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UrpasbHbI UPEKTOP
HIIM «[MaH3Ko»
LLlenknHa HO.B.
20™ T,

NHCTPYKLMS 1O NPUMEHEHUIO
MEAMLIMHCKOr0 U3Aenns Ans AMarHoCTUKK in vitro
dunKonna pacTeop
no TY 20.59.52-018-45171785-2017

(BBOAUTCA BMepBble)

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM



1. HaumeHoBaHMe MeAMUMHCKOIo W3-
fenus.

dukonna pacteop no TY
20.59.52- 018-45171785-2017

W3penne BbinyckaetcA no TY
20.59.52- 018-45171785-2017 B Tpex Ba-
praHTax UCMONHEeHNS:

- ®ukonna pacteop, KaT. Ne P053,
100 mn;

- ®ukonna pactsop, Kat. Ne PO5S3E,
100 mn;

- ®ukonna pacteop, Kat. Ne POS0E,
500 mn.

BapnaHT wucnonHeHna ¢ Kat. Ne
P053, 100 mn BbinyckaeTcs B CTEPW/Ib-
HbIX, MpPO3payHbIX, BGeCUBETHbIX (naKo-
Hax UWIMHAPWUYECKOW (DOpMbl, M3roToB-
NEHHbIX U3 MONN3TU/IeHTepedTanara,
repMETUYHO YKYMOPEHHbIX CTepPU/bHbI-
MW, BWHTOBbLIMW, OAHOKOMMOHEHTHbLIMU
KpbILLKaMX C KOHTPO/IEM NEPBOr0 BCKPbI-
TWUA, W3rOTOB/IEHHLIMW W3 MONNITUNEHA
BbICOKOI0 faBneHus. BbicoTa (hiakoHa -
111,5 mm, gnametp - 46,7 MM, rop/sioBuHa
- 28 MM. [uameTp KpbllWeK - 28 MM.
®dnakoHbl N YKYMOpo4Hble cpefcTBa M3-
rotoenieHbl 3A0 «[lain-Komnnekr» (Poc-
cua) no TY 22.22.14-007-95202676-
2017. ¥YnakoBo4yHaa Tapa npowusia rocy-
fapcteeHHyto peructpaunio (PY Ne P3H
2018/7636 ot 24.09.2018). Cucrtema me-
HemKMeHTa KavecTBa 3A0 «[laii-K» pas-
paboTaHa, BHeApeHa v NoALepXMBaeTcs B
cooteeTcTBMe C TpebosaHusmu FOCT P
NCO 9001-2015 (PerncrpayMoHHbIA HO-
mep POCC Ku.MCIl. KO1198 ot
27.02.2017 ).

BapnaHT ucnonHeHua ¢ KaT. Ne
PO53E BbinycKaeTcA B CTEPU/bHLIX, MPO-
3payHbIX, 6ecUBETHbIX, rpagyMpoBaHHbIX
(hnakoHax MPsSIMOYro/ibHON (hOpMbl, U3ro-
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TOBJIEHHbIX W3 MONNITUNEHTEpedTanaTa,
repMeTUYHO YKYMOPEHHbIX CTepUbHbIMU
Ko/fnaykamm W3 Mosin3TU/IeHa BbICOKOI0
[laBMIeHNa N TepmMoyCcaf0uHbIMK KoJinau-
Kamn, obecrneymBaloWMMN  KOHTPO/b
MepBoro BCKpbITUSA. BbicoTa (hnakoHa -
105,2 mm, guameTp - 52,5 MM, FTOp/I0BUHA
- 34 mMm. [OunameTp Konnavka - 34 MM.
®nakoHbl U KOMMayknW MPOU3BEAEHbI
KomnaHuein «CIJ1 Naing CaiteHc Ko.,
N1o» (Pecny6nvnka Kopes). YnakoBoYHas
Tapa npowsia rocyAapCTBEHHYH peru-
ctpaymio (PY Ne &®C3 2009/04712 ot
29.12.2018). KoHTponb kKayectBa «Cl1/1
Naiid CalieHc Ko., JITa» COOTBETCTBYET
cTtaHpaptam 1SO 9001.

TepmoycafiouHble Konnavku (6e-
NblA, AEeKOPaTUBHbIN), M3rOTOB/EHbI KOM-
NnaHnen «Penepkan» M3 Tepmoycago4vHow
MBX-NnéHkun, TonwmHon 70 MKM, npo-
nsegeHHon OO0  «[oH-Monnmep»
(Poccua) no TY n T3
P.477.86893.07774.001 TO.

BapnaHT uncnonHeHma c kKaTt. Ne
POS0E BbinycKaeTcs B CTEPUSIbHbLIX, MpPO-
3payHbIX, 6ecUBeTHbIX, rpagynpoBaHHbIX
(hnakoHax MpPsIMOYrofibHOM (hOpPMbl, W3-
rOTOBJIEHHBIX W3 MONU3ITUNIEHTEpedTana-
Ta, FTeEPMETUYHO YKYMOPEHHbLIX CTEPW/Ib-
HbIMWU KOMMavykamu K3 MosvaTuIeHa Bbl-
COKOro faBfeHns 1 TepMoycafOo4HbIMU
Konnaykamu, obecrneyvBarOUMM  KOH-
TPO/ib MEpPBOro BCKPbITUA. BbicoTa (hna-
KoHa - 1735 mm, anametp - 77,6 MM,
ropnosvHa - 34 MMm. [uameTp Konnayka
- 34 MMm. PnakoHbl U KOMMaykn npous-
BefieHbl KomnaHuein «CIMJ1 Naingy CaideHc
Ko., NTa» (Pecnybnuka Kopes). ¥Ynako-
BOYHaA Tapa npoLuna rocyfapCTBeHHYHo
peructpaymio (PY Ne ®C3 2009/04712
oT 29.12.2018). KOHTponb Ka4yecTBa



«CIJ1 Naing CarteHc Ko., JITa» cooTBeT-
cTByeT cTaHgapTtam 1SO 9001.

TepmoycaflouHble Konnayku (6e-
Nbli1, LeKOPaTUBHbIA), U3roTOB/IEHbI KOM-
naHuen «Penepkan» nU3 TepMOyCaf0o4HOM
MBX-nnéHkn, TonwmHon 70 MKM, npo-
nsgegeHHon OO0  «[oH-TMonnmep»
(Poccua) no TY 7 T3
P.477.86893.07774.001 TO.

B 3aBucumocTM OT BapuaHTa WuC-
nonHeHua @PuKonia pacTsop MNOCTaBsA-
eTCsa B CNefyHoLLeil KOMNIeKTaLmm:

- ®dukonna pacteop, Kat. Ne P0O53,
100 mMn - BO (hnakoHe UMANHAPUYECKOMN
(hopmMbl BMECTUMOCTbIO 125 M, KpaTKoe
PYKOBOACTBO rno npumMeHe-
HUIO/MHCTPYKLUMA MO MPUMEHEHUIO, nac-
NOpT Ha cepuio;

- ®dukonna pacteop, Kat. Ne POS3E,
100 mn - B rpagyvpoBaHHOM (hnakoHe
NPSAMOYronbHOW (POPMblI  BMECTUMOCTbLHO
125 M, KpaTKoe PYKOBOACTBO MO Mpu-
MEHEHUIO/VHCTPYKUMA MO NPUMEHEHUIO,
nacnopT Ha cepuio;

- ®ukonna pacTtBop, Kar. No
PO50E, 500 mn - B rpagynpoBaHHOM (h/ia-
KOHE NPsSMOYro/ibHO (POPMbl BMECTUMO-
CTbto 600 M, KpaTKoe PYKOBOZACTBO MO
NMPVMEHEHUIO/MHCTPYKLUNA MO NpPUMEHe-
HWIO, MacrnopT Ha Cepuio.

2. lNpounssogutens MeguLMHCKOIO U3-

fenvs.

OO6LEeCTBO C OrpaHNYEHHON OTBET-
CTBEHHOCTbIO «Hay4Ho-
NMPOV3BOLCTBEHHOE npeanpusaTune
«MaH3ko» (OO0 HIM «[lMaH3Ko»).

FOpnanyecknii agpec: Poccuitickas Pe-
Aepauuna, 115582, r. MockBa, yn. fAceHe-
Bas, 4.6, kB.303.

Ajpec npounssofcTsa: Poccuiickaa Pepe-
pauusa, 142712, MocCKOBCKas 06/1acCTb.
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JTeHVUHCKUI MyHULMNaNbHbIA paiioH, ro-
pofcKoe noceneHne [opkn JleHMHCKWMe,
nocefnok [opku JIeHUWHCKUE, MNPOMbILL-
NeHHas 30Ha «TexHonapk», npoesq WH-
HOBaLMOHHBbIW, CTPOEHNe 1
a/pakc: 8-800-550-72-31
E-mail: info@paneco.ru
3. HasHauyeHne MefuUWHCKOro nsgenus
N NOTeHUMabHble NOTPEGUTENN.

dukonna pacTteop npefHasHayeH
NS BblAENEHUSI U3 LEeNIbHOM KPOBM Yeno-
BEKa K/IETOK MNMOTHOCTbO MeHee 1,077
r/c®. ®ukKonna pacTBop WCMNOJMb3yeTcH
AN AMAarHoCTUYeCKMX M GUOTEXHONOMU-
YecKuX Lienei.

dukonna pacTteop npefHasHayeH
ANS UCMONb30BaHWA — MeAULUHCKUMMN
cneymanncTamm KIIMHWKO-
ANArHOCTUYECKNX nabopaTopuii, Hayu-
HbIMW COTPYLHMKaMW C BbICLLUMM WU Cpej-
HUM cneuunanbHbIM 06pasoBaHUeEM, MNpo-
lWegWnMK cneymanbHyro NoaroToBKy.
4. ®YHKUMOHaNbHOE HasHayeHue Me-
AVUMHCKOr0o nsgenus.

dukonna pacTeop fABAAETCA BCMO-
MoraTe/lbHbIM CPeACTBOM A1 AMarHo-
CTUKW in vitro N npefHasHayeH ANS Bbl-
[eNeHns 13 LefbHOM KPOBM 4enoBeka
KNeTOK MJIOTHOCTbIO MeHee 1,077 r/em®
A5 UX NOC/eAYHoLLEero UCrnonb3oBaHNA B
nabopaTopHbIX N OUOTEXHONOTMYECKUX
Lensx.
4.1. NokKasaHUA K NPUMEHEHNIO.

dukonna pacTteop npefHasHauyeH
4N WCMOSIb30BaHUS B NleyebHo-
NMPOUIAKTUYECKNX, ANArHOCTUYECKNX U
Hay4HO-UCCNe0BaTENbCKMUX  yupexje-
Hnax. Mcnonb3oBaHne dukonna pacrtso-
pa OCYLLecTB/seTCa B COOTBETCTBUM C
NHCTPYKLMEN MO NPUMEHEHUIO U3JeNNS.



4.2. TlpoTMBOMNOKa3zaHUA K MNpUMeHe-
HUIO.

dukonna pacTtBop He UMeEET HeMo-
CPefACTBEHHOI0 KOHTaKTa C Ye/0BEKOM C
NeyebHON UM AMArHOCTUYECKON LIeNbHo,
B CBfA3W, C YeM OTCYTCTBYHT MO6GOYHbIE
[ENCTBUSA, BbISIBNIEHHbIE OMAacHOCTM U
MPOTUBOMOKA3aHNA K ero NnpuMeHEHUIO.

MpuMeHeHe MeAULMHCKOIo Un3-

[eNna He 3aBMCUT OT NOMYMALUNOHHBLIX W
feMorpanyeckmnx acrekTos.
5. PUCKM MpUMEHEHUA MeAULMHCKOro
n3penvsa, NPoTUBOMNOKa3aHUA, 0XXupaa-
emMble 1 npeackasyemble MOBGOYHbIE
a(heKTbl, CBSA3AHHbIE C NPUMEHEHWEM
MeAULMHCKOro mn3genna no HasHaue-
HUO.

duKonna pacTteop COOTBETCTBYET
obwmm TpeboBaHMAM 6e3onacHocTH. Bee
KOMMOHeHTbl ®PuKosNa pactsopa B UC-
MONb3yEMbIX KOHLEHTpaumsax SBASKOTCA
HETOKCUYHBIMW N HE UMEKT KOHTaKTa C
opraHn3MoM 4esoBeka.

PaboTa c m3fenvMeM [LO/MKHA Mpo-
BOAMTLCSA B COOTBETCTBMM C HACTOSLLEW
NHCTpyKLMen No npumMeHeHnto. B coot-
BeTCTBMM C [lpaBunamu Hagnexatlen
KMHNYECKOW 1 NabopaTOPHOM NPaKTUKM
BCE MaHUnynauuu ¢ ®rukonna pacTsopom
NMPOBOAATCA B acenTUYECKMX YCNOBUAX C
MCMNONb30BaHNEM MeAULMHCKOW OfHOpa-
30BOI CTepUNbHOM ofex/abl (Lanouyka,
Macka, xanaT) U O4HOPa30BbIX MeLMULMH-
CKMX NepyaTok.

6. TeXHNYeckne XxapakTepucTuKn Mme-
AVUMHCKOro nsgenus.

- BHewHwnIA Bug: npo3spayHas 6ecuBeTHas
XUAKOCTb 6e3 onasieCLeHL N 1 0CafKa;
-pH; 7,0-7,5;

- OcmonapHocTb: 280£20 mOcmons/n;
-MnotHocTb: 1,077+0,001 r/cvw”;
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- CTepuibHOCTb: CTEPUSIEH;

- CoflepXaHne GakKTepuasbHbIX 3HLOTOK-

CUHOB <0,125 E3/mn.

6.1. OnuncaHne 1 NPUHLMN AENCTBUS.
duKonna pacTeop npeacTasnseT

c06O0W roToBbI K UCMO/b30BAHUIO CTe-

PUNbHbIA pacTBop nonuncaxaposbl 400,

ANaTPU30€BOM KUCNOTbI, MEryMUHA U

rMAapoKcuaa HaTpus B AeMOHN3NPOBaAH-

HOI BOfE.

MpegHa3HayeH A41a 04HOKPATHOro
npuMeHeHuns. dukonna pacTeop NUCMNoJsb-
3yeTcsl B Ka4ecTBe rpagueHTHON cpefbl
019 BblJe/IEHNS K/IETOK MNOTHOCTbIO Me-
Hee 1,077 ricw™.

7. Cnocob npumeHeHus.

Onsa  BblgeneHus  1MMQOUUTOB
Lle/IbHYK0 KpOBb pa3baBnfoT B COOTHO-
weHnn 1.1 6ydepHbiM pacTtBopoM PBS
6es Ca"™\ (vnn pacTtBopom DPBS
6e3 G, Mg™). lMocne aToro pasbas-
NEHHYI KPOBb Hac/faumBarT Ha dPukonna
pactBop (13 pacyeta 1,5 o6bema Kposu
Ha 1 o6bem duKonna pacTeopa) U LEH-
TpudyrupytoT B TeveHne 30 MWH npu
4009 n Temnepatype 18 °C - 20 *C.

Mocne ueHTpUGYyrnposaHns Mmo-
HOHYKNeapHasa (pakumns KneToK KpoBK
obpasyeT 6enecblii MEHUCK Ha rpaHuLie
«KpOBb/PUKONIA pacTBOP».

lMocne BblgeneHUsa KNeTKU cobu-
palT 1 OTMbIBAOT B NUTATE/IbHOW cpefe
ANS fabHeLwero KynbTMBMpoBaHus.

8. TpaHcnopTuMpoBaHMe XpaHeHMe,

aKcnayarayms,

8.1. TpaHcnopTnpoBaHue.
TpaHcnopTnUpoBaHue dukonna

pacTBopa AO0/HKHO MPOU3BOAUTLCA MpU
Temnepatype ot 4 po 30 B COOTBET-
cteue ¢ CI1 3.3.2.3332-16 Bcemn BnaamMm
KPbITOro TpaHCcnopTa, COrnacHo ¢ npasu-



namMmy  NepeBO30K, [ENCTBYHOWUMU Ha
TpaHcropTe faHHOro Buaa. Bo Bpems
TpaHcnopTupoBaHua ®uKonna pacTeop
LO/MKeH OblTb 3alMLLEH OT UCTOYHUKOB
Tenna.

dunKonna pacTeop, TPAHCNOPTUPO-
BaHHbI C HapyLLUEHMEM TeMMepaTypHOro
pPeXunma, MPUMEHEHUIO He MOLNEXMNT.

8.2. XpaHeHue.

XpaHeHne dukonna pacteopa
[,0/1XHO MPOU3BOAMTLCA B YNaKOBKe
npeanpuAaTUA-U3roToBUTENA NPU TeEMIMe-
paTtype oT 4 no 30 °C. pu XpaHeHUn
duKonna pacTeop AO/MKEH ObITb 3aLM-
LLEeH OT BO3AeNCTBMA Tensa n NpPAMbIX
COJTHEYHbIX yYel.

dunkonna pactTeop, KOTOPbIA Xpa-
HW/CA C HapyLUeHNeM perfiaMeHTupo-
BaHHOI0 PeXxxmMma, NPUMEHEHUIO He Noj-
NEXUT.

8.3. ¥YKasaHua no akcnayaraymm
®urKonna pacTBop JO/HKEH Mpume-
HATLCA COr/IaCHO HACTOSALLEA UHCTPYK-
UMM MO MPUMEHEHNIO, YTBEPXXAEHHON B
YCTaHOBNEHHOM MOPAJKeE.

Mepes HayasioM paboTbl HEOOXO-
AUMO:

- 03HaKoMWUTbCA C [lacnopToM Ha
MeAUUMHCKOe u3genve n usyunTtb WH-
CTPYKLUIO MO NMPUMEHEHNIO;

- ybeanTbca B roTOBHOCTU K pabo-
Te MOMELLEHUA, HaIMYUN HEeOBXOoANUMbIX
peakTuBOB, MarepuanoB M 060pynoBa-
HWS;

- ybeanTbCA B COOMOAEHUN YCNO-
BUIA TPAHCMOPTUPOBAHUA N XPaHEHNS;

- NPOBEPUTbL CPOK FOAHOCTU n3ge-
ns;

- ybefnTbCA B LIEJIOCTHOCTM Yyna-
KOBKM ((h/lakOHa) M KayecTBe €ero ykKy-
MopKM;
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- OLEHUTb MapKMPOBKY M3[enuns Ha
COOTBETCTBMUE;

- OUEHWUTb Mn3fenue Mo BHELHUM
MPU3HaKaMm Ha COOTBETCTBME 3afB/IEHHO-
MYy MPOVN3BOANTENEM BHELUHEMY BHziy.

durkonna pacTsop crepuneH. Bo
n3bexxaHne KOHTaMUHaLMKU MUKPOQIO-
POV OKpY>KaroLLeil cpefbl, BCKPbITHE
(hnakoHa 1 fanbHenwyo paboTy ¢ nsge-
IMeM Heo6X04MMO NPOBOAMUTL B acenTu-
YECKUX YCNOBUAX C UCMONb30BaHNEM Me-
ANLUVHCKOM 04HOPa30BON CTEPUbHOWA
ofexabl (LWanoyku, Macku, xanara) u
0[HOPa30BbIX MEANLMHCKUX MepyaTok.

durKonna pacTeop LOMKEH ObITb
MCcnonb3oBaH B TeyeHne 30 AHEN C MO-
MeHTa MepBOro BCKPbITUA (1akoHa npu
CO6GNIOAEHNN Haanexalmx yCnoBui
XpaHeHus nsgenus (TemnepaTypHbIi pe-
XUM 0T 2 o 8 ®C, BAann 0T UICTOUYHMKOB
Tenna).

durKonna pacTBoOp C UCTEKLLUUM
CPOKOM FOAHOCTU NPUMEHEHMIO He Nofa-
NEXMWT.

9. OnncaHne NpuHaaneXXHocTen [ve-
ONUMHCKOI0 n3fenus.

dukonna pacTBop - TrOTOBbIA K
MCMOMb30BaHUIO CTEPUIIbHBIN PacTBop.
10. VIHhopMauns o Hanmumm nekap-
CTBEHHOI0 CpefcTBa, MaTepnanoB Ye-
JTOBEYECKOI0 MPOUCXOXAEHNSA B Mean-
UMHCKOM un3genunu.

durKonna pacTBoOp He COLEPXUT B

CBOEM COCTaBe /IeKaPCTBEHHbIX CPeACTB
M MaTepuanoB YesIOBEYECKOro Mpouc-
XOXAEHWA.
11. Hdopmauma o nopsake ycTaHOB-
KW, MOHTaXKa, HacTpOWKK, Kanunbpos-
KN N UHbIX OEACTBUAX, HEOOXOANUMBIX
AN BBOAAa MeAWLWHCKOro wn3nenvs B
aKcnnayaraymio.



Ona npumeHeHna dukonna pac-

TBOpa He TpebyeTcs yCTaHOBKA, MOHTaX,
HacTpOliKa, KaiMbpoBKa WM MHble NoA06-
Hble AENCTBUS.
12. TpeboBaHMA K MOMELLEHUAM, B KO-
TOpPbIX MpeanonaraeTcd YycTaHOBKa
(MOHTaX) MeAMUMHCKOro wu3genus, a
TaKkxe TpeboBaHWA K MOATOTOBKe WM
KBaMuUKaumunm nuy, OCyLLecTBAA-
WMX YCTaHOBKY (MOHTaX) MeAMLMH-
CKOro usgenusa (npu Hann4vum).

Pa6oTy ¢ ®ukonna pacTBOpPOM
HEe06X04MMO MPOBOAUTL B aCEMTUYECKMX
YCNOBMSX C UCMO/b30BaHWEM MeANLNH-
CKON 0[HOPa30BOI CTEPWUSILHON OfeX/bl
(wanouka, Macka, xanaT) 1 0AHOPa30BbIX
MEeANLMHCKNX NepYaTok.

dunkonna pacTeop npefHa3HayeH

AN UCMOMb30BaHUA  MEeAWLMHCKAMMU
crneynanncTaMm KAMHUKO-guarHocTmyec-
KX nabopaTopuil, Hay4YHbIMU COTPYLHU-
KaMn C BbICLUMM W CpefHVUM cneuuanb-
HbIM 06pa3oBaHMEM, MPOLUEAWNMMN Cre-
UManbHY0 NOArOTOBKY, MHCTPYKTaX MO
paboTe B acenTWYECKMX YCMOBUAX W
O3HaKOMMBLUMMUCA C VIHCTpyKumed no
NPUMEHEHNIO MEeLULMHCKOTO W3Aenns W
[MacnopTom KayecTBa.
13. VIHthopmauma ans npoBepku npa-
BUNbHOCTM YCTAHOBKN (MOHTaXka) Me-
OVNLUMHCKOrO W3Oenus U ero roToBHO-
CTU K 6e3onacHoin paboTe, aKcnayaTa-
LK.

Mcnonb3oBaHne u3genvsi He Tpe-
OyeT MOHTaX (YCTaHOBKY) W Apyrue no-
A06HbIE AeNCTBUA.

14. NH(opmaumsa 0 CTepusibHOM Co-
CTOAHUM MEAUUMHCKOro W3nenus, me-
TOLE ero CTepuaMsauum n o Nopsake
NENCTBUI B Cny4vae HapyLlleHus CTe-
PUNbHOW YNakoBkW (ecnn MeanuMH-
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CKOe wu3fenue nocTaBngeTca B CTe-
PWIbHOM BWAE) WNWN, ecnu MeauuMH-
CKOe Wu3genne nocTaBnsfeTcAa HecTe-
PU/IbHBIM, YyKaszaHWe Ha Heobxoau-
MOCTb €ro cTepunmsaumm nepeg wc-
NoNb30BaHMEM.

®uKonna pacTsop CTepwsieH, Npo-
N3BOAUTCA B aCENTUMYECKUX YCOBUAX
MeTOLOM CTepununsyoLLen ¢uabTpayum
yepes (uUIbTPblI C pasmepom nop 0,22
MKM.

B cnyvyae HapylweHuUa CTepUsIbHO-
CTU W3fenne LO/HKHO OblTb YTUAN3MPO-
BaHO, B COOTBETCTBME C TPeOOBAHUAMU K
yTunusaumm  MefuUMHCKUX  OTXOAO0B
Knacca A (3nnaemMnonornyeckm 6es-
onacHble oTxogbl) cornacHo CaHluH
2.1.7.2790-10.
15. NHdopmauusa o nopsake obpabot-
KU MeAVLMHCKOro wn3sgennsa pna ero
NMOBTOPHOIO0 UCNONbL30BaHUA, BKJ/IO-
4yas OYMCTKY, Ae3NH(EKUMIO, YNaKoB-
Ky U npy HeobxoaumocTW MeTof mMo-
BTOPHON cTepunusaumn (ecnu meam-
LWHCKOe u3genve npegHasHavyeHo A
MHOropasoBoro WCMnosib3oBaHus), a
TaKXXe KpPUTEPUN HENpPUrogHocTn Me-
AVUMHCKOIo wunsgenna pna npumeHe-
HKA.

dukonna pacTeop He MNOANMEXUT
MOBTOPHOMY MCMO/b30BAHMIO.

dukonna pacTeop He MNOLNEXUT
MCMONb30BaHUIO B C/lyvyae WCTeYeHus
CpoKa rogHOCTWU, MPU NOBPEXAeHUU Le-
NOCTHOCTM MEePBUYHON YynakoBKKU (dhna-
KOHa), Hecob/4eHnn YCNOoBUI XpaHe-
HUA W TPaHCMOPTUPOBKKU, MPU U3MeHe-
HUW LBeTa, MOABNEHUN 0CAAKa, a TaKxe,
npy NOABMEHUU NPU3HAKOB MUKPOOBUO-
NOTNYECKON KOHTaMUHaL MW,



16. VHd(opmaymsa, Heobxoanmas ans
NAeHTUPUKaLMM MeQULMHCKOro un3ge-
NN C Lenblo MosyvyeHns 6e30nacHoim
KOMOWHaUUN, 1 uHpopmaumns o6 um3-
BECTHbIX OrpaHW4yeHnsxX Mo COBMECT-
HOMY WCMNO/Ib30BaAHUIO MeAULMHCKNX
n3gennii (oNa MeauMuMHCKNUX U3LENNiA,
npegHasHayYeHHbIX A1  WCMo/b30Ba-
HWUA BMeCTe C ApYrMMn MeauLMHCKK-
MU n3genvammn u (Mnm) NpUHaaIeXKHo-
CTAMMN.

[aHHbIX 06 W3BECTHbIX OrpaHuye-
HUAX MO COBMECTHOMY WCMO/Ib30BaHUIO
duKonNa pacTesopa Her.

17. NHhopmaLuma o npupoge, Tune, a
Takxke (npn HeobxoaMmocTn) 06 WH-
TEHCMBHOCTU W pacnpegeneHnn unsny-
YeHUsA (9N1eKTPOMarHUTHOE, WOHU3K-
pytoLlee, WHOE) MeAWLMHCKOro wu3fe-
nma nocnocobax 3awuTbl noTpebuTe-
Nnein U TpeTbUX NNL OT HenpejHame-
PEHHOr0 W3Ny4YeHUs B MpoLecce 3Kce-
nayartauum  MeauLMHCKOro  M3fenus
(ecnn mMeguUMHCKOE u3fenvie co3faeT
OMacHbIN UM NOTEHLUMANLHO ONACHBbIN
YPOBEHb W3NYYEHUA NPU UCMOSIb30Ba-
HWWN MO Ha3HAYeHUI0).

B npouecce askcnnyataummn >du-
KOMna pacTBOP He CO3JaeT 3neKTpomar-
HWUTHOTO, VOHMW3MPYIOLLErO WAW WHOrO
N3NlyYeHWs N He OKasblBaeT BPELHOr0
BNUAHUSA Ha NOTpebuTenei.

18. lNpepocTepeXxeHna 1 Mepbl Npeno-

CTOPOXHOCTW.
®duKonia pacTBop COOTBETCTBYET
obwmm  TpeboBaHMSAM  6e30MacHOCTW.

Knacc noteHumanbHOro purcka npumeHe-
HUA n3genua - 2a.

Mpn paboTe C wm3denvem cnepyet
cobnogatb Cnefywouime Mepbl npego-
CTOPOXKHOCTH:
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- 3anpeLiaeTcs XpaHWTb U TpaHc-
NnopTUPOBaTh W3LeNMe C HapyLleHUsMM
pernameHTMpPOBaHHbLIX YCNOBWIA: C Hapy-
LeHVeM TeMMNepaTypHOro pexuma, B
HenocpeAcTBeHHOW 6/M30CTU K UCTOY-
HWKaM Tenna v Npu 4ANTeNbHOM BO3Ael-
CTBUM CBETE;

- duKonna pacTBop He MOANEXMUT
MCMOMb30BaHUIO B C/lydae WCTeYeHUs
CPOKa roAHOCTK, MpPU NOBPEXAEHUU Le-
NOCTHOCTM MNepPBUYHON ynakoBKu (na-
KOHa), Hecob/M[eHMN YCNOBUIA XpaHe-
HUA W TPaHCNOPTUPOBKU, NPU U3MEeHe-
HWUW LBeTa, NOABNEHUN 0cajka, Mpu3Ha-
KOB MWKPOOGMONOrMYecKoW KOHTaMUHa-
Umn.

OCTOpOXXHO.

3anpeLleHo Ucnonb3oBaTh nsgenve

He N0 Ha3HauYeHuHo.
19. MMpegynpexgeHusa n (Man) mepbl
NpPefoCTOPOXKHOCTKN,  NpeanpuHMUMae-
Mble NOTPebuTenieM NpPU MNPUMeHeHUN
MeANUWHCKOTO N3fenus, cofepxallero
NeKapCTBEHHOE CPeAcTBO ANA  Mefu-
LUWHCKOTO TMPUMEHEHUsa, MmaTtepuan
XUBOTHOrO © (U1K) YesioBEYECKOro
NPOUCXOXJEHWA, MaTepuanbl, KOTO-
pble ABNAKTCA KaHLEepOoreHHbIMN, My-
TareHHbIMWU WM TOKCUYHbLIMU, BO3-
MOXXHOE BblJefIeHe WU BbiMblBaHUE
KOTOPbIX MPUBOAMT K CeHCubunmsa-
UMK, annepruyeckon peakumm wnm
oTpuLaTenbHO BAUAET Ha Penpoayk-
TUBHYIO (PYHKUMIO.

duKonna pacTBOp He COAEPXUT B
CBOEM COCTaBe JIEKapCTBEHHbIX CPEACTB,
maTepuasoB >KMBOTHOrO MPOUCXOXAe-
HUS,, MaTepuanoB, KOTOpble SBAAIOTCA
KaHLLePOreHHbIMW, MyTareHHbIMU UK
TOKCUYHbIMW, BO3MOXHOE  Bblfe/eHue
AN BbIMblBaHWE KOTOPbIX MNPUBOAUT K



CEHCUOUNN3aLMKN, annepruyeckoin peak-
LUMKN B pe3ynbTaTe Aa/bHENLIero ncnonb-
30BaHUA U3LeNns.

dunkonna pacTBOp He SBASETCA NO-
)Xapo- M B3pbIBOOMACHLIM, He 06nagaet
a(h(heKTOM HaKOMNeHMS.

Mpu cobnogeHnn TpeboBaHMin 6e3-
onacHocTu ®ukonna pacTtBop Mpu Xpa-
HEHWUW, TPAHCMOPTMPOBaHMM, 3KCMyaTa-
UMM 1 yTuUamMsaunum He okKasblBaeT Bpeja
Ha OKPY>XaloLLylo MpUPOAHYIO Cpeay,
340POBbE M FEHETUYECKMIA (hOHS YenoBe-
Ka.

20. TMpegynpeuwleHns n (uam) Mepsbl
NPeAoCTOPOXKHOCTH,  NpeanpuHUMae-
Mble MOTpebuTenem npu yTuaMsauun
MeAVUMHCKOro u3genusa, npuHagnex-
HOCTE N pacxofHbIX MaTepuanos, uc-
MoNnb3yeMbiX BMeCTe C Hum (npw
HaM4nKn), BKNKOYas CBefeHUA 00 WH-
(heKLNOHHOIN, MUKPOBHOW, 3KoNornye-
CKON UNn (h13NYeCcKorM OnacHOCTU Me-
OVLMHCKOrO nsgenus.

®unkonna pacTBop He ABNAETCA TOK-
CUYHbBIM M He ob6nagaetT 3pdekTom
HaKOIMaeHn4.

Ecnn yTunmnsaums nposogmTcs C

YYETOM TpeboBaHWUn 6e3onacHocTn, Pu-
KOMna pacTBOp He OKasblBaeT Bpefda Ha
OKPY>XaloLLyto cpefy, 340pOBbe W reHe-
TUYECKNIA (DOHJ, YenoBeKa.
21. 'H(hopmanma 06 06¢cToATeNbCTBAX,
NPy KOTOPbIX MNOTPebuTenb [LO/KeH
MPOKOHCYNbTUPOBATLCA C MEAULMH-
CKUM paboTHNKOM.

dukonna pacTBop npefHa3HaYeH
ONS UCNOMb30BaHWUA — MEAULMUHCKUMMN
cneynanncTaMm KAMHUKO-guarHocTmyec-
K1X nabopatopwuii, Hay4HbIMW COTPYLHU-
KaM/ C BbICLUMM W CpefHVMM cneuuasb-
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HbIM 06pa3oBaHVeM, MpoLIeAWMN chne-
LUWasibHYI0 MOATOTOBKY.

22. VIHhopmauma o0 nepsoHava/ibHOM
BbIMYCKE MWW MNOCNegHEM MepecMoTpe
aKCMayaTaLUWUOHHOW AOKYMEHTaLUN.

[laTa yTBEpPXAEHUS WUHCTPYKUUU
no npumMmeHeHnto ®ukonna pacTeopa:
25.05.2021 .

23. Mopagok 1 ycnosus yTuamMsauunm
MeULUVHCKOro nusgenus.

MeanuymnHckoe wunsgenne dukonna
pacTBOp [AO/MKHO 6bITb YTUIN3MPOBAHO
cornacHo CaHlluH 2.1.7.2790-10 B no-
pALKe npeaycMOTPEHHOM Ansi OTXOZ40B
KnaccoB A u b.

dukonna pacTteop C MUCTEKLIUM
CPOKOM T[OAHOCTW, C HapyLleHVEM Le-
NOCTHOCTM W/MNX repMeTUYHOCTM  Mep-
BUYHOI yNakoBKM ((hnakoHa), C HapyLle-
HUEM YCNOBUIA TPaHCMOPTUPOBaHUA WU
XpaHeHus,, ¢ npu3Hakamun MUKpobrono-
FMYECKON KOHTamMuHauuu, npu nossne-
HWM 0cajKa, He MCMNOMb30BaHHbIA Moc/e
BCKPbITUA  YNAaKOBKW, MOABepriniics
AINTENbHOMY BO34EMNCTBUIO COJTHEYHOTO
CBeTa Wnn Tenna yTUIM3NpPyT B COOT-
BETCTBMe C TpeboBaHMAMU K YTUIM3ALUN
MeAMLMHCKUX OTX0A0B Knacca A (anu-
AEMMONOTMYECKN 6e30MmacHble 0TXO04bl).

YTtunuzaunio  Pukonna pacteopa
nocne B3aMMOAENCTBUS C KPOBbIO Yeno-
BeKa, OCYLLEeCTB/AT B NopsgKe, npeny-
CMOTPEHHOM [N OTX0f4oB Knacca b
(3NMAemMMoNornyYecky onacHble 0TXodbl).

Ynakoska ®ukonna  pacTteopa
(dbnakoHbl) nocne KUCNOAb30BaHMA MO
Ha3HaAYeHUIO OTHOCUTCH K OTX04aM Knac-
ca A 1 yTuausmpyetca ¢ 6bITOBbIMU OT-
Xo4amu.



24. ["'apaHTNN N3roTOBUTENS.

N3rotoButens - OO6LWECTBO C
OrpaHMyeHHoM OTBETCTBEHHOCTbHIO
«Hay4HO-Npon3BOACTBEHHOE MpeAnpus-
e «lMaH3ko» (OO0 HIMIM «lMaH3Ko»)
rapaHTupyeT cooTteeTcTBME  PuKoNNA
pacTsopa no TY 20.59.52-018-
45171785-2017 3asB/eHHbIM CBOWCTBaM
B TeYEeHMe CpoKa rogHoCTK, Npu ycoBum
cobnoeHns noTpedbuTenemMm BCEX PEKO-
MeHJAUNA Nno XpaHeHWt, TPaHCMopTu-
POBKE W 3Kcnayarauyumu wusgenus, ycra-
HOB/IEHHbIX TEXHNUYECKMMU YCNOBUAMUN W
WHCTPYKUWEN NO NPUMEHEHUIO.

OOO HIIM «[MaH3K0o» rapaHTupy-
eT, 4YTO TroToBas MPOAYKUMA npoLisia
HagnexalwuMii KOHTPONb KayecTtBa U 6e3-
OMacHoCTK.

25. CpoK rogHocTu.

CpoK rofHoOCTM  MEAULMHCKOro
n3fenusa cocTtasnfeT 24 mecdAua C AaTbl
M3roTOBNEHMSA NpU  COBNIOAEHUN  BCEX
YCNOBWIA TpaHCNOPTMPOBaHUSA, XpaHeHUs
U aKcnayaraymm.

Cpok rogHoctM u3genua nocne
MepBUYHOI0 BCKPbITUS YnakoBku (hna-
KoHa) cocTtaBnseT 30 pAHel C  [aTol
BCKPbITUA MpXU  CTPOroM CO6/OAEHNM
HagneXxalwmx YCNnoBuin XpaHeHus (Tem-
nepaTypHbliA pexkum ot 2 go 8 “C, Baanu
OT UCTOYHMKOB Tenna).

Peknamauuy HanpasnsaTb Mo agpecy:
Poccuiickaa degepauns, 115582,

r. Mocksa, yn. fAceHesasd, 4.6, kB.303.
A/pakc: 8-800-550-72-31
AnekTpoHHasa noyta: info@paneco.ru
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Cero  npoHyMepoBaHO,  MPOLIHYPOBaHO U

NIeHOo neyatbio 3 cTp.
aa 2021 r.

‘bHbl i gupekTop .mi A

jjn n «MaH3Ko» LW enknHa HO.B.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



