VYTBepxaeH

Ilocranosnenuem Ipasutenscraa
Poccuiickod @enepanuu

oT 19 suBaps 1998 r. N 55

ITEPEYEHB
HEINIPOJOBOJIbCTBEHHBIX TOBAPOB HAJIJIEJKAIIETO KAYECTBA,
HE INIOVIEXAIHUX BO3BPATY MJIH OBMEHY HA AHAJIOTMUHBI I

TOBAP IPYTHX PASMEPA, ®OPMBI, TABAPUTA, ®ACOHA,
PACHBETKH HUJIH KOMIUIEKTAITHA

(8 pea. Iloctanosnennii Ilpasutensersa PO ot 20,10.1998 N 1222,
ot 06.02.2002 N 81)

1. Tosapsl ans NpoGHIAKTHKY ¥ JEYEHHS 3a00/eBaHHH B JOMALTHMX YCIOBHAX (IPEIMETE! CAaHMTAPHH M THIHEHE! U3

METalna, pesHHbl, TeKCTUIA U APYTHX MATEPHANOB, HHCTPYMEHTEI, NPUGOPE! M annapaTypa MEAMUMHCKHE, CPEICTBA

THTHEHBI TONIOCTH PTa, JIKH3EI 04KOBEIE, NIPEIMETHI 10 YXOIy 3a NETBMH), JEKapCTBEHHEIE MpenapaTsl

(8 pen. INocranosnerus [pasutenscrea PO or 20.10.1998 N 1222)

2, TlpeameTs! NMYHOH TUrkeHs! (3yGHbIE IIETKH, PACYECKH, 3aKOMKH, GUTYIH s BoToc, NIaPUKH, IIHHLOHEI H APYTHE

aHANOTHYHEIE TOBApHI)

(n. 2 B pen. [loctanornenns Ipautensctea PO ot 20.10.1998 N 1222)

3. TlapdioMepHO-KOCMETHHYECKHE TOBAPEI

4. TeKCTHIEHBIE TOBAPEI (XJIOMUaToSyMaKHbIE, TbHAHBIE, LICTKOBLIE, LIEPCTAHBIC H CHHTETHYECKHE TKAHH, TOBAPEI

M3 HETKAHBIX MATEPHATOB THIIA TKAHEH - ICHTEI, TECEMA, KPYKEBO H Ipyrue); kabensHas Npoaykuus (IpoBo/a,

LIHYPEI, Kabemi); CTPOHTENBHBIE M OTAENOUHEIE MATEPHAIE! (JIMHONCYM, TUIEHKa, KOBPOBBIE IOKPHITHA H APYIHE) H

Apyrde TOBApbl, OTIIYCKAacMBLIC Ha MeTpax

(n. 4 B pen. [ocranoenenus [pasutensctea PO ot 20.10.1998 N 1222)

5. [lIBeHHbIC W TPHKOT@KHBIC M3NENHs (M3JENHs [BEHHEIC H TPHKOTAXHBIE GeNberble, MINEMHs YyJI0YHO-HOCOUHBIE).

6. M3fenmis W MaTepHasisl, KOHTAKTHPYIOLIHE C [HILEBEIMH POIYKTaMH, H3 TIOTMMEPHBIX MATEPHAIOB B TOM 4HCIE
ANt Pa30BOTO HCMONB30BaAHMS (IOCYd H MPHHAICHHOCTH CTONOBLIC M KYXOHHEIE, eMKOCTH H YIIaKOBOUHEIE
MaTePHaIB! U4 XPAaHEHHA M TPAHCIIOPTHPOBAHHUA IHILEBEIX MPOAYKTOB)

7. ToBapel GbITOBOH XMMKH, NECTHUHALI H  ArPOXMMHKATE]

(8 pen. Ilocraropnenus Ipasntenscrea PO ot 20.10.1998 N 1222)

8. Me6enb GbiToBas (MeGenLHEIE FAPHHTYPBI 1 KOMITIEKTEI)

9. Manenus 3 IparoueHHBIX METANIIOB, ¢ IPArOLEHHEIMH KaMHAMH, U3 IPArOLEHHBIX METAIIOR CO BCTABKAMM H3

NOJIYAPArOUEHHEIX H CHHTETHYECKUX KaMHeH, OTpaHeHHbIE paroleHHble  KaMHH

10. ABTOMOOMIY 1 MOTOBENOTOBAPEI, IPHLIEIEL H HOMEPHEIE arperathl K HUM; MoOHILHEIE CPeCTRA MATOi

MEXaHH3alHK CelbCKOX03AHCTBEHHBIX PaboT; NpOryJI04YHbIE CYAd W HHBIE IMJ1aBCPENCTBA GBITOBOrO HA3HAYEHHS

11. Texnunuecku cloxHEIE TORAPLI GBITOBOrO HA3HAYEHHS, HA KOTOPEIE YCTAHOBIEHB TAPAHTHHHEIE CpPOKH (CTAHKH

MeTanopexylume u JepesoobpabaTrisatomiye GRITOBFIE; 3/1€KTPOOLITOBEIE MAIUKWHEl H IpHOOPEL; GRITORAS

PamHOdNEKTPOHHAS anapaTypa; GbITOBas BRIMHCIUTENLHAS H MHOKHTEIbHASA TeXHHKA; (OTO- H KMHOANMapaTypa;

Tene(OHHbIE annapatsl U GaKCHMHILHAS ANNAPaTY Pa; SJACKTPOMY3BIKATEHEIE HHCTPYMEHTEI; HTPY KK

3JIEKTPOHHEIE, BEITOBOE razoBoe 060PYIOBAHHE H yCTPOHCTRA)

(B pen. Ilocraropnenuii [Ipasurenserea PO or 20.10.1998 N 1222, ot 06.02.2002 N 81)

12, 'paxaanckoe opysHe, OCHOBHEIE YACTH TP AAHCKOTO H CITY)KeOHOT0 OFHECTPEIIBHOTO OPYIKHS, TaTPOHBI K

HeMy

(m. 12 pBexen Ilocranosnennem [paButenscTea PO ot 20.10.1998 N 1222)

13. XXuBOTHBIE M pacTeHus

(n. 13 sBenen [Mocranosnenuem [pasutenscrea PO ot 20.10.1998 N 1222)

14. Henepuonuueckue wanauus (KHUrH, GpOLIIOPE], aTb60MEI, KAPTOrpaQHYECKHe M HOTHEIE H3/IAHHS, THCTOBLIE

M30M3NAHNS, KaJleHAapy, OyK/IEThl, U31anus, BOCTIPOM3BENEHHEIE Ha TEXHUIECKUX HOCHTENSX MHbopmarum)

(n. 14 Beenen [Nocranosnennem [pasurenscrsa PO ot 06.02,2002 N 81)



®enepanbHbli 3akon ot 21.11.2011 N 323-®3 (pea. ot 03.08.2018) "O6 ocHoBax

OXpaHbl 300POBLA rpaxaaH B Poccuiickod Qepepauun”
Crartba 38. MegvuumHckue vsgenus

1. MeguuuHCKUMKU U3LEnuAMU SBNSOTCA Miobble WHCTPYMEHTLI, annaparsl,
npubopel, obopydoBaHue, maTepuanbl W NpPoYMe WU3LENUs, MpUMEHAEeMble B
MeAULMHCKUX Lensx OTAeNnsHO UNKW B codeTaHuu mexay cobol, a Takke BMecTe C
APYTMMW NPUHAANEXHOCTAMMN, HEOOXOAMMbBIMW ANSl NPUMEHEHUS YKa3aHHbIX W3Aenui
MO  HasHa4yeHWto, BKMOYas  creuvanbHoe  nporpaMmHoe  obecnevyeHue, W
npedHasHa4veHHble npoussoguTenem Ans npodunakTUkM, AWarHoCTUKW, NEeYEeHUs u
MeAVLMHCKOW peabunuTauuy 3abonesaHWii, MOHUTOPUHIa COCTOSHUA OpraHuama
4yenoseka, NPOoBEAEHUA MEeOUUMHCKUX WCCNefoBaHui, BOCCTAHOBMEHWUA, 3aMelleHus,
M3MEHEeHUss aHaTOMWUYECKOW CTPYKTYPbl UMW (PUINOMOTUNECKMX YHKLUIA OpraHuama,
npeaoTBpalleHna unu npepbiBaHus BepemeHHOCTH, YHKUMOHANbHOE HasHadyeHue
KOTOPbIX HE peanusyeTcs nyTeM apMakonoru4eckoro, WUMMYHOMOMMYECKOoro,
reHeTU4eckoro unu mMeTabonvyecKoro BO3AEWCTBUA HA OpraHu3M  Yenosexa.
MeguuuHcKMe wv3genuss MOryT npu3HaBaThCs B3auMO3aMEeHSeMbIMU, €ClU  OHU
CpaBHMMblI MO  (PYHKLUMOHANBHOMY Ha3HaYEHUID, KaYeCTBEHHbIM W  TEeXHUYECKUM
XapakTepucTukam 1 crnocobHbl 3aMeHuTL gpyr Apyra.

2. MeguumHckue wagenus noapasfenslTcs Ha Knaccbl B 3aBUCMMOCTM OT
NOTEHLMANLHOTO pucka Ux NpUMeHeH1ss U Ha BUAbl B COOTBETCTBMM C HOMEHKNATYPHOA
Knaccupukauven  MeduWUMHCKMX — u3genuit.  HomelknatypHas  knaccudukauus
MEeOULUUHCKUX W3Oenuid yTeepxKgaeTcs YMNONMHOMOYEHHbIM deneparnbHbiM  OpraHoM
WCMNONHUTENbHOK BRacTy.

3. ObpatleHne MeaUUMHCKUX N3genui BkiYaeT B cebs TeXHUYecKUe UcnbiTaHus,
TOKCUKONOTMYECKUE WCCNELOBaHUA, KIUHUYECKUE WCMbITaHUA, IKCNEepTU3y KadecTsa,
9(PPEKTUBHOCTN 1 Oe30MacHOCT MEAULUMHCKUX W3LENnuid, WX TOCYAapCTBEHHYIO
perucTpaunio, npowW3BOLACTBO, W3rOTOBMEHWE, BBO3 Ha Tepputoputo Poccuidckoit
degepaunu, BbIBO3 C Tepputopun Poccuiicko Pegepaunun, NOATBEPKOEHUE
COOTBETCTBUA, rocyapCTBEHHbIN KOHTPOIb, XpaHeHue, TPaHCMNopTUPOBKY,
peanusauuio, MOHTaX, Hanagky, TMpvMeHeHue, 3Kcnnyatauuio, B TOM  4uUcre
TEXHUYecKoe obcnyxusaHue, npeaycMOTPEHHOE HOPMAaTWBHOW, TEXHUYeckon u (unwu)
3KCMyaTauMoHHON OOKYMEHTauuen nponsBoauTens (U3roToBUTENS), a TakKe PEMOHT,
YTUNU3aUUKD UK yHUYTOXEHKe. [lpoussoguTens (M3roToBUTENbL) MEOULIMHCKOro
n3genus paspabdaTbiBaeT TEXHUHECKYIO U (UK) 3KCNNyaTaLuMOHHYI0 LOKYMEHTauuw, B
COOTBETCTBUY C KOTOPOW OCYLUECTBIAKOTCH NPOW3BOACTBO, W3rOTOBMEHUE, XpaHeHue,
TPaHCMOPTUPOBKA, MOHTaX, Hanagka, NpuvMeHeHwe, 3KcnnyaTauus, B TOM 4ucrne
TeXHU4eckoe obcnyuBaHue, a Taioke PEMOHT, YTUIKU3aUUs WM YHUYTOXEeHue
MeauuuHckoro  usgenus.  TpeboBaHua K COOEPXaHuK  TEXHUYECKON 7]
JKCNNyaTaunoHHOW [OKYMeHTauuM npousBoauTens (M3rotoBuTens) MeauLUHCKOro
n3genvs yCTaHaBNUBaKTCA YNOHOMOYEHHbBIM thepepanbHbIM opraHom
NCMONTHUTENBHOW BNacTu.

(B pea. GegepansHoro 3akoHa o1 25.11.2013 N 317-@3)



OEAEPAABHASA CA-V}KBA 1O HAA3SOPY B COEPE 3APABOOXPAHEHWUA
1 COLUMAABHOTO PA3BUTIAA

PEDERAL SERVICE OF HEALTH CARE ";ND SOCIAL DEVELOPMENT CONTROL

PEFHCTPAHHOHHOE YAOCTOBEPEHHE

'REGISTRATION CERTIFICATE
Ne @C3 2009/05334

or 15 oxktabpsa 2009 roaa Cpox JeHCTBHS: He OTPAHHYEH.

Hacrosmee ynocroseperue Beiaano

"MEIMCAHA AT, Tepmanns,

MEDISANA AG, Itterpark 7-9, D-40724, Hilden, Germany

H MOITBEPIACT, YTO U3LC/IHE METULHHCKOTO Ha3HAYCHHS

(M311eTHe METHIMHCKOMH TEXHHKH)

Tepmomerp menuuunnckmii nudpaxpacueiii FT ¢ nparagiexHocTaMu
(em. IIpunoxenne ua 1 nucrte)

IIPOU3BOIICTBA

"MEIUCAHA AT", T’ epmalmﬂ,

MEDISANA AG, Itterpark 7-9, D-40724, Hilden, Germany

KJIacC MOTEHIHATILHOTO PHCKa 2a OKIT 94 4120

COOTBETCTBYIOMIEE KOMIUIEKTY PEIUCTPALMOHHOM JOKYMEHTAIHH

KPJ Ne 65646 ot 09.09.2009

npukaszoM Pocsapasuansopa ot 15 oxrsdps 2009 roga Ne 8137-IIp/09

Pa3peleHO K HMIIOPTY, TPOAAKE H MPUMEHEHHIO Ha TEPPUTOPUH PoccHiickoil
Denepanun

Pykosoautens @exepaabroii ciy: ? L. 1
110 Haa3opy B cepe 3ApaBoOXpak ! : H.B. FOprems
H COUHAJILHOr0 pAa3BHTHA i




G)EA,EPAAI)HAH CAYAKBA TIO HAA3OPY B CfDEPE SAFABOOXPAHEHM}I
|7} COHMAA_BHDFO PASBUTUS ‘

FEDERAL SERVICE OF I—IEALTH CARE AND SOCIAL DEVELOPMENT CONT'ROL

[NIPHJIOEHHE -
RPETHCTPALIMOHHOMY YAOCTOBEPEHHIO

ATTACHMENT
Ne ©C3 2009/05334

Jduer 1

[. Tepmomertp MennumncKnit uHbpakpacksit FT B CICIYIOUIUX UCTIOMHEHHSIX MEDISANA FTO,
MEDISANA FTN.

1. Yexonm.

2. 5 YHCTAMMUX CAI(pETOK.,

3. MHCTPy KIS [0 HPUMEHEHHIO.
II. Ilpunannexuocty;

1. barapeiixu AAA (1-5 mr).

PykoBomutens ®exepanbuoii caymobis, &
110 HaA30pYy B cepe 3APABOOXPAHEHHSE '
¥ COUMAJIBHOrO pa3sBHTH o o

15 oxradps 2009 roga




