVED SH/BLUNT 13CM 08-111-13 Chir. naZky zahn. hrotnato-tupé 13cm-CELIMED* 90189084
03182 08.111.14 SCISSORS CURVED SH/BLUNT 14CM 08-111-14 Chir. nGZky zahn. hrotnato-tupé 14cm-CELIMED* 90189084
03183 08.111.18 SCISSORS CURVED SH/BLUNT 18CM 08-111-18 Chir. nGZky zahn. hrotnato-tupé 18cm-CELIMED* 90185084
03176 08.121.11 SCISSORS CURVED NIB 11.5CM 08-121-11 Chirurgické ntiky zahn. hrotnaté 11,5cm-CELIMED* 90189084
03177 08.121.13 SCISSORS CURVED NIB 13CM 08-121-13 Chirurgické niiky zahn. hrotnaté 13cm-CELIMED* 90189084
03178 08.121.14 SCISSORS CURVED NIB 14CM 08-121-14 Chirurgické nGZky zahn. hrotnaté 14cm-CELIMED* 90189084
03184 08.340.11 EYE SCISSORS VERY FINE 11.5CM 08-340-11 Oéni nliZky, rovné, velmi jemné 11,5¢cm-CELIMED* 90189084
03255 08.340.11Z EYE SCISSORS CURVED VERY FINE 11.5CM 08-340-11Z O¢ni nizky, zahnuté, velmi jemné 11,5¢cm-CELIMED* 50189084
03045 08.802.11 Stitch Scissors Spencer, 11cm 08-802-11 Niizky chirurgické na stehy, 11cm-CELIMED* 50189084
03185 08.901.20 LISTER SCISSORS 21CM 08-901-20 NiZky na obvazy,21cm-Lister-CELIMED* 50189084
03186 08.911.23 LISTER SCISSORS 23CM 08-911-23 Nitzky na obvazy,23cm-Lister-CELIMED* 90189084
03175 08-120-11 SCISSORS STRAIGHT NIB 11.5CM 08-120-11 Chirurgické ndZky rovné hrotnaté 11,5¢cm-CELIMED* 50189084
03164 ?nLcili;:‘EEDLE STAINLESS STEEL HANDLE thesameas 1, 117 preparatnf jehla 12,5cm-CELIMED* 90189084
03193 10.102.09 FORCEPS POINTED 8.5CM WITH TEETH 10-102-09 Pinzeta 3pi¢ata s vroubky 8,5¢cm-CELIMED* 90189084
03192 10.102.098 FORCEPS POINTED 8.5CM SMOOTH 10-102-098 Pinzeta $picatd hladka 8,5cm-CELIMED* 90189084
03195 10.102.14 FORCEPS POINTED 14CM WITH TEETH 10-102-14 Pinzeta anatom.3pitata na tfisky, 14cm-CELIMED* 90189084
03189 10.102.15 ANATOMICAL FORCEPS 15CM 10-102-15 Pinzeta anatomicka jemna 15¢cm-CELIMED* 90189084
03190 10.102.18 ANATOMICAL FCRCEPS 18CM 10-102-18 Pinzeta anatomickd jemnd 18cm-CELIMED* 90189084
03132 10.102.30 Thumb and tissue forceps 30 cm 10-102/30 Pinzeta anat.rov.30em-CELIMED* 90189084
03099 10.802.09 Splinter forceps 9 cm 10-802-09 Pinzeta anatom.3pitatd na tfisky, 9cm-CELIMED** 90189084
03194 10-102-145 FORCEPS POINTED 14CM SMOOTH 10-102-145 Pinzeta 3picatd hladka 14cm-CELIMED* 90189084
03196 10-102-205 FORCEPS POINTED 21CM SMOQTH 10-102-205 Pinzeta 3pitatd, hladkd 21cm-CELIMED* 90189084
03187 10-102-40 THUMB & TISSUE FORCEPS 40CM 10-102-40 Pinzeta anatomicka 40cm-CELIMED* 90189084
03127 10-802-09 Splinter forceps 9 cm 10-802-09/M Pinzeta anatom.3pi¢atd na tfisky, 8cm-CELIMED** 90189084
03197 12.222,12 ARTERY FORCEPS STRAIGHT VERY FINE 13CM  |12-222-12 Pedn rovny, velmi jemny, 13cm-CELIMED* 50189084
03098 12.310.20 Rochester pean forceps 20cm straight 12-310/20 Pean ROCHESTER rovny, 20 cm-CELIMED * 50189084
03131 12.310.24 Rochester pean forceps 24cm straight 12-310/24 Pedn ROCHESTER rovny, 24 cm-CELIMED* 90189084
03266 12.310.24 Rochester pean forceps 24cm straight M-12-310/24 Pedn ROCHESTER rovny, 24 cm-CELIMED* 901859084
03138 12.310.26 Rochester pean forceps 26cm straight 12-310/26 Pedn ROCHESTER rovny, 26 cm-CELIMED* 90189084
03092 12-0168 Artery forceps curved, 14cm 12-0168Z Pedn zahnuty, 14cm-CELIMED* 90189084
03095 12-0168 Artery forceps straight 14cm 12-0168 Pean rovny, 14cm-CELIMED * 50185084
03145 12-0168/M Artery forceps straight 13cm 12-0168/M Pedn rovny, 13cm-CELIMED * 90185084
03144 12-0170 Artery forceps straight 15cm 12-0170 Peén rovny, 15cm-CELIMED * 90189084
03093 12-0172 Artery forceps curved, 16cm 12-0172Z Pedn zahnuty, 16cm-CELIMED* 90189084
03097 12-0172 ARTERY FORCEPS STRAIGHT 16CM 12-0172 Pedn rovny, 16 cm -CELIMED* i 50189084
03096 12-0173 Artery Fcps STRAIGHT 18cm 12-0173 Pedn rovny, 18 cm-CELIMED * 90185084
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|500 03094 12-0173 ARTERY FORCEPS CURVED 18CM 12-0173Z Pedn zahnuty, 18cm-CELIMED* 50189084
500 03198 12-220-12 ARTERY FORCEPS STRAIGHT FINE 13CM 12-220-12 Peén rovny jemny, 13cm-CELIMED* 50189084
500 03200 12-230-12 KOCHER 13CM 12-230-12 Kocher 13cm-svorka na cévy-CELIMED* 90189084
500 03201 12-230-24 KOCHER 24CM 12-230-24 Kocher 24cm-svorka na cévy-CELIMED* 90189084
500 03202 12-231-12 KOCHER CURVED 13CM 12-231-12 Kocher zahn. 13cm-svorka na cévy,jemna-CELIMED* 50189084
500 03199 12-250-14 ARTERY FORCEPS FINE 14CM 12-250-14 Pedn rovny jemny, 14cm-CELIMED* 50189084
500 03244 12-457-20 Johns -Hopkins 20cm 12-497-20 Johns-Hopkins svorka preparaéni zahnutd, 20cm -CELIMED | 50189084
500 |03245 12-457-28 Lawrence 28cm 12-457-28 Lawrence svorka prepara¢ni zahnutd, 28cm -CELIMED 90189084
s00 03170 13-931/A Scissors 15cm long blunt angular 13-931/A NGZky do autolékarnicky rov.se sklonem zalomené, tupé, 15 00189084
cm-CELIMED
500 |03172 13-938 Wire Scissors 15¢cm long blunt curved 13-938 Nlzky do autolékdrniéky rov.se sklonem, 15 cm-CELIMED 50189084
500 |03169 13-939 Scissors 16cm long blunt curved 13-939 NiZky do autolékdrnitky rov.se sklonem, 16 cm-CELIMED 90189084
500 |03158 15-961 - Mosquito, 10,5cm 15-961 Mosquito-svorka na cévy,rovna 10.5cm-CELIMED* 90189084
500 |03030 15-962 - Mosquito 15-962 Mosquito rovny 12,5cm-svorka na cévy -CELIMED* 50189084
500 |03159 15-963 - Mosquito 10,5¢cm 15-963 Mosquito-svorka na cévy,zahnutd 10.5cm-CELIMED* 90189084
500 |03031 15-964 - Mosquito 15-964 Mosquito zahnuty 12,5cm-svorka na cévy-CELIMED* 90189084
500 03204 16.111.25 DRESSING FORCEPS CURVED 26CM WITH LOCK [16-111-25 Kle§té tampdnové zahn.,se zamkem 26 cm-CELIMED* 90189084
500 03137  [16-110-20 Gross Maier 25cm éi&:ﬂi;? R (tohauc Kle ) pialty ez 2amky 25 e~ 90189084
16-110-25 DRESSING FORCEPS STRAIGHT 26CM WITH
500 |03203 LOCK 16-110-25 Kle3té tampénové rov.,se zdmkem 26 cm-CELIMED* 50189084
17-0240 MAYO HEGAR NEEDLE HOLDER, box joint, 6"
500 fosoa2 | o I 17-0240 Jehelec Mayo-Hegar s dré%., 15¢m-CELIMED* 90189084
500 |03033 17-1005 - Kocher 17-1005 Kocher 14cm-svorka na cévy-CELIMED* 90189084
500 |03038 17-1007 - Kocher 17-1007 Kocher 18cm-svorka na cévy-CELIMED* 90189084
- ATHIEU NEEDLE HOLDER, JAWS W.
500 03161 pilead M ¢ 0 E ,'J S" 18-0251 Jehelec Mathieu autof., 14cm-CELIMED* 90189084
GROOVE/W.OUT GROOVE,screw joint 5,5"(14 cm)
18-0252 MATHIEU NEEDLE HOLDER, JAWS W,
500 03043 ! 18-0252 Jehelec Mathi tof.,17cm-CELIMED* 50185084
GROOVE/W.OUT GROOVE,screw joint 6,75 "(17 cm) 0L ehelee ot A
18-0252 MATHIEU NEEDLE HOLDER, JAWS W.
500 03267 ¢ M-18-0252 Jeh i .,17cm, matné-CELIMED* 950189084
0 GROOVE/W.OUT GROOVE, screw joint 6,75 “(17 cm) - FINE Srec A atiE i g et
18-0254 MATHIEU NEEDLE HOLDER, JAWS W
03036 f i 18- i f.,2 -C| * 90189084
500 GROOVE/W.OUT GROOVE,screw joint 8"(20 cm) 8-0254 Jehelec Mathieu autof.,20cm-CELIMED
500 |03007 19-0234 Anatomical forceps 10cm 19-0234 Pinzeta anat.rov.10 cm-CELIMED* 90189084
500 |03006 19-0274 Anatomical forceps 12cm 19-0274 Pinzeta anat.rov.12 cm-CELIMED* 90189084
500 (03001 19-0275 Anatomical forceps 13cm 19-0275 Pinzeta anat.rov.13 em-CELIMED* 90189084
500 |[03002 19-0276 Anatomical forceps 14 cm 19-0276 Pinzeta anat.rov.14 cm-CELIMED* 90189084
500 |03003 19-0277 Anatomical forceps 15 cm 19-0277 Pinzeta anat.rov.15 cm-CELIMED* 90189084
500 |03004 19-0278 Anatomical forceps 18 cm 19-0278 Pinzeta anat.rov.18 cm-CELIMED* 90189084
500 |03005 19-0279 Anatomical forceps 20 cm 19-0279 Pinzeta anat.rov.20 cm-CELIMED* 90189084
500 |[03011 19-0280 Anatomical forceps 25 cm 19-0280 Pinzeta anat.rov.25cm-CELIMED* 90189084
500 |03010 19-0313 Tissue forceps, 1x2 teeth, fluted handle, 5" 19-0313 Pinzeta jemnd chirurg.,1x2zoubky,13cm-CELIMED* 90185084
500 |03014 19-0314 Tissue forceps, 1x2 teeth, fluted handle, 5 1/2" |19-0314 Pinzeta jemna chirug.,1x2 zoubky, 14cm-CELIMED* 90189084
500 |03008 19-0317 Treves tissue forceps, 1x2 teeth, delicate/heavy |19-0317 Pinzeta chir.,1x2 zoubky,14cm -CELIMED* 90189084
500 [03012 19-0318 Treves tissue forceps, 1x2 teeth, delicate/heavy |19-0318 Pinzeta chirug.,1x2 zoubky,15cm-CELIMED* 90185084
500 |03013 19-0319 Treves tissue forceps, 1x2 teeth, delicate/heavy [19-0319 Pinzeta chirug.,1x2 zoubky,18cm-CELIMED* 90189084
500 {03039 15-1050 - Backhaus 19-1050 Backhaus 9cm-svorka na roudky-CELIMED* 90185084
500 |03032 19-1052 - Backhaus 19-1052 Backhaus 13cm-svorka na roudky-CELIMED* 90189084
500 |03209 24.180.18 MAYO HEGAR NEEDLE HOLDER BOX JOINT 18cm|24-180-18 Jehelec Mayo-Hegar s draZ.,18cm-CELIMED* 50185084
500 |03205 24.180.26 MAYQO HEGAR NEEDLE HOLDER BOX JOINT 26cm|24-180-26 Jehelec Mayo-Hegar s draZ.,26cm-CELIMED* 90189084
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03015 28.0449.01 EYE SCALPEL 15MM 28-0449-1 O¢ni skalpel,bfikaty 15mm-CELIMED* 90185084
03016 28.0449.05 Eye scalpels, 30 mm 28-0449-5 O¢ni skalpel,biiSkaty 30mm-CELIMED* 90189084
03017 28.0449.07 Eye scalpels, NIB 15mm 28-0449-7 O¢ni skalpel hrot.15mm-CELIMED* 90189084
03019 3.0018.10 SCALPELS NIB 20MM 3-0018-10 Skalpel hrotnat.20mm-CELIMED* 90189084
03021 3-0018 Scalpels 35mm 3-0018-5 Skalpel bfiskaty 35mm-CELIMED* 90189084
03163 3-0018 SCALPELS 25MM 3-0018-3 Skalpel bfiskaty 25mm-CELIMED* 90189084
03020 3-0018 SCALPELS 30MM 3-0018-4 Skalpel bfiskaty 30mm-CELIMED* 90189084
03022 3-0018 Scalpels 40 mm 3-0018-6 Skalpel bfiskaty 40mm-CELIMED* 90189084
03023 3-0018 SCALPELS 45MM 3-0018-7 Skalpel bfikaty 4A5mm-CELIMED* 50189084
03024 3-0018 SCALPELS 50MM 3-0018-9 Skalpel bfitkaty 50mm-CELIMED* 50185084
03025 3-0018 Scalpels NIB 30mm 3-0018-13 Skalpel hrotnat.30mm-CELIMED* 90189084
03026 3-0018 Scalpels NIB 35mm 3-0018-14 Skalpel hrotnat.35mm-CELIMED* 90189084
03027 3-0018 Scalpels NIB 40mm 3-0018-15 Skalpel hrotnat.40mm-CELIMED* 90189084
03028 3-0018 Scalpels NIB 45 mm 3-0018-17 Skalpel hrotnat.45mm-CELIMED* 90189084
03029 3-0018 SCALPELS NIB SO0MM 3-0018-18 Skalpel hrotnat.50mm-CELIMED* 90189084
03018 3-0018.01 SCALPELS 20MM 3-0018-1 Skalpel bFitkaty 20mm-CELIMED* 90189084
03088 31-0484 Graefe’s Iris forceps, serrated, straight 31-0484 Pinzeta oéni,rovnd 10cm-CELIMED* 90189084
02109 31-0484 Graefe’s Iris forceps, serrated, straight 31-0484/M Pinzeta oéni,rovnd 11,5¢cm-CELIMED* 90189084
03242 32-496-00 Bone Currets -Williger Fig-00/0 32-496-00 Kyreta oboustranna 00/0 Wiliger 90189084
03243 32-496-01 Kyreta oboustrannd 0/1 Wiliger 32-496-01 Kyreta oboustrannd 0/1 Wiliger 90189084
03124 34-0514 Eye scissors straight, pointed, 12cm 34-0514 O&ni nliZzky, rovné 12cm-CELIMED* 90189084
03078 34-0515 Eye scissors curved, pointed, 12cm 34-0515 Oéni ndizky,zahnute-hrotnate 12cm-CELIMED* 90189084
03079 34-0515/M Eye scissors curved, pointed, 11cm 34-0515/M O&ni nGZky,zahnute-hrotnate 11cm* 90189084
03040 4-0024 Handel no. 4 4-024 Dridtko skal.Cepelek &.4 (pro Eepelky £.18-24)-CELIMED* 90189084
03041 4-0025 Handel No.3 4-025 Dridtko skal.€epelek &.3 (pro éepelky £.10-15)-CELIMED* 90189084
03035 42-1279 - Weitlaner-Wullstein, sharp, 14cm 42-1279 Weitlaner-Wullstein 14cm-ostry-CELIMED* 90189084
03162 42-1280 - Weitlaner-Wullstein, blunt, 14cm 42-1280 Weitlaner-Wullstein 14cm-tupy-CELIMED* 90189084
03034 42-1281 - Mollison 42-1281 Mollison 16cm-Eelistovy rozvérdk-CELIMED* 90189084
03191 42-820-10 SURGICAL FORCEPS 1X2 TEETH 10CM 42-820-10 Pinzeta chir. jemnd 1x2zoubky,10cm-CELIMED* 90189084
03235 44-010-00 Ear Speecula Hartmann MIRROR - SET OF 4 44-010-00 U3ni zrcdtko Hartmann set 4 kusy (3,4,5,6mm) 90189084
03234 44-012-00 Ear Specula Toynbee MIRROR- SET OF 3 44-012-00 U3ni zrcdtko Toynbee set 3 kusy (4,5,6mm) 90189084
03251 44-060-01 Tuning Forks 128Hz 22cm 44.060.01Terapeautickd ladicka (vidlitka) 128Hz,22cm-CELIMED 90189084
03239 46-112-01 Nasal Mirror Vienna 30mm 46-112-01 Nosni zrcatko Vienna 30mm 90189084
03240 46-112-02 Nosni zrcatko Vienna 56mm 46-112-02 Nosni zrcatko Vienna 56mm 90189084
03241 46-112-03 Nosni zrcatko Vienna 76mm 46-112-03 Nosni zrcatko Vienna 76mm 90189084
03236 46-151-15 Nasal forceps Troeltsch 15cm 46-151-15 ORL pinzeta Troeltsch 15¢cm 90189084
03238 46-151-18 Nasal forceps Troeltsch 18cm 46-151-18 ORL pinzeta Troeltsch 18cm 90189084
03113 6-0045/B Scissors straight nib 13 cm 6-0045-B Nuzky rov.hrotn.13cm-CELIMED* 90189084
03110 6-0045-A SCISSORS STR SH/BL 13CM 6-0045-A NUZky rov.hr.tup.13cm-CELIMED* 90189084
03111 6-0046/A SCISSORS STR SH/BL 14CM 6-0046-A NOZky rov.hr.tup.14cm-CELIMED* 90185084
03114 6-0046/B SCISSORS STRAIGHT NIB 14CM 6-0046-B NOZky rov.hrotn.14cm-CELIMED* 90189084
03112 6-0047-A Scissors straight sharp/blunt 15 cm 6-0047-A NuZky rov.hr.tup.15cm-CELIMED* 90189084
03115 6-0047-B Scissors straight nib 15 cm 6-0047-B Nuiky rov.hrotn.15cm-CELIMED* 90189084
03134 6-0047-C Scissors straight /blunt 15 cm 6-0047-C NGZky rov.tup.15cm -CELIMED* 90185084
03104 6-0048-A Scissors straight sharp/blunt 18 cm 6-0048-A Nizky rovn.hrotn.-tupé 18cm-CELIMED* 90185084
03106 6-0048-B Scissors straight nib 18 cm 6-0048-8 NiZky rov.hrot.18cm-CELIMED* 90185084
03102 6-0048-C Scissors curved nib 18 cm 6-0048-C NGZky zahnuté, hrotnaté,18cm* 90185084
03105 6-0049-A SCISSORS STRAIGHT SHARP/BLUNT 20CM 6-0049-A NiZky rov.hrotn.-tupé, 20cm -CELIMED* 90189084
03107 6-0049-B Scissors straight nib 20 cm 6-0049-B Nizky rov.hrot.20cm -CELIMED* 90189084
03116 6-0051-B Scissors curved nib 13 cm 6-0051-B NitZky zah.hrotn.13cm -CELIMED* 90189084
03117 6-0052-B Scissors curved nib 14 cm 6-0052-B NilZky zah.hrotn.14cm -CELIMED* 90189084
03109 6-0053-A Scissors curved sharp/blunt 15 cm 6-0053-A NOZky hrotnato-tupé,zahnuté 15cm -CELIMED* 90189084
03118 6-0053-B Scissors curved nib 15 cm 6-0053-B NUZky zah.hrotn.15¢cm -CELIMED* 90189084
03108 6-0054-B Scissors curved nib 18 cm 6-0054-B Nuzky zahn.hrotn.,18cm -CELIMED* 90189084
03103 6-0055-B Scissors curved nib 20 cm 6-0055-B Nizky zahn.hrot.,20cm -CELIMED* 90189084
03100 6-0065 Scissors Lister 14 cm 6-0065 NiZky na obvazy,14cm-Lister -CELIMED* 90189084
03101 6-0066 Scissors Lister 19 cm 6-0066 NiZky na obvazy,19cm-Lister -CELIMED* 50189084
03125 7-0099 MAYO-LEXER Operating Scissors, 16 cm straight  |7-0099 Chir.nGZky MAYO-LEXER rovné,tupé 16cm -CELIMED* 50185084
03122 7-0100 MAYO-LEXER Operating Scissors, 16 cm curved 7-0100 Chir.nlzky MAYO-LEXER zahn.tupé 16 c¢cm -CELIMED* 50189084
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ISDCI 03253 786-112 IRIS SCISSOR STRAIGHT 11CM 786-112 Nizky IRIS, rovné 11cm-CELIMED* 50189084
[soo  [o31es 786-624 Mouth mirror plane Nr.4 (22mm) 786-624 Dentdlni zrcatko €.4 (22mm)-CELIMED 90189084
500 |03166 786-625 Mouth mirror magnifying Nr.4 (22mm) 786-625 Dentdlni zrcdtko zvétiovaci €.4 (22mm)-CELIMED 90189084
500 [03207 786-626 MOUTH MIRROR MAGNIFYING 24MM 786-626 Dentdlni zrcdtko zvE&tiovaci &5 (24mm)-CELIMED 90185084
500 |03167 786-628 Handle for mouth mirror 786-624 786-628 Dridtko k dentél.zrcdtku 786-625 a k 80-210-24-CELIMED 90189084
500 |03168 786-629 Handle for mouth mirror 786-625 786-629 Driatko k dental.zrcatku 786-624 a k 786-626-CELIMED 90189084
500 03130 786-683 Explorer, 17cm 786-683 Patradlo dentélni, 17cm -CELIMED* 90189084
500 |03129 786-694 W Explorer Williams,16cm 786-694W Patradio dentdl.- Williams, 16cm-CELIMED* 90189084
500 |03133 786-811 Dental excavator (Oval spocn),17cm 786-811 Zubni exkavétor, 17 cm -CELIMED* 50189084
500 [03250 786-812 DENTAL EXCAVATOR 15¢cm 786-812 Exkavétor oboustranny hokejka se IZi¢kou, 15cm-CELIMED 90189084
500 03206 80.210.24 MOUTH MIRROR PLANE 24MM 80-210-24 Dentalni zrcatko &.5 (24mm)-CELIMED 90185084
500 03233 88-142-03 Container 50x130mm 88-142-03 Toulec na pinzety, prim.50 / vy3ka 130 mm-CELIMED* 90185084
500 |03232 88-142-04 Container 50x175mm 88-142-04 Toulec na pinzety, prim.50 / vy$ka 175 mm-CELIMED* 90189084
500 |03009 99-1026 College Tweezers 16cm 99-1026 Pinzeta zubni, lomena 16cm -CELIMED* 90189084
500 03264 CR-1002 Aneroid Sphygmomanometer (Certeza) Certeza CR-1002 Aneroidni tcnometr 90189084
500 03212 JU-0517 DENTAL EXCAVATOR (hockey stick and gouge) JU-0517 Exkavétor hokejka s dldtkem, 15¢cm-CELIMED 90189084
500 03213 JU-518 DENTAL EXCAVATOR JU-0518 Exkavator hokejka se zahrnovaem, 15cm-CELIMED 90189084
500 03265 M-12-222-12 ARTERY FORCEPS STRAIGHT VERY FINE 13CM|M-12-222-12 Pedn rovny, velmi jemny, 13cm, matny-CELIMED* 90189084
500 |03260 M-12-230-24 KOCHER 24CM FINE M-12-230-24 Kocher 24cm-svorka na cévy, matna -CELIMED* 90189084
500 |03252 M-17-1005 - Kocher FINE M-17-1005 Kocher 14cm-svorka na cévy, matnd-CELIMED* 90185084
M-18-0251 MATHIEU NEEDLE HOLDER, JAWS W.
500 325 M-18-0251 Jehelec Mathi f. < % 90189084
03259 | S ROOVE/W.OUT GROOVE, screw joint 5,5"(14 cm) - FINE ehglealathleuitor gRicm, matng -CELIMED B
500 (03188 M-19-0297 ANATOMICAL FORCEPS FINE 13CM M-19-0297 Pinzeta anatomicka jemna 13cm,matnd-CELIMED* 90189084
M-24-180-18 MAYO HEGAR NEEDL X JOINT
500 |[03210 18cm FINE G FHCLEER BO M-24-180-18 Jehelec Mayo-Hegar s draZ.,18cm, matné -CELIMED* 90189084
M-24-180-26 MAYO HEGAR NEEDLE HOLDER BOX JOINT
500 [03229 G EINE 0 M-24-180-26 Jehelec Mayo-Hegar s draZ.,26cm, matné-CELIMED* 90189084
500 03254 M-31-0484 Graefe’s Iris forceps, serrated, straight FINE M-31-0484/M Pinzeta oéni,rovné 11,5cm, matné -CELIMED* 90189084
500 * |03262 M-32-496-00 Bone Currets -Williger Fig-00/0 FINE M-32-496-00 Kyreta oboustrannd, matnd 00/0 Wiliger 90185084
500 03261 M-32-496-01 Kyreta oboustrannd 0/1 Wiliger FINE M-32-496-01 Kyreta oboustrannd, matna 0/1 Wiliger 90189084
500 [03263 M-46-112-01 Nasal Mirror Vienna 30mm FINE M-46-112-01 Nosni zrcdtko, matné Vienna 30mm 90189084
500 |03037 TC.786.142 - TC - Mathieu TC-786-142 Jehelec Mathieu TC 20cm-CELIMED* 90189084
500 |03044 TC.786.143 - TC - Mathieu 17cm TC-786-143 Jehelec Mathieu,17c¢m-CELIMED* 90189084
500 |[03091 SG 207 Splinter Tweezer Fine Point, size 14cm 5,5" 5G-207 Pinzeta anatom.3pi¢atd na t¥isky, 14cm-CELIMED* 90189084
500 |[03126 SG 208 Thumb Tweezer with 1x2 teeth, size 4,5" 5G-208 pinzeta jemnd chirug.,1x2 zoubky, 12cm -CELIMED* 90189084
500 |03268 SG 208/M Thumb Tweezer with 1x2 teeth, size 4" 5G-208/M pinzeta jemnd chirug.,1x2 zoubky, 11,5cm -CELIMED* 90189084
500 03224 JU-520 ANGULAR SCISSORS {ONE FINGER) 12¢m JU-520 Nizky lomené 12cm -CELIMED* 90189084
500 |03211 Pouches (as per picture) 5G-1800 Pouzdro pro mediky 15x20,5¢m CELIMED* 90189084
500 03160 PERRY's Annealing Tweezers 13cm 99-1022 Pinzeta zubni,lomend 13c¢m -CELIMED* 90189084
5G-501 Medici t (1x needle stainl P b
500 |03128 edleine set{Zxnsedle stalnless sigglandle; 1x |oc cnr seT e MRl CELIMED® 90189084
B.P. handle)
PPP |03123 SI-021 Scissors 4,5", 11cm S1-021 NGzky do Iékdrnigky rov.tupé 11 cm-CELIMED 82130000
500 |03171 S1-022 Angular scissors S1-022 NUZky lomené hrotnaté, 12cm-CELIMED 50189084
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We hereby declare that Re-usable medical devices, Manicure mentioned above cimplies above with the
regulatory requirements for medical devices in CZECH REPUBLIC has been classified appropriately and
confirms to the Essentiales of Safety and performance.

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

document(s)

1SO 9001:2008 Quality Management System

1SO 13485:2012 Medical Devices-Quality Management Systems-Requirements for
Regulatory Purpose.

150 14971:2007 Medical Devices-Application for Risk Management to Medical Devices

1SO 17665:2006 Sterilization of Medical Devices-Information to be provided by the Manufacturer
for the processing of re-sterilizable Medical devices.

EN ISO 15223-1:2012 Graphical Symbols for use in the Labeling of Medical Devices

cGMP Medical Devices:Current Good Manufacturing Practice

93/42/EEX+ Council Directive for Medical Devices including Annex-1

2007/47/€C

ASTM-F899-12 Standard Specification of Stainless Steel for Surgical Instruments

1ISO 7153-1 Surgical Instruments - Metallic Materials - Part 1:Stainless Steel
Surgical and Dental Hand Instruments Determination of Resistance

1SO 13402 against autoclaving, Corrosion and thermal Exposure Clinical Investigation
of Medical Devices.

1SO 14155
Biological Evaluatiopn of Medical Devices

1SO 10993

Following all the provisions of Council Directive 93/42/EEC updated directive 2007/47/EEC.
Conformity Route Adopted according to Annexure V (Production Quality Assurance)and as per
Annexure 1X, Rule 6 the classification of the devices is Class-1

Notified body (1639) European Representative
SGS Belgium NV, Mr. Manuel Mateos
SGS House Noorderlaan 87 2030 Antwerp CMC Medical Devices & Drugs S.L
Belgium C/ Horacio Lengo n18 . C.P 29006
Malaga - Spain
Phone: +34 951 214 054
Sher Zaman (Manager Q.A) Email: info@cmcmedicaldevices.com

Place: Sialkot - Pakistan
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DECLARATION

WE HEREBY AUTHORISE TO CELIMED SRO., CZECH REPUBLIC TO MARK ON THE INSTRUMENTS

PUTTING LABELS ON INSTRUMENTS PACKAGES AND INSERT THEM INTO THE GREY PACKAGES

For SURGICRAFTS

Aoz~

Q (+92-52) 4587280, 4591901 | 1@ (+92-52) 4591903
& info@surgicrafts.com | & info@surgicrafts.com.pk
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