®EAEPAABHASL CAVIKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

MPHJIOKEHHUE
K PETUCTPALIUOHHOMY Y10 CTOBEPEHHIO

HA MEJULIMHCKROE U3EJIUE

ot 13 Hoabps 2017 rona  Ne P3H 2017/5746
JIuer 1

Ha menunuHcKoe u3enme

Yamxu mukpoduoaorngeckune (Ierpu) UM o TV 9464-021-29508133-2016:
BapuanThi HcnoTHeHus:

1. Yamka mukpobuonoruueckas (Ilerpn) UM.

2. Yamka mukpobuonorndeckas (Ilerpu) UM, 2-x cexumonnas.

MecTto npon3BoacTRa:

1. 000 "MuauaMen", Poccus, 242600, bpatckas obu., r. latekoBo, yi. Jlennna,
n. 182, xopmn. 6.

2. 000 "YepusTHHCKHI cTeKonbHEIH 3aBoa", Poccns, 242640, Bpsackan 06:1.,
JsaTeKoBcKHit p-oH, noc. Ctaps, yn. Jlenuna, a. 6
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000 “MuuuMepg”, 241520, Poccuiickan ®epepaynn, BpAHcKkana obnacTh,
BEpAHCKMIA panoH, c. CynoHeBo, yn. WoccenHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -65, -56, -67, -58, -60, -61, -62

® MHoroKaHaneHbIW HoMep - 8-800-100-48-32
m Dakc (4832) 92-24-54, 92-24-59, 92.24-61

nocmanwux nabBopamopud WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpannonnoe yiroctoepenne Ne P3H 2017/5746 o1 13.11.2017 1.

Macnopr
Yamwxku mukpodnonornueckne (Merpu) UM, 10020 mm, mo TY 9464-021-29508133-2016

1. Haznauenwue
Yamka mukpoduonoriteckas (ITerpun) UM (nanee - w3jieine) H3roToRICHA W3 CTEK/IA, HECTEPHIbHAA, CTEPHIIM3YEMAat, LI MHOTO-
KPATHOT0 HCIOIL30BAHMA, MPEHA3SHAYCHA U KYILTHBHPOBAHNA MUKPOOPTAHH3MOB Ha [UIOTHEIX IHTATEILHLIX CpPeiax B Jeuebuo-
NPOPHIAKTHIECKHX H HAYYHO-HCCIA0BATEILCKIX Ja00paTopHIX.

2. OcHOBHBIC TEXHHYCCKHE XapaAKTCPHCTHRKH
Buentnuit mujt u3jenms COOTBETCTRYET CHCTYIONIHM XapaKTCPHCTHRAM

Hdunamerp, mm Buicora, Mmm Tomuua CTeHKn, Mm
Yamka 100-2.0 20£2.0 He menee 2
Kpbimka 110+2.0 18+2.0 He menee 2

1. Yamgu mukpoduonornueckue usrorosiens! no TY 9464-021-29508133-2016 B cOOTBETCTBIH ¢ TEXHHYCCKHMH TpeDOBalH-
amu I'OCT 25336-82.
2. Hagenus w3roTorjIeHs 03 XUMiKo-adboparoproro crexna no FOCT 21400 ( ), W3 MeMuuHckoro crexiaa o FOCT
19808 ( ) HIIH H3 CBETOTEXHHYECKOTO CTEKIIA 110 TEXHHYCCKUM YCIOBHAM Ha Hero ( ).
3. Hapenus orosckensl. YjlelbHasd patHocTh Xojla aydell He npessinmaer 10 wuti!,
4. JlHo yaniky IOCKoe HIK He3HAYHTENRHO BOTHYTOE H o0ecliednBaeT yeToHuHBOe ee MOJIoMeHNe Ha TOPH3OHTAILHOH NoBepX-
HOCTH.
5.  BormyrocTs noBepXHocTei HamIKK 1 KPBIIIKH HE MPeBBIIacT 1 MM.
6.  Paznocts B BeICOTE 10 oGpasyionieil IIHHAPHYCCKOii MOBEPXHOCTH YAllIKH He npesslimaet 1,5 MM,
Buyrpennuii inaMeTp KpbINIKH G0JIbIIE HAPYIKHOIO JHAMETPA YAlIKK HE MEHEE YeM Ha 2 MM.
Hanenna apngiored TepMHYSCKE CTONKHMK H BRIICKHRBAIOT Nepenajl Temmepatyp 50°C, cornacno I'OCT 23932,
. Mapenns xumugecky croiikue K posjeiicterio 20 % pacreopa cosisnoii kuenotel no N'OCT 857,
10.  Macca mznenun ne donee 300 rpamm.
3. VYuakoebiBanue, TPAHCHOPTHPOBAHKE M XpAHCHHE
Yakopka W31l 00CCeYHBACT HX COXPAHHOCTE [IPH TPaHCIIOPTHPOoBKE. ['pancnopTias ynakoBka HMeeT Hajnnce: «(cro-
POsKHO, cTeRIo». YeJIoBHA Tpancnopruporanms wigeaui - no I'OCT 15150-69 B kpuiToM Tpancnopte Jiodoro Buaa. Y eloeusa Xpatie-
HusA - no F'OCT 15150-69.

4. Tpeboranus He3onacHoCTH

Ilp}{ IKCINTYaTalHH HEODXOUMO CODIIOJIATE IpaBHja fe30macHoCTH TpH paﬁo'm CO CTeKIAIHBIMH u3menusamu. Msmennn e
JAOJEKHEL MOJIBCPTATRCH PC3KUM YapaM B [PONccce dKCILTyaTalHH.

5. Ceeaennsi 06 yruausanun

Hriemua no onacioctn otHocstes K kiaaccy b Canllun 2.1.7.2790. Yrunmzanns wyieiauii ocymecTBiIsercs B COOTRETCTRMM ¢ ca-
HUTAPHO-DIIHIEMHOIONHIeCKHME npaBiaMu 1 nopMamu CanlluH 2.1.7.2790.

H3teitust moclie HENMonk3oRanuA obezapakuBaloTes, coGHPAIOTCS B 0JIHOPAIOREIC HEMPOKAIBIRAEMEIC RIATOCTOIKHE eMKOCTH (KOH-
TeliHepsI) H YTHIM3HPYIOTCS CCHHAINHPOBAHABIMI OT/CICHHAMIL, HMCIOIMMH JIHICH3HIO HA NPARO YTHIM3AINMH MCIHIMHCKHX OT-
XOJ10B,

6. TapanTuH H3rOTOBHTENN
HsroToBHTeaL rapaHTHpyeT COOTBETCTBHE Yallek MUKpobuonorndeckux tpebopanmam TV 9464-021-29508133-2010 u ['OCT
25336-82 npu coOIo/IeHIH YCIORUIT TPaHCIOPTHPOBAHKA, XpaHeHHA | SKeTuryaTaiiiu. Cpok XpaHeHHs u3jielnii — 5 ser. lapanTHiinkii
CPOK dKcIuTyataiu — 12 Mecsien ¢o 1A BBOJIA B IKCILIYATaLMIO.
7. CBHIETEIALCTBO 0 NPHEMKe
M3ienns H3roToRICHEL B COOTBETCTRHH ¢ JiciicTRyIoniei Texnudeckoii JokyMeHTalHeil 1 NpH3HANL TOJAHBIME JUIA YKCILTYaTa-
1HH

Hauvaabnuxk OTK I'py3unnues C.A.
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DGEAEPAABHAA CAYZKBA I1O HAA3OPY B COEPE 3APABOOXPAHEHMA
{POCS&P;“&BHMSOP}

PEFHCTPALIPIOHHOE YﬂOCTOBEPEHHE

HA MEJULIUHCROE U3AEJIUE
ot 13 nosaGpa 2017 rona Ne P3H 2017/5746

Ha mMeHUHHCKOE H3/€/IHEe
Yamkn maxkpobronoradeckne (lerpn) UM no TY 9464-021-29508133-2016

Hacrosimee perucrpalidoHHOE Y0CTOBEPEHHE BEIIAHO
Ob6mecTBo ¢ orpann4enHoi orercrBeHHOCTHIO ""MuaauMen" (000 "MunaMen"),
Poccan, 241520, bpanckas obaacrs, ¢. Cynoneso, yi. llloccefinan, a. 17, kopn. A

IIpouseonurens
ObmecTBO ¢ orpaHHYeHHo oTBeTcTBeRHOCTHI0 ""MuauMen" (000 "MnnuMen"),
Poccusn, 241520, Bpauckas o6aacts, ¢. Cynoneso, yia. locceiinas, a. 17, kopn, A

MecTto MPpOH3BOJCTEA MCOHIIHHCKOIO H3ICIHA
CM. MIpHJIOKECHHE

Homep perucrpausontoro nocke Ne PJI-19786/57721 ot 31.10.2017
Bua Megumunckoro uzaenus 343100
Knacc noreHnuansHoro pucka npuMeHeHHS MeIHLHHCKOro n3aenus 1

Koa O6mepoccuiickoro knaccHpukaTopa MpoAyKIHH 110 BHIaM KOHOMHYECKOH
nearensHoctd 23.19.23.110

Hacrosmee perucrpaliHoHHOE YAOCTOBEpEHHE HMeeT Nprilokenue Ha | nucre

3amecTuTenns pykopoauTensn PeaepanabHoi
1o HaX30py B cdepe 3IPABOOXPAHEHHS




Yawka mukpobuonoruveckas (Metpu) YM,100*20 mm,TONLW.CT.3 MM

ApTtukyn: 11000245

OnucaHne

APTUKYIT. et 11000245
HapyXHbli @ OCHOBaAHUS............ccceenee 100-2,0 mm
HapyXHbIN @ KPBILLKA. ... 110+2,0 Mm
BbICOTa OCHOBAHUS........ccevveeveeeeeeaennnen. 20+ 2,0 mm
BbICOTA KPBILLKM....vueeeeeeeeiiieeeee e 18 £ 2,0 mm

YMAKOBKA. .....ceeiiieeeeieieieieee e e e e 36 wr.

MNpegHasHayeHa Ana KynbTUBMPOBAHUS MUKPOOPraHU3MOB Ha MMOTHLIX U MUTaTeNbHbIX Cpeaax.
BblaepxuBaeTt xummnyeckne n TepMmyeckmne pexnmMsl ctepunmsauun. MsrotosneHa ns ctekna mapku HC.
TY 9464-021-29508133-2016

FOCT 25336-82

PY Ne P3H 2017/5746 ot 13.11.2017 r.
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