2205730
MWHUCTEPCTBO 3PaBOOXPaHEHUS
Poccuiickoii degepaunm

PEJEPAJIbHAA CTY>XBA MO HAA3OPY

B COEPE 3[IPABOOXPAHEHVIS CybbexTam obpaLLeHNs
(POC3/PABHA/30P) MeAULIMHEKNX U3Aenuii
CnassaHckasa nn. 4, ctp. |, Mocksa, 109074 PyKOBO,qMTEHHM

Tenedon: (495) 698 45 38; (495) 698 15 74
TEPPUTOPUAIbHBLIX OPraHoOB

Poc3apaBHag3opa
Ha Ne oT
MeaMLMHCKAM opraHu3aulmam
O He06pOKaYeCTBEHHOM OpraHam ynpasneHus
MEAVLMHCKOM U34ennn 3[paBOOXpaHeHeM CyObEKTOB

Poccuiickoin Pepepauum

depfepanbHas cnyxba no Hag3opy B cdepe 34paBOOXPAHEHMA HA OCHOBAHUU
9KCMepTM3bl KayecTBa, 3h(PeKTUBHOCTM M Ge3onacHOCTU 06pasL 0B MeAULMHCKOro n3genus
drby «BHUNNMT» Poc3gpaBHag3opa CO0OLWAET O BbISBIEHUM TePPUTOPUAIbHBIM
opraHom  Poc3gpaBHagszopa no  Pecny6nvke — Mapuii 3n B obpaweHun
HeJ06POKaYeCTBEHHOIT0 MeAMUUHCKOro ugenus «laketbl GyMaxHble 418 MeAULUHCKONR
napoBoi, rasoBoi,  pagmalMOoHHON 7 BO3A4YLLHOW cTepununsauum MapKu
DGM  Steriguard®: TlakeT  OyMaXHbli1  camo3aneyaTblBatOLIMIACA  MJIOCKNIA»,
HoMep napTum 2/12, npoussegeH: 06.12.16, nponssoactea DGM Pharma-Apparate Handel
AG, LBeiuapus, nsrotosneHo: 000 «AM ®APMA ATNMAPATE PYC», 142105,
MockoBckasi 0651acTb, r. Mogonsek, yn. bonbwana CepnyxoBckas, 57 A, permctpaumoHHoe
yaoctoBepeHme Ne dC3 2009/03805 ot 24.08.2016, CpOK AeACTBUSA HE OrpaHUYeH, B CBA3M C
HECOOTBETCTBMEM  CBEAEHUAM,  COAepXawuMmcsd B KOMMJEKTe  PerucTpauumoHHOM
OOKYMEHTaLMmM (CM. MPUIoXKeHMe).

depfepanbHan cnyxba No Hag3opy B chepe 34paBOOXpaHEHUA MpeaaraeT cyobekTam
obpalleHnsa MeAUUNHCKUX U3[EeNNiA NPOBECTM MPOBEPKY HaNN4YMA B 06paLleHM YKa3aHHOro
MeAULMHCKOro u3fenusd, B YCTaHOB/EHHOM MOpAAKe TMPOBECTM MeponpuaTva Mo
npefoTBpaLLeHNIO obpalLeHuns Ha TeppuTopuun Poccuiickoit depepauyunm
Hef00pOKaYeCTBEHHOI0 MeAUUMHCKOro u3genusa v 0 pesynbTatax MpovHgopMMpoBaTthb
COOTBETCTBYIOLLNIA TeppuTOpUanbHbIA opraH Poc3gpasHagsopa.

TeppuTtopuanbHbiM  opraHam  Poc3gpaBHajs3opa  NPOBECTVM MeponpuaTUs B
COOTBETCTBUM C MNOPAAKOM, TMpPefyCMOTPeHHbIM ALMUHUCTPATUBHBLIM  PernameHToM
defepanbHOl  CnyObl MO HaA30py B cepe 34paBOOXPaHEHUS MO UCMONHEHWUIO
rocyapCTBeHHOM (OYHKUMW MO KOHTPO/K 3a obpaleHMeM MeAUUMHCKUX U3LeNnin,
yTBepXXAeHHbIM npukazom MuH3gpasa Poccum o1 05.04.2013 Ne 196H.

3a HapyweHuss B cepe o06paweHns MeAUUUHCKUX W3LeNnuin  npefycmoTpeHa
aAMWHUCTPATMBHAs OTBETCTBEHHOCTb COrMacHoO CTaTbaM 6.28 1 6.33 «Kogekca POCCUINCKOM
depepaumm 06 aAMUHUCTPATUBHBLIX NPaBOHaPYLLIEHUAX», & TaKXKe yCTaHOB/IEHA YrooBHas
OTBETCTBEHHOCTb 3a oObpaweHne (anbCUPUUMPOBaHHbIX, HeL0OPOKAYECTBEHHbIX W
He3aperncTPpUpoBaHHbIX MEAULMHCKUX W3AeNniA  cornacHo cratbe 238.1 YTO0M0BHOrO
Kofekca Poccuiickoin degepauuu,

MpunoxkeHwe: Ha 2 N. B 13K3.

PykoBoauTesnb M.A.Mypallko



MpunoxeHue K nucsMy Poc3apaBHaza3opa

oT

Ta6n|/|u,a ConocTtaBneHNA NMNapamMeTpPoOB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMM/EKTE
DEFMCTpauMOHHOM OOKYMEHTaL WK, C napaMmeTpamMmm n XapakTepnctnkamm 06pa3LI,OB
BbIABNEHHOIO MeANLIMHCKOIo N3aenmnAa

CpaBHuBaeMble
cBefeHmA/napameT pbl

MecToO
npous3BOACTBa

Mapkuposka
Tun/pasmep

L npruHa nonocel
K/1eeBoro cnos

MNoOTHOCTL Bymarm

KomnnekT perucTpaLMoHHOM
JOKYMeHT aumu
(perncTpaymMoHHOEe YAOCT OBEpeHUe
No ©C32009/03805 oT 24.08.2016,
CPOK AENCTBMUA He OTPpaHUYEH)

MecTo npou3BoACTBa:
000 «4AI'M PAPMA-
AITIAPATE PYC»
142105, MockoBcKas 06/1aCTb,
r. Mogonbek, yn. bonblLuas
CepnyxoBckas, 57a, ogmc Ne 5

75 MM x 150 mm go 300 MM X 450 Mwm
Ha MapK1poBKe A0/MKHO ObITb:
250 MM x 320 Mwm

YNaKoBKW [0/MKHbI COOTBETCTBOBATb
XapaKTepUCTUKAM M3roTOBUTESS UK
NpPoV3BOANTENS B YaCTU LLMPUHBI
K/eeBoro c/10si, MPOYHOCTU Ha
npogasAMBaHve WImn NpPoYHOCTU
CK/IeMBaHMS:

Monoca Ana TepmMocBapUBaHUS
npeacTaBnsieT coboii nonocy 6enoro
LBeTa
LLMPVHOA 12 MM, BblAeNeHHYHO Mo
boKaM YepHbIM LIBETOM /151
onpeaeneHns
MecTa TepMOCBapyBaHWSI.

MakeTbI NI0cKMe
camo3sareyaTbIBatoLLI; Vecs
M3roTOB/EHbI 13 CMeLMabHON
6enoii 6ymaru nioTHOCTLIO 60 /v,
NMEOT K/IeeBYHO MOJIOCKY /151
camo3areyarbIBaHWUs 1 Mosocy Anis
TepMOCBapMBaHUS.

O6pasubl BbISABNEHHOTO
MeguumnHCKoro nsgenusa A, B, C,
D.E,F, G 4 1,7

Ha MapKumpoBKe:
M3rotoBuTesb:

000 «4AIrM ®APMA
AlNMAPATE PYC»
142105, MocKoBcKasi 06/1aCTb,
r. Mogonbek, yn. bonbLuas
Cepnyxosckas, 57 A

250 m x 320 mm

LLiInprHa nonocbl aAns
TepMocCBapyBaHUA BblaesieHHas
Mo 60Kam YepHbIM
L|BETOM MpeacTaB/ieHHbIX
006pasLoB:

A -15,2 mv;

B - 15,0 mm; C - 15,0 mim;
D - 155 mm; E - 15,0 mm;
F- 15,0 mm; G- 15,0 mv;
H - 15,0 mv; | - 15,0 mm;
J- 155 mwm.

A -57,9 /vy, B - 55,5 riwy;
C-58,1 r/m; D - 56,9 r/m,
E-56,1 r/m;, F-56,8 riw,
G-55,7 i\, H-57,1 rim,
1-57,3 r/m; J - 57,9 i/



Ha BHelLIHelh CTOpOHe NaKeToB
[0/HKHbI ObITb HAHECEHbI CrIeAYHOLLIME
0003HaYeHs:

* 3HaK B BUJE NepPeyepKHYTOM BONKM
B Kpyre, CBUAETENIbCTBYOLLNIA O
HeoNyCTUMOCTM MOBTOPHOIO
NCMO/Ib30BaHMSA YMaKOBKY;

* HOMep eBponelickoro ctaHaapTa (EN
868-1&4);

* 3HaK CE;

* YKasaHue «He 1Cro/b30BaTb, ec/n
yraKoBKa MoBpeXaeHa»

MapKupoBKa nakeT OB

dopma 1 UBeT
WHANKAT OpPOB

* LIBETHble XMMUYECKNe NHANKATOPbI
1 knacca (no FOCT P NCO 11140-1-
2009 «XnmunyecKme NHANKaTOPbI.
Uactb 1 O6LLme TpeboBaHMA»)

B BUJe MPSIMOYTO/IbHVKOB;

- /11 NapoBOro MeToa CTepU3aLIn
- )XeNTTOBATO-3e/1eHOr0 LiBeTa ¢
MOSICHEHVEM O TOM, YTO Moc/ie

NapoBOM CTEPUNN3ALIMN OH
CTaHOBUTCSI KOPUYHEBBIM;

- NS BO3AYLUHOI0 MeToAa
CTepuUM3aLMm - KPacHOro LIBETA, C
NOSICHEHWEM O
TOM, YTO MOC/Ie BO3AYLLIHOM
CTepuM3aLMmn OH CTaHOBUTCS
YXENTbIM.

A B CDEFGHIJ

3HaK OTCYTCTBYET

OTCYTCTBYET HOMEP
eBPOMeicKoro cTaHaapTa;
oTcyTCTBYET 3HaK CE;
OTCYTCTBYET YKa3aHuvie «He
1CMO/L30BAaTh, EC/IN YMNAKOBKa
MoBpeXXaeHa»

A B CDEFGHIJ
- BCE MHAMKATOPbI MMEOT

Kpyrnyto gopmy.

A B CDEFGHIJ
VHhopmaLmst 06 M3MeHeHUn
LIBETa MHAMKaTOpa nocsie
CTEpUM3aLIN -
yKazaHa Ha nakeTe
- NS NApOBOro MeToaa
CTepU3aLINN:
cepo-rony6oi UBeT Ao
CTEPUM3ALN 1 PO30BbIA, NMocie
eTepun3aLmn.

- N BO3AYLLHOI0 MeToaa
CTepu3aLmn:
Cepo-rony6oi UuBeT Ao
CTepuIn3aLmn 1 6eXxeBbIi, noene
cTepunn3aLmn



