,I[EKJIAPAIIHSI O COOTBETCTBHHA
ObdmecrBo ¢ orpanuyennoi orsercrsennocrsio "®apmeranaapr-Mexrexnuka' (000
"Mapmeranaapr-Mearexuuka'')

(HAHMEHOBAHNC OPraHN3aLHy HITH E!laMHJTH!I. HMA, OTHECTRO WHIHBHIYANEHOTO NPEINPHHHUMATENA, MPHHABIIHX JEKIapalHio 0 COOTRETCTBHH )
Mexpaiionnas uncneknus Qeepanbioi Hanorosoi ciryx0sr Ne 13 no Mockosekoi 00actv
(Teppuropuanssbiii ygactok S008 o r. JHonronpyausiii MexpaitonHoi uHcnekiu OejiepalibHOM
HasoroBoi ¢y os1 Ne 13 mo MockoBckoi#t obnactn), 28.06.2011

CBEIEHHS O PEFHCTPALIMH OPrani3aldd WK HEANBHAYANLHOIO NpeanpuauMarTens

OI'PH 1115047010055

(HAHMEHOBAHKE PETHCTPHPYIOMIETD OPTana, AATA PErHCTPALINH, PCTHCTPALHOHHBIH HOMED)
Anpec: Poccuiickas @enepaums, 141700, Mockosekas obnacts, r. Jonronpyansiii, Jiuxagesckuii mpoess, n.
5"B", tenedon: +7 (495) 739-39-49, dakc +7 (495) 739-39-50

(anpec, Teneon, (haxc)
B mane  T'enmepanbHoro pupexropa 3esyim Anekces @panuesrya

(MOmKHOCTE, (aMinnd, HMA, OTHECTBO PYKOBOANTENN OPraHnu3alinm, 0T HMEHH KOTOPOil NPAHIMAETCS JieKnapantis)
3agBiger, 9To Mamuusi gesandexknuonno-moeunbie Mapkn "DGM" ¢ npunaiexnocTaMn

(HauMEHOBAHIE, THIT, MAPKA NPOAYKLUH (YCIYTH), Ha KOTOPYIO PacnpocTPaHACTea Aekiapaing)

Kon OKIT/I2 32.50.50.000 Kon TH B3/1 8422 20 000 9
won OK 005-93 i (unn) TH B3, CHI mmm OK 002-93 (OKYH), ceefieHns 0 cepuiiHoM BLINYVCKE WIH NaPTHH
CepHitHbIi BEITYCK

(HOMEP FAPTHH, HOMEPA H3EANI, PCKBUIHTH! A0T0BOPA (KOHTPAKTA), HAKIALHAL)
"AI'M @apma-Annapar Xangeans A", Hiseinapns,
DGM Pharma-Apparate Handel AG, Baarerstrasse 8, 6301, Zug, Switzerland
MecTo npon3BoacTBA:
STEELCO. S.P.A., Via Balegante 27, 31039 Riese Pio X (TV), Italy

HAHMCHOBAHHE NIMOTOBHMTCNA, CTPAHE! W T.IT.

coorBercrByer Tpeboanusm: ['OCT P 50444-92 (Pa3g, 3, 4), TOCT 12.2.091-2002 (MDK 61010-
1:1990), FOCT ISO 15883-1-2011, I'OCT ISO 15883-2-2011

(0Bo3HAYEHHE HOPMETUBHLIX OKYMEHTOR, COOTRETCTBHE KOTOPHIM NOITBEPAEHD JAHHOM ACKIAPALKEH, C YKASAHUCM IIYHKTOB 3THX HOPMATHBHbIN JOKYMEHTOB,
v conepiKanmx TpeGoBanna I AaHH0il MpoAyKime (YomyrH))

Jleknapanus NpuHsTA HA OCHOBAHMM: HPOTOKONA TexHuueckux wenbrranuii Ne 2019.TD-33.02CD ot
15.02.2019 OO0 WIIII "MenTectlIpubop", art. akk. Ne POCC RU.0001.21MI126 ot 22.07.2015
Perucrpanmonnoe ynocrosepenue @epepanbHoi cnyxObl 10 Ham3opy B cdepe 3/4paBOOXPAHCHHS
(POC3JIPABHAJI30P) Ne ©C3 2009/04624 ot 11.01.2016

(MH(OPMALHA O NOKYMEHTAX, ABAAIOUIIXCA OCHOBANIEM JUIA TIPMHATHS JEKIAPALIH)

Hara npunstus aexnapanuu  15.02.2019

Jlexapaips 0 COOTBETCTBUH JEHCTBATENLHA 110 15.02.2022

3esyan Anexceii ®panuesny
(mEuAAITEL, GamMums)

CeezieHHA 0 perucTpaliy AeKjJapaiiy O COOTBETCTBHH
000 "ITEHTP CEPTUPHUKAILIUU U JEKJTIAPUPOBAHMS", Ne RA.RU.11MITI8

(HauMEHOBAHKE 1 afipec Oprana no cepridmkarum,

123308, Mocksa, yi1. Muésaukn, oM Ne 3, kopnye | renedon: +7 (495) 783-42-17

3apPErHCTPHPORARNICIO ICKNAPAIHIO)

POCC RU [1-CH.MIM18.B.00544/19 ot 15.02.2019 geucrByeT A0 15.02.2022

(naTa peruCTPALMN H DEHCTPALHONNBI HOMED AekiapaLiH)

M.IL o AJL. Jloko

(NOANHCH, HHHUNATLL, HAMHIHA PYKOBOLHTENA OPIAHA 10 cepTH(HKALHN)



Maumuns! Jiesunpexponno-Moeunsie Mapku "DGM" B cnenylomux ucnomsenusix: DGM ES 10, DGM ES
50, DGM ES 250, DGM ES 250P, DGM ES 350, DGM ES 350P.
1. ABTOMAT IMyCKOBOM.

2. be3Bo3BpaTHbIM KIIalaH.

3. briok nmATanus.

4. bnok ympaBneHust.

5. biox npenoxpanuresneii.

6. boitnep /s IeMUHEPATH30BAHHON BOJIBI.

7. BeHTHAb 3a0PHBINA.

8. BenTunsarop cymkH.,

9. Bosano# BBITYCKHOMN KpaH.

10. Beiximouarens KOHIEBOH.

11. Beimogarens MarHUTHBIH.

12. Beikiiouareb DATAHHS.

13. Berxmoyarens TepMOMarHUTHEIH.

14. TaTuuk Gaka.

15. JlaTyuk naporeHepaTropa.

16. JlaTumk JIaBJIEHHS BOJIBI.

17. JlaTusK 110TOKA BOJIBL

18. JlaTuuk IpOBOIMMOCTH BOJIBIL.

19. NaTuuk TemmepaTyphl BOIbL.

20. JlaTaux ypoBHS BOJBL

21. JIaTauK NaBjieHysi MOIOIIETO CPEJICTBA.

22. Jlaryuk 110TOKAa MOIOIIIETO CPE/ICTBA.

23. JlaTyuk TeMnepaTyphsl MOIOIIIETO CPeJICTBA.
24, JlaTuuK ypOBHS MOIOIIEro CPeCTBa.

25. Jlsepuag 3amenka.

26. JiBepb 3arpy3KH.

27. Jlsephb BBITPY3KH.

28. Jipararens NpHBOAA ABEPH.

29. JlsuraTens 6JIOKHPOBKH JBEPH.

30. JTozaTop Juist MOIOIIETO CPejicTBa.

31. JlozaTop Aist IPOMBIBOYHOTO CPE/ICTRA.

32. 3aMOK OTKPBITHS-3aKPBITHS JIBEPH.

33. 3akuM CTOHKH KOpPOMBICIA.

34. NaMepHuTeNb TaBICHAS.

35. Kabens nanend ynpapieHHS.

36. Kabens mogaan HATAHHKSL.

37. Karymika kiarmaHa.

38. Knapumnas naness yrpaBJieHus.

39. Knanan ApeHaXHBINA.

40. Kﬂﬂnaypﬂ@u\@n\msm

41. NG
42.

3esyasn Anekceii @panneBny
(wHULAAITBL, (haMEITHS)

PTHCIJHKA WK U JTEKJIAPUPOBAHUS", No RA.RU.11MII18

(HanMEHOBAHNE 1 AJPEc OPraHa o cepTH{HKaLMH,

123308, MDCKBa . Muéguukn, oM Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17

3APETHCTPHPOBABILIETD JIEKIAPalNI0)

QCQ RU [O-CH.MIM18.B.00544/19 ot 15.02.2019 neuncreyeT go 15.02.2022

(nara perncTpalin ¥ perncTpaHOHHEIT HOMEP ACKNapaiin)

MLIL , e AL Toxko

(noanHes, nHuUUaTEL, GaMIINA PYKOBOANTENS Opraya no ceprudmkanyn)



43. Knanas coNeHOUIHBINA.

44. Knanas coneHOH/THRIH CIBOCHHBIH.
45. Knarnan oOpatHblii.

46. Kamepa st Ae3uH(EKIIN.

47. Knorrka BKIIIOYSHHS.

48. KnHorka BbIKITIOUCHHS.

49. Knormxa aBapuiHOTO OTKIIOYCHHS.
50. Konbio 3axuMHOE HHXKHEE.

51. Konsno 3axuaMHOE cpetHee.

52. Konb11o 3a)KHMHOE BEpXHEE.

53. Konbuoe yIuioTHHTEIILHOE,

54. Konnercarop mycKoBOi.

55. Konnencarop ajis napa.

56. Konniencarop Ans BOJIBL

57. Konrakrop.

58. Konrpoiep.

59. KonTposnep naBinesus.

60. Koutposuiep nsepi.

61. Kpsimbuatka Hacoca.

62. Jlamna HHIEKATOPHAS.

63. Masnocrar.

64. ManocTaT MaKCHMaJTEHBIH.

65. Masnocrar Hacoca.

66. MukporiepexogaTens Ha JIBEPb.
67. Muxponponeccop OCHOBHOI.

68. MuxponporeccopHas miara.

69. Mytra gkopomsicia.

70. Hacoc o3upyrOIHii.

71. Hacoc apeHaxHBIH.

72. Hacoc nmoa4as BOIEL.

73. Hacoc npoOMBIBOYHBIH.

74. Hacoc napKyIiuoHHbIH.

75. HarpeBaTeNbHbINA JJIEMEHT.

76. HarpeBate ibHBIH 3JIEMEHT BOASHOM.
77. HarpeBatensHBIH 3JIEMEHT BO3/YIIHEIMH.
78. HarpeBarensHBIN SJIEMEHT MPOTOYHEIH.
79. Haknaaka naHenn yupasiIcHHS.

80. Hacoc momaum MOIOIIEro CpeicTsa.
81. I'alika kopoMBICTA.

82. [lanens ynpasiicHuA.

83. TManens obnumoBouHas.

84. I1anes APHHTEPA.

3esyan Anexceii @panneBny
(mHUIHATTBL, (haMEITH)

000 "LI-E'H.I- P CEPTUOUKAIIUU U NEKJIAPHUPOBAHUA", No RA RU.11MIT18

2 (HauMeHOBAHUE H ANPEC Opraua no ceprupukanmy,

123308, MocKBa,yn Muéguuks, joM Ne 3, koprye 1 Tenedon: +7 (495) 783-42-17

3APErHCTPHPOBABIIETD ASK/IAPALMIO)

POCC RU [1-CH.MI118.B.00544/19 ot 15.02.2019 neicteyet fo 15.02.2022

(AaTa perucTpalHK i PErHCTPALMOHHBIT HOMEp ACKIapariim)
/ A . doxo

ML, -

R

(MOAINCH, AHHIHANEL, HAMIIN PYKOBOAUTENS OPTaHa Mo CepTHHKaLm)



87. Ilnats ynpaBneHus dJIeKTpoHHBIE (8 MIT. Ha anmapar).

88. IInarel ynpaBieHHs HHAMKATOPHLIE (2 IIT. HA anapar).

89. Ilanesnb BHEIIHSISL.

90. TpuBox aBEpH.

91. llpuHTEp BCTPOCHHBIH /U PACIEYATKH TAHHBIX IPOLECcca ¢ CoeuHeHUsIMY (nuiei o).
92. Tlporpammiuoe obecriedeHue.

93. IIpoxnanka aBepu.

94. Ilpoxnanxa neepeit Habop (2 mT. Ha annapar).

95. TIpokianKa KOpOMEICIIA.

96. IIpyxuHa nBepH.

97. PazneM coeTMHHTENBHBINA.

98. Pesepsyap (6a4ok) st BO3LyIIHOTO (QHIBTPA.

99. Pesepryap (6a40x) 1151 MOIOIIETO CPeJiCTRA.

100. Pesepsyap (6a40x) /u1si HPOMBIBOYHOIO CPEACTBA.

101. PesepByap raipaBiIa9ecKeii.

102. Perynarop 1aBneHus.

103. Perysiarop TeMIepaTyphl.

104. Perynstop BpeMeHH.

105. Pesie naBinenus MUHEMAJIBHOTO YPOBHS.

106. Pernie naBnesns cpeHero ypoBHs.

107. Pene paBnenus MaKkCUMaILHOTO YPOBHSL.

108. Pene paBieHus ciuga.

109. Pene naBnenus MOIOIIErO CPeJICTBA.

110. Pene narpeBaTeIbHOIO JIEMEHTA.

111. Pene snekTpoMeXaHH4ecKoe.

112. Pene TBeproTeNbHOE.

113. Pemenp ABEpH MOABEMHBIH,

114. CencopHslii UCIUIEiH.

115. Cercop nojioxeHus ABEPH.

116. Cercop nonoxenns KOp3uHEI.

117. Conenounzi 3anupasus JABEPH.

118. Cynnopt KopoMEICTTa HHKHETO.

119, Cynmmopt KOpoMBICIIa BEPXHETO,

120. Taiimep 3meKTpOMEXaHHICCKHIH.

121. Taiimep 271€KTPOHHEIN.

122. TepmocTtat 3amuTHLIA.

123. Tpancdopmarop.

124. Tpy6onpoBo1 CITHUBHOIA.

125. Tpy6xu mHEeBMaTHYECKHUE.

126. Tp}fGKPLEKHpaBHqucKHe.

127. TKH
128.
129.
130.|By

~ 3esyasa Anexcellt @panneBud
(mHAIHANE], QaMums)

CpeneHus O pErHCTPAIIAH JACKTapaI[iH O COOTBETCTBHA
000 "[IEHTP CEPTU®U U U JEKJIAPUPOBAHMSA", Noe RA.RU.11MIT18

(HAHMEHOBAHHE H AIPEC OPrana no ceprHuKaimy,

123308, Mocksa, yii. Muésauku, nom Ne 3, kopryc 1 tesedon: +7 (495) 783-42-17

3APErHCTPHPOBABILETO ACKIApALI0)

POCC RU [1-CH.MIN18.B.00544/19 ot 15.02.2019 aencTeyer fo 15.02.2022

(zaTa perncrpaiu u pemcmamicymﬁ HOMEP JeKnapaiim)

M1 7 AL loxko

(roamick, nHNIEANL, (aMIIUA PYKOBOANTENS oprana no ceprudukannm)



131. Tpy6ku ¢roporuiacToBbie.

[1. TTIprHamnexaoCTH:

1. AnanTep.

2. bymara ais npuHTepa pysioH (10 pynoHoB Ha annapar).

3. BunToBoe KoJeco.

4. BeraBku MOe4HBI€ [17isi AHCTPYMEHTOB (8 mT).

5. BcTaBku MOSYHBIE 71 METHITHHCKAX MpeaMeToB (8 mT.).

6. epkarenn Tpy6ok (6 1iT.)

7. 3yGuartka.

8. Konreiinep 1 AHCTPYMEHTOR H MEAMITHHCKHX MPEMETOB.

9. Kop3una /uist HHCTPYMEHTOB:

- ceTyaras,

- ceTyarasi C KpBIIIKOH,

- YHUBEpCaIbHas.

10. Kop3una jjist MEMITAACKHAX MTPEMETOB:

- ceTyartas,

- ceTyaras ¢ KPBIIIKOH,

- YHABEPCAJIbHASL.

11. Kop3una 3arpy3oqnas.

12. Konzencop.

13. Jlotok.

14. O6opynoBanue s BOJOMOITOTOBKH:

- (pribTp rpy0ol OYMCTKH NUTAIOIIEH BOMBL,

- (hrmeTp riyOOKONH OYACTKH IMHTAKONICH BOJIBI;

- HAKOTIATENTbHAS EMKOCTh TTUTAFOIIEN BOIBI,

- HACOC MUTAIOILEH BOMbI;

- (uILTp JUIA yaneHus pacTBOPEHHOTO B BOJIE JKeTe3a;

- ABTOMATHYECKHI YMATIHTE b BOJBL,

- Bax Juist XpaHEeHHS CONEBOro pacTBOpa;

- aBTOMAaTHYECKHHE YroJbHBIH QHILTP;

- HAKOTIUTEMLHAS EeMKOCTh JITSl YMSTYSHUST BOJIBI;

- ycranoBka 00parHooCcMOTHYECKOH (DUIBTPALMU (OJHO- U ABYXCTyNeHYaTas);
- KHCJIOTHO-IIENOYHBINA JCMHUHEPATH3ATOD;

- @MKOCTH JUI XPAHEHUS KHCJIOTHI ¥ 1IeI0uH (2 IIT. Ha anmapar);
- HAKOITUTENbHASN €MKOCTh [UISl XPaHEHHs BOZABl O4YHILICHHOM;

- YCTaHOBKA yIsTpadroneToOBOM CTEPUITH3AINUE BO/TI OYHIIIEHHOI;
- Hacoc JiJisi BOJIbI OYMIIEHHOH;

- (hHIIBTP yAAICHHS TMPOTEHOB;

- mKag ynpaBaeHus CUCTEMOH BOIOTIOITOTOBKH.

15. Och HHXKHSS.
16. Och cpemsst. .

Sty \'\

3esyas Auexceii @pasvuesny
(mHUIIAATB], (haMAITHS)

C_BBI[GHZH;I O PErHCTpalvy JIEKIapalii 0 COOTBETCTBHHA

000 "UEHTP CEPTUOUKALIAW W IEKJIAPUPOBAHUA", No RA.RU.11MITI8

(HanMeHOBaHNE H ANpPeEC Oprava no cepruduramm,

123308, Mocksa, yi. Muéenuky, nom Ne 3, xopryc 1 tenedon: +7 (495) 783-42-17

3QPErHCTPHPOBABLIENO ASKIaPALIHIO)

POCC RU [1-CH.MI118.B.00544/19 ot 15.02.2019 peucteyet ao 15.02.2022

(AaTa perucTpPAHN | PErHCTPAIHOHHEI HOME] ACKIAPALLIN)

M.IL. = AL Joxo

(NOANKHCH, HHALHATEL, (JAMIITH PYKOBOHTENS OPraHa ne cepTudixaniam)



20. IToanoH MaJbIi.

21. IloacraBka Uit OYTHUIOK.

22. TToncTaBka /s CyzeH.

23. Tonxka:

- BEPXHSIS ¢ MOIOIIUM POTOPOM

- HHDKHSISL C MOFOIIIMM POTOPOM

- BEpXHSsis

- HEDKHSIS

- Gosblrast

- Mamnas

- YHHBEpCaJlbHasL.

24, Pomaxw (4 mr.).

25. Cmaska BakyyMHasl.

26. CMa3ka U1 MEXaHH3MOB.

27. Crena janst Cyaem.

28. Ctena ajis yTOK.

29. Croiika OUHKOBaHHAS JUIS MOMKH Cy/IeH.

30. Tenexku 3arpy3o4Hbie:

- [UIA MHCTPYMEHTOB 1 MEAMIMHCKUX IIPEAMETOB 2-X YPOBHEBAsL,
- JUTS HHCTPYMEHTOB ¥ MEJTUITUHCKHX TTPeIMETOB 3-X ypOBHEBAs;
- JUISt FHCTPYMEHTOB H MEUITMHCKUX [IPEIMETOB 4-X ypOBHEBAs,
- JUTA MHCTPYMEHTOB M MEJIHITHHCKHX MPEAMETOB 5-TH YpOBHERBas,
- JUISL aHECTE3HOIOrHYECKOTro 000pyA0BaHUs U HHCTPYMEHTOB;

- JUI CTOMATOJIOTHYECKHX HHCTPYMEHTOB;

- JUIS SHIOCKOTIHYECKOoro 060pyI0BaHus B HHCTPYMEHTOB;

- Jutd J1abopaTopHOi 1OCy 1B,

- JUI MEKPQXUPYPrHYecKOro 000pya0oBaHHs H HHCTPYMEHTOB;

- UL MEJMIMHCKOMN Pe3uHOBOM 00yBH;

- YHHBEpCAILHAas.

31. Tenexka nmoaKaTHas pydHas.

32. Tennoo6GMEHHUK.

33. TpyOxu st mojauu Bozsl (4 mr.).

34, Tpybxu m1s Moromero cpeacTaa (4 mr.).

35. YIioTHHTEND JBEPH.

36. YIUIOTHHTEIb KAMEDBI.

37. YpoBHEMEP BOJIBL

38. YpoBHeMep MOIOILIErO CPeICTRa.

39. YpoBHEMep cMa3KH.

40. YerpoiicTsa 3alUTEl OT IEpPErpesa.

41. YeTpoHeTBO 3alUTEL OT ITPEBLIILEHHS JaB/ICHUS.

42. YerpoicTBa nogaqd MOIOIIEro CpelicTBa.

43. YCTpoiGTRO HOMaTH CMa3KH.

44, Vremmens. oy,
45. o '

= 3esyas Asexceid DpasueBny
(uHuIHANE], hamMiIus)

000 "LEHTP CEPTUGHKAIIMN U TEKJIAPUPOBAHMSI", No RA.RU.11MITI8

(HRUMEHOBAHHE H AJPEC OPraHa No cepTHHKaLmy,

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

JAPErUCTPHPOBABLIETO ACKIAPALHIO)

POCC RU [1-CH.MI18.B.00544/19 ot 15.02.2019 aencrteyer no 15.02.2022

(aara perHcTpaliK i PerucTPAHORHEI] HOMEp JIEKTapaliing)

M.IL A Joko

(FOANKHCH, HHHLIMATIR, (JAMUITHA PYKOBOAWTENS Oprata no ceprudukan)



46. ©unsTpsl K1acca HEPA (4 mt.).

47. OuILTP BO3AYIIHBIHA.

48. OHILTP rUIPaBIHYCCKUN,

49, OuBLTp NPOTOYHBIA BBICOKOTO JMABIECHHS.
50. QUIBTpP MEKTPHUCCKUHN.

51. ®unbTp MacISAHBIHA.

52. ©uibTp OaKTEPHOIOTHYCCKUH.

53. @opcynKH UId MoAa4uH BOAKI (8 mT.).
54. Uanda.

55. llInanry (8 mr.).

56. DnexTpoa YPOBHS BOJIBL

3esyan Anexceiit @panuesuy
(uaunHanel, paMums)

CrezieHns 0 perucTparuy JAeKiIapandyi 0 COOTBETCTBHH
QOO0 "EHTP CEPTUOUKALIAA W JEKJIAPUPOBAHUSA", Ne RA.RU.11MII18

(HAMMEHOBAHHE ¥ aJIpEC OPraHa no cepruuKaiLi,

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

JAPEruCcTPHPOBABLICTO LEKIApanIo)

POCC RU [1-CH.MI118.B.00544/19 oT 15.02.2019 newncreyer go 15.02.2022

(nata pernCTpaLnK W PErHCTPALHOHILI HOMeD JIeKapaium)

MH P« AL Jloko

(nOAMHCE, MHALMANLL, (PAMIITIS PYKOBOAHTENS OPTaHa N0 cepTH{Ikamm)



