JAEKJIAPAIIUSA O COOTBETCTBUHA
ObmecTBO ¢ OTpaHAYEHHOH oTBeTcTBeHHOCTHIO "' @apMmeranaapT-Mearexaunka' (000
"Mapmcranaapr-Mearexnuka'')

(HE]HMCHOBEHHC OpraHu3anuHl Hiin (I]EMPLE]H}[, HMA, OTYECTBO WHIHMBHAYAIBHOTO NPEANPUHUMATEN, TIPHHABIIHX AEKNApAlHI0 O COOTBETCTBHH)
Mexpationnas uncnekius OenepanbHoi Hanoropoi ciyx0s1 Ne 13 mo MockoBckoii o6nacTe
(Teppuropransaslii yuactok 5008 no r. JHonronpyausiit Mexpaitonnoi uncnexkuun OejiepanbHoii
HasoroBo# ciayx0sl No 13 o Mockosckoit obsactu), 28.06.2011

CBEEHUA O PErHCTPALIMH OPraHH3aLIMH WIH HHANBHAYANLHOTO NPEANPHHAMATENS

OI'PH 1115047010055

(HAMMEHOBAHNE PETHCTPHPYIOMICTO OPTAHA, JATA PErHCTPALMK, PETHCTPALMOHHBIA HOMED)
Anpec: Poccuiickas @enepaums, 141700, MockoBckas obiacts, r. Jonronpynueiii, Jluxadesckuii npoesn, .
5 "B", renedon:; +7 (495) 739-39-49, daxc +7 (495) 739-39-50

(anpec, Tenedo, pakc)
B muame reHepaﬂBHOFO JHPEKTOpa 3GBYIIH Anekces CDpaHueBan

(J].OJDKHOCTI:, anMHﬂPIR, UM, OTHECTBO PYKOBOAHTEIIN OpraHl3aliy, OT HMCHH KO‘I‘O[JOIFI NpHHAMAETCA ,ueknapal.um)
3asBIsAET, YTO Mamuns! nesuHpeknnonno-Moeqdnbie Mapkn ""DGM" ¢ npuHaLIKHOCTAMM

(HanMeHOoBaHKE, THIL, MapKa NPOAYKLHM (YCYTH), HA KOTOPYIO pacrpoCTPaHAETCA AEKIapaLus)

Kox OKII/I2 32.50.50.000 Kon TH BO/JT 8422 20 000 9

ko OK 005-93 1 (uau) TH BB CHI wim OK 002-93 (OKYH), cBeieHmns 0 cepuiHOM BBITYCKE MM NApTHH
CepHHHBII BBITYCK

(HOMED NAPTHH, HOMEPA H3ACIHI, PEKBU3UTH JOTOBOPA (KOHTPAKTA), HAKIIALHAST)
"II'M ®apma-Annapat Xangeas A", IliBeiinapusi,
DGM Pharma-Apparate Handel AG, Baarerstrasse 8, 6301, Zug, Switzerland
MecTo POH3BOACTRA:
STEELCO. S.P.A., Via Balegante 27, 31039 Riese Pio X (TV), Italy

HAHMEHOBAHUE M3TOTOBHUTEIS, CTPAHLI H T.IT.

cootBercTByeT TpeboBanmsam: ['OCT P 50444-92 (Pazg. 3, 4), 'OCT 12.2.091-2002 (M2K 61010-
1:1990), I'OCT ISO 15883-1-2011, I'OCT ISO 15883-2-2011

(0Bo3HAuCHHE HOPMATHBHLIX T0KYMEHTOB, COOTBETCTRHES KOTOPIM NOATBEPIIEHO AAHHOM ACKIapalnel, ¢ yika3aHHeM NYHKTOB STHX HOPMATHBHBIX JOKYMEHTOB,
! conepKarmx TpeGOBAHNS [ NaHHOM NPOAYKUKH (YCITyTH))

Jlexnapaiusi NpUHATA HA OCHOBAHHWM: TIPOTOKOJA TexHHYeckux ucmbitTaHud Ne 2019.TD-33.02CD or
15.02.2019 OO0 WIIILI "MenTectlIpubop", arr. akk. Ne POCC RU.0001.21MI126 ot 22.07.2015
Perucrpanmonsoe ynocrosepenne @epepansHoii cimyxO0sl 1m0 Hajgzopy B cdepe 3/1paBOOXpaHEHHSA
(POC3IPABHAJI30P) Ne ©C3 2009/04624 ot 11.01.2016

(uHopMaLig 0 AOKYMEHTAX, ABAAIOMAXCA OCHOBAHNEM IU1s PHHATHS JCKIIAPALLH)

Jara npunstus nexnapamuu - 15.02.2019

Jlexnapaiys 0 COOTBETCTBHH JEHCTBHTENBHA 110 15.02.2022

— 3esyan Anexceii @Ppannesnu
(MHHAIAATBL, (haMHITAs)

CBCJ],CH[/IH O pEerucTpaiun AeKiaapainii O COOTBETCTBHH

000 "IHEHTP CEPTUOUKAIIUHY U NIEKJIAPUPOBAHM A", Ne RA.RU.11MIT18

(Haumcuona}mc H azpec oprana no GCpT[i(l]HKaLIMH,

123308, Mocksa, yi1. Muésuuku, gom Ne 3, kopryce 1 tenedon: +7 (495) 783-42-17

3aperucTpuposasiero ﬂel(ﬂapﬂlllﬂ())

POCC RU [1-CH.MI118.B.00544/19 ot 15.02.2019 nencrByet Ao 15.02.2022

(maTa perucTpalnm W PErHCTPALMOHHBI HOMED JIeKnapaLim)

M.IL p A AJI. oo

(moANKCE, HHULMABL, (JAMUIIHS PYKOBOIHTENA OpraHa no cepruHKanin)



Manmus! nesundexnnonno-mMoeunsie Mapku "DGM" B enenyromux ucnonnenuax: DGM ES 10, DGM ES
50, DGM ES 250, DGM ES 250P, DGM ES 350, DGM ES 350P.
1. ABTOMAT IYCKOBOM.

2. be3Bo3BparHbI KIanaH.

3. brok nuTanus.

4. bnok ynpasieHus.

5. biok npenoxpasuTenei.

6. boiinep s jeMUHEpaIM30BaHHON BOJIBL.

7. BeHTHIIb 3aOPHBIH.

8. BeHTUNSATOp CYLIKH.

9. BonsHoii BEITYCKHOM KpaH.

10. Brikmouarens KOHIEBOH.

11. BeixrouaTtens MarHUTHBIH.

12. Beixmouatens OUTaHHS.

13. Brikmoyarens TepMOMArHHATHBIM.

14. Jlarunk Oaka.

15. laTunk naporeHeparopa.

16. JlaTumK JIaBIIEHHS BOJIBI.

17. JlaTuMK IMOTOKA BOJIBI.

18. Jlaruyuk mpoBOJUMOCTH BOJIBL.

19. JlaTuuk TemmnepaTypsl BOIBI.

20. JlaT9uK ypOoBHS BOJIBL

21. JlaTuux JaBJieHHs] MOIOIIETO CPeACTBa.

22. JIaTYHK IOTOKA MOIOIIETO CPeJICTRA.

23. JlaTynk TeMnepaTryphl MOIOIIET0 CPEJICTBA.

24. JlaTuuk ypOBHS MOIOIIErO CPEJCTBRA.

25. JlsepHag 3amiesnka.

26. JlBeph 3arpy3KH.

27. JiBepk BEITPY3KH.

28. Jlsurarens NpUBOAA ABEPH.

29. Ilsurarens GJOKHUPOBKH JIBEPH.

30. lozarop /st MOIOIIIETO CPEICTBA.

31. lozaTop Ansi IPOMBIBOYHOTO CPEICTBA.

32. 3aMOK OTKPBITHS-3aKPHITHS JIBEPH.

33. 3axuM CTOMKH KOpOMBICHIA.

34. MzmepuTeb JaBICHHU.

35. Kabens nanenu ynpaB/iIeHHUS.

36. Kabens monayn mATAHHS.

37. Karymika KinaraHa.

38. KnaBumnas naHenb yIpaBicHUs.

39. Knanan I[peHa)KHB]II

40.
41.
42.

3esyasn Anexceii @paHmeBHa
(MHUAIHAATBL, (haMHITHA)

CBeJIeHHs O PETACTPAINH TeKTaPAIHH O COOTBETCTBAM

OO0 "HEHTP CEPTUOUKALIUU U NEKJIAPUPOBAHMA", Ne RA.RU.11MII18

(HaUMeHOBAHHE U AJIPeC OPTaHa Mo cepTUdUKALIH,

123308, Mocm;a yu1. Muépauks, oM Ne 3, kopmyc 1 tenedon: +7 (495) 783-42-17

3aPErHCTPHPOBABIIETO JIEK/TAPALIHMIO)

OCQ RU [1-CH.MIM18.B.00544/19 ot 15.02.2019 neicrtByeT Ao 15.02.2022

(mara perucTpaliy W PETHCTPALMOHHEIH HOMEp JAeKIaparin)

M.ITL 597 : - AJL Jloxo

(MOANHCH, MHALMAE, (PaAMIIINA PYKOBOIHTENS Opraia no cepTH(HKaHm)



43. Kiranas coJIeHOUIHBIHA.

44. Knamnag coJleHOWIHBIA CABOEHHBIN,
45. Kitanan oOpaTHBIH.

46. Kamepa jurs ge3uHpEKIHN.

47. KHomnka BKIIFOYESHUS.

48. KHomKa BBIKITIOYECHHUS.

49. KHonka aBapuiiHOTO OTKJIIOUCHHSI.
50. Konpmo 3axmMHOe HHKHEE,

51. Konpno 3axxumMHoOe cpennee.

52. Konb1o 3aUMHOE BEPXHEE.

53. KoJblo YIUIOTHUTEIIBHOE.

54. Konaencarop mycKoBOIA.

55. Konnencarop s mapa.

56. Konnencarop st BOJBL.

57. Konrakrop.

58. Konrpomiep.

59. KonTtposnep JaBieHus.

60. KonTpoiep asepu.

61. KpeuisuaTka Hacoca.

62. Jlamna uHAMKATOPHAS.

63. Manocrar.

64. ManocTaT MakCHMaJIbHBIH.

65. ManocTat Hacoca.

66. Mukporepek/todaTenb Ha JBEPb.
67. Muxpomnpomeccop OCHOBHOH.

68. MuxponponeccopHas 1miara.

69. Mydra kopombicia.

70. Hacoc mo3upyIOLIHii.

71. Hacoc apesaxHbIi.

72. Hacoc nojaus BOJBL

73. Hacoc npOMBIBOYHBIH.

74. Hacoc mupKynsIHOHHBIH.

75. HarpeBaTeNnbHBIH 3JIeMEHT.

76. HarpeBarenbHBII 27IEMEHT BOISHOM.
77. HarpeBaTenbHBIH 3JIEMEHT BO3YIIHBIH.
78. HarpeBaTeIbHBIH 2IEMEHT IPOTOYHBIH.
79. Hakinajika naHenu ynpasJieHHsl.

80. Hacoc nomaun MOIOILIEro CpejICTBA.
81. I'aiixa kopoMBICTA.

82. Ilanens ynpaBieHAs.

83. Ianens OGJ'IHI.IOBO‘IHaH.

3esyan Anexceit @panneBny
(waMIHansl, GamMums)

QOO "HEHTP CEPTI/ICDI/IKALII/II/I U JEKJIAPUPOBAHH A", Ne RA.RU.11MIII8

(HaMMeHOBAHNUE U aIpec OpraHa no cepTHduKanmn,

123308, Mockea, yi. Muésauku, nom Ne 3, kopryc 1 tenedomn: +7 (495) 783-42-17

3apPErHCTPHPOBABLLETD AEKIIAPALIHIO)

POCC RU 0-CH.MIM18.B.00544/19 ot 15.02.2019 nenctByeTt Ao 15.02.2022

(nara perucTpalMi U PerncTpalHOHHBLi HOMEp JeKapaliH)
/m AL Moko

M.IL

(noAmues, HHULMANBL, (aMuINg pYKOBOAUTENA OPraHa Mo cepTHHHKAINN)



87. Ilnate! ynpasieHus 37neKTpoHHBIE (8 mT. HA ammapar).

88. IlmaTel ynpaBieHUs MHHIUKATOPHEIE (2 MIT. Ha anmmapar).

89. Ilanens BHEIIHSS.

90. IlpuBon aBepH.

91. IlpuHTEp BCTPOSHHBIN [UIs paciieyaTKy JAHHBIX IpoIecca ¢ CoeIMHEHHAMH (e (o).

92. TlporpammMuoe obecrieueHHE.

93. Ilpoxnanka nBepH.

94. Ilpoknanka asepeit Habop (2 mT. Ha anmapar).

95. Ilpoknanka KOpoMEICHa.

96. Ilpyxuna 1Bepu.

97. PasneM coeqHHHTEILHEIH.

98. Pesepsyap (6a40K) jist BO3AYIIHOTO (GUIBTPA.

99. PezepByap (6auox) 1151 MOIOIIIETO CPEICTBA.

100. Pesepryap (b6a4gok) Ans IpOMBIBOYHOIO CPEACTBA.

101. PesepByap rapaBin4ecKui.

102. Perynarop naBineHus.

103. Perynarop teMneparypebl.

104. Perynarop BpeMEHH.

105. Pene napnenus MHUHEMATLHOTO YPOBHS.

106. Pene napnenus cpeHero ypoBHSL.

107. Pene naBneHus MakCUMAalbHOTO YPOBHSL.

108. Pene nasieHus cIIHBA.

109. Pene naBiieHus: MOIOILETO CpPe/ICTBRA.

110. Pene HarpeBaTeIbsHOTO JIEMEHTA.

111. Pene anekTpoMexaHHYIECKOE.

112. Pene tBepaoTensHOE.

113. Pemenp 1BepH MOABLEMHBIH.

114. CeHcopHBIi JUCILIEH.

115. Cencop noJIOKeHHs JIBEPH.

116. Cencop noJjie:KeHus KOP3UHEL.

117. Conenouny 3anApaHus ABEpH.

118. Cynmopt KOpoMBICIa HIKHETO.

119. Cynmnopr KopoMBICiIa BEPXHEro.

120. Taitmep 3neKTpOMEXaHHIESCKHH.

121. Taiimep 371€KTPOHHBII.

122. TepMmocTaT 3aIATHEINA.

123. Tpancdopmatop.

124. TpybonpoBo,1 CIITHBHOM.

125. TpyOxu nmHEBMaTHYECKHUE.

126. prﬁlm ﬂp%ﬂﬂquKHB

127. ' -

128. /

129. Tyt

130.| Fpy6xir

\M 3esyan Anekceit PpanneBny
(uHHIMATEL, (haMEITHS)

CBeleHHS O PETUCTPAIAH JEKIapaliii O COOTBETCTBHI
000 "I[IEHTP CEPTUOUKAITHMH U IEKJIAPUPOBAHUWS", Ne RA.RU.11MII18

(HAMMEHOBAHME 1 AAPEC OPraHa 1o cepTuhuKaLy,

123308, Mocksa, yi. Muésauku, nom Ne 3, kopnyc 1 renedon: +7 (495) 783-42-17

3apEerHCTPHPOBABILETO JAEKIApaLIo)

POCC RU [1-CH.MI118.B.00544/19 ot 15.02.2019 geitcTByeT Ao 15.02.2022

(naTa peructpauny u perucmammy-nmﬁ HOMep Jleknapatiiu)

ML A A JL. Moxo

(noAnKch, HHUUMAML], (PAMHIHA PYKOBOIHTENA OpraHa no cepTudukaiiu)



131. TpyOxu ¢dTopomniacToBe.

I1. IIpunaanexxnocTH:

1. AnanTep.

2. bymara st npunTepa pyJioH (10 pyjaoHOB Ha arnmnapar).

3. BunToBoO€ KOJIECO.

4. BeraBku MO€UHBIE [71sI HHCTPYMEHTOB (8 miT).

5. BcraBku MoedHbIe 171l METUITUHCKUX IIpeMeToB (8 mr.).

6. lepxarenu Tpybok (6 mit.)

7. 3ybuatka.

8. KonTeitaep /uist HHCTPYMEHTOB M MEIHITHHCKHX IIPEIMETOB.
9. Kop3una 115 HHCTPYMEHTOB:

- ceTydaras,

- ceT4aras ¢ KpBILIKOH,

- YHUBEpCAJIbHAA.

10. Kop3uHa /115t MEMIIMHCKHX [IPEIMETOB:

- ceTyaras,

- ceryaras ¢ KpbIIIKOH,

- YHABEpCAIbHASL.

11. Kop3una 3arpy3odHas.

12. Konnencop.

13. JloTok.

14, O6opynoBanue s BOAOIOATOTOBKY:

- puasTp rpyboi OYMCTKY MUTAIONIEH BOMLI,

- (puIBTp rIyOOKOM OUHUCTKH UTAIONIEH BOJL;

- HAKOITMTEIbHAS €eMKOCTh IHTAIOIIEH BOIBL;

- HACOC MHUTAOIIEH BOJIBI;

- GUIBTP JUI yAaNeHHs PaCTBOPEHHOTO B BOJIE JKEJe3a;

- ABTOMATHYECKHH YMATIHTENH BOIBI;

- bak a7si XpaHEHHs COJIEBOT0 pacTBOpA;

- aBTOMATHYECKHH YrONbHBIH QHIBTD;

- HAaKOMHUTeTbHAA eMKOCTE JUIsS YMATYEHHS BOJIBI;

- yCcTaHOBKA 0OparHOOCMOTHYECKOH QHIbTpalMu (0IHO- U IByXCTyIleHYaTas);
- KHCJIOTHO-IIIEJI0YHBIN IEMUHEPAIH3ATOD;

- eMKOCTH JIJIsi XpaHeHHsl KMCJIOTHI | 11eJIoyH (2 IMIT. Ha armapar);
- HAKONHUTENbHAA EMKOCTB [Tl XpaHEHHS BOJIbI OYHIIEHHOH;

- YCTaHOBKA YJIbTPaQHONIETOBON CTEPUIIU3AIHN BOJIbI OUHIICHHOM;
- HAcOC /17151 BOJIbI OUMIIIEHHOH;

- GUIIBTP yOaneHus! THPOTEHOB;

- mKa@) ynpaBjieHUs CHCTEMOH BOJAONOATOTOBKH.

15. Ochk HIOKHSAS.

3esyana Anexceii @panneBuyd
(wHMIIAAIE], (haMUITHSL)

CpezieHns 0 perucTpaliiy AEKIapalliHi O COOTBETCTBHH
000 "LHEHTP CEPTUOUKAIINN U NEKJIIAPUPOBAHUS", Ne RA.RU.11MIT18

' (nauMeHoOBaHue W afpec OpPraxa no cepTuduKaLmu,

123308, Mockga, ya. Muépnukn, oM Ne 3, koprye 1 Tenedon: +7 (495) 783-42-17

3apPErHCTPHPOBABINErD AEKIIAPALIMIO)

POCC RU [1-CH.MI118.B.00544/19 ot 15.02.2019 neucTBYeT A0 15.02.2022

(mara perucTpauMi M PerncTPALHOHHBIN HOMEp JeKIapallii)

M.IL il AJL Jloko

(MoJmACh, HHALIMANBL, (DaMIITHS PYKOBOIMTENS Oprata no cepTudukaim#)



20. [lonmon ManbIH.

21. loxcraBka ayist OYTHUIOK.

22. TlopcTaBKa [is CY/IEH.

23. INonxa:

- BEPXHSA ¢ MOIOIIUM POTOPOM

- HUKHSSL C MOIOIIIUM POTOPOM

- BepXHSIs

- HHXKHSIS

- GonpInas

- Mavtas

- YHHBEpCabHasl.

24. Ponuxu (4 miT.).

25. Cmaska BaKyymHasl.

26. CMa3ka sl MEXaHH3MOB.

27. Crenn Jyis CyJIeH.

28. Crenp s yTOK.

29. Croiika OIIMHKOBAHHAS I MOHKH CYICH.

30. Tenexkn 3arpy304Hble:

- JUIsl THCTPYMEHTOB ¥ MEJIMITMHCKUX IPEJAMETOB 2-X YpOBHEBas,
- JUIsl FHCTPYMEHTOB M MEIUITUHCKHX MPEIMETOB 3-X YPOBHEBas,
- U1 AHCTPYMEHTOB M METUIIMHCKUX MPEIMETOB 4-X YPOBHEBAs;
- JUIsl FHCTPYMEHTOB M MEJIUITUHCKUX IIPEMETOB 5-TH YPOBHEBas;
- JUIsS aHeCTEe3HOJIOTHYECKOro 000py/IOBaHUS ¥ HHCTPYMEHTOB;

- JUIst CTOMATOJIOTHYECKHX WHCTPYMEHTOR;

- JIIs 3HI0CKOIMYECKOro 000pyI0BaHUs 1 HHCTPYMEHTOB;

- JU1st 1abopaToOPHOM MOCYIbI;

- JUIs MEKPQXMPYPIrHYECKOro o00py10BaHKs ¥ HHCTPYMEHTOB,;

- VI8 MEIMIIHHCKON pe3MHOBOl 00yBH;

- YHHBEpCaibHA.

31. Tenexxka moAxKaTHas pydHasi.

32. TemnooOMeHHUK.

33. Tpybxu s mogaduu Bosl (4 mit.).

34, TpyOxu mis Moromiero cpeactsa (4 mr.).

35. YIIOTHHTENb IBEPH.

36. YOIoTHHATENb KAMEPHL.

37. YpoBHEMEp BOJIBIL.

38. YpoBHEeMep MOIOIIETO CPE/CTBA.

39. YpoBHEMEP CMa3KH.

40. YcrpoiicTBa 3aIMThI OT IEperpesa.

41. YerpoHceTBO 3alUThl OT MPEBBILICHUS JABJICHUS.

42. YcrpoiicTBa moiauy MOIOIIETO CPENCTRA.

43, G

44,
45.

3esyasa Anexceii ®paHeBHY
(mHAIMATEL, (aMuIHs)

000 "LIEHTP CEPTUOUKAIIHMH U NEKJIAPUPOBAHW ", Ne RA.RU.11MII18

(HAMMEHOBAHNE H ANPEC OpraHa 1o cepTuduKaLy,

123308, Mockaa, yi. Muésauku, oM Ne 3, kopnyc 1 tenedon: +7 (495) 783-42-17

3apErHCTPHPOBABILETO ACKIIAPALHIO)

POCC RU [1-CH.MIN18.B.00544/19 ot 15.02.2019 pewcTByeT no 15.02.2022

(naTa perucTpalyMK M PEricTPaLOHHBIL HOMEp JIEKIapaLinm)

ML AL loxo

(MOAMACEH, HHULIMAITE], (DAMIIIHS PYKOBOIMTENA Oprata no ceptH(ukaiuu)



46. Ounstpel Kiacca HEPA (4 mrT.).

47. ®uILTp BO3TYNIHBIA.

48. OuiIbTp rUIpaBIdYeCKHii.

49. OuIbTp NPOTOYHBIH BEICOKOTO JIABJICHHUS.
50. OuUnbTp MEKTPUUESCKHM.

51. ©OuibTp MacHsHBIHA,

52. @unbTp 6aKTEPHONOTHYECKHIA.

53. @opcyHKkH U1 TOAa4Yd BOAKI (8 miT.).
54. anda.

55. Hlnanru (8 mt.).

56. DneKTpol YPOBHS BOJIBL

3esyan Anexceii @panneBuyd
(vHATMAITEL, (haMUITHS)

CaeJleHHsI 0 periuCTpany AeKIapandy 0 COOTBETCTBHH
Q00 "IHIEHTP CEPTUOHUKAITIMU U NEKJIAPUPOBAHU A", Ne RA.RU.11MIT18

(HaUMEHOBAHHE M aIPEC OpraHa no cepTudukamn,

123308, Mocksa, yi1. Muaésnuku, 1om Ne 3, kopnyc 1 tenedon: +7 (495) 783-42-17

3apPETHCTPHPOBABIICTO ACKNAPALIIO)

POCC RU [1-CH.MIM18.B.00544/19 ot 15.02.2019 aencreyet no 15.02.2022

(maTa perucTpauyy M PErNcTPALMONHBI HOMED JIeKIapatmm)

M.H. e AL Joxo

(moAnHCE, MHUIMATE, (HJaMITHA PYKOBOJNTENS OPraHa 1o cepTHduKaiiim)



