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1 Cdepa npUMeHeHMa MeQULMHCKOro n3aenus.

11 BapuaHTbl WCNONMHEHUA MeANLUMHCKOro wun3genna «llepyaTKM CMOTPOBbIE /NaTEeKCHbIe
CTepubHble ogHopasosble No TY 22.19.60-010-70224340-2018x»:

[MNepyaTkM CMOTPOBbIE NTAaTEKCHbIE CTEPU/IbHBIE OAHOPAa30Bble OMnyApeHHbIe rnagkune, pasmep Xb,

[MNepyaTkM CMOTPOBbIE NTATEKCHbIE CTEPU/IbHBIE OAHOPA30Bble OMyApPeHHbIe rnagkue, pasmep S;

[MepyaTKy CMOTPOBbIE TATEKCHbIE CTEPU/IbHBIE OAHOPA30BbIe OMYAPEHHbIE rnaakue, pasmep M;

lMepyaTkn CMOTPOBbIE NATEKCHBIE CTepPU/IbHbIE O4HOPA30BbIe OMNYyAPEHHbIE TNagKue, pasvep L;

lMepyaTkn CMOTPOBbIE NIATEKCHBIE CTePU/IbHbIE 04HOPA30BbIE ONYAPEHHbIE rNagkue, pasmep XL,

[MepuyaTKM CMOTPOBbLIE NaTEKCHbIE CTePU/IbHbIE OLHOPA30BbLIE ONYAPEHHbIe TEKCTYPUPOBaHHbIE, pasmep XS,

[MepyaTkM CMOTPOBbIE TATEKCHbIE CTEPWU/IbHBIE OAHOPA30Bble OMyAPeHHble TEKCTYPUPOBaHHbIE, pasmep S

[NepyaTKy CMOTPOBbIE /TATEKCHbIE CTEPU/IbHBIE OAHOPA30Bble OMyApPeHHbIe TEKCTYPUPOBaHHbIE, pasmep M,

[MepuaTk CMOTPOBbLIE NTATEKCHbIE CTEPUIIbHBLIE OAHOPA30Bble ONMYyAPEHHbIE TEKCTYPUPOBaHHbIe, pasmMep L
inepnaTKH cMOTpOBbIe fTaTeKCHbIE CTEPU/IbHBbIE OAHOPA30Bble ONYAPEHHbIE TEKCTYPUPOBaHHbIe, pasmep XL,
~lMepyaTKn CMOTPOBbIE TIATEKCHbIE CTEPUbHbIE OAHOPA30Bble HeONyApPeHHbIe rajKue, pasmep

[MepyaTKn CMOTPOBbIE NAaTEKCHbIE CTEPU/bHbLIE OLHOPA30Bble HEOMYAPEHHbIE INafKue, pasmep

[MepyaTkn CMOTPOBbIE NaTeKCHbIE CTEPW/IbHbIE OAHOPA30Bble HEOMYAPEHHbIe rnaakue, pasmep M;

[MepyaTkM CMOTPOBbIe NaTeKCHbIE CTEPU/bHbIE OAHOPA30Bble HEOMYAPEHHbIE TNafKue, pa3mep

[MepyaTKn CMOTPOBbIE /TATEKCHbIE CTEPU/IbHLIE OAHOPA30Bble HEOMYAPeHHbIe rNajkue, pasmep

nl,a™ cMOTPOBbIE NlaTEKCHbIE CTEPU/IbHBIE OHOPA30Bble HEOMYAPEeHHbIe TEKCTYPUPOBaHHbIE, pAMep XS.

MepyaTKy eMo” 0Bble NaTeKCHbIE CTePU/bHbIE O4HOPA30Bble HEOMYAPEHHbIE TEKCTYPUPOBaHHbIE, PUMEpP

el 9-KH CMOTpPOBbLIe NaTEKCHbIe CTEPU/bHBIE OAHOPAa30Bble HeoMNyApeHHbIe TEKCTYpPUpoBaHHble p*mep M.

[MepyaTKn CMOTPOBbIE NlaTEKCHbIE CTePU/IbHbIE 04HOPA30BbIe HEOHYAPEHHbIe TEKCTYPUPOBaHHbIE, pAMep b

Nl pyl KN CMOTPOBbLIE NATEKCHbIE CTEPUNBbHBIE OAHOPa30BbIe HEONYAPEHHbIe TEKCTYPUPOBaHHbIE, pasmep XL.

liL-Sr:— .» 7 BT

CaHUTapHbIX Lienei

MIHUHHCI e"H3T n:=TM-"~N B KIMHUKAX, BONbHULAX, KOHCY/bTalH»., AUCHAHCepaxX U ApYyrux
MeULNHCKUX YUPeXXAeHNAX.

2 Vicnonb3oBaHue MeAMLIMHCKOTO N3aenus.
2.1 lMokasaHMs K NPUMEHEHMUIO.

MepyaT™ HeobXoAUMO MM nepcoHaa U naumeHTa Npy NpoBefeHun ““ unynaumin esroaH”bK ¢

poctynl FTTPHAbHbLW YyyacTKaM OpraHu3Ma (cocydbl, MOYErosioBoi TpakT axeob6ponxuanbHoe

[EepeB0), NPU peKTaNbHbIX, BarvHa/bHbIX UCCNeA0BaHUSAX, KOHTAKTe CO CIU3UCTbMU U .,
NPV NPUroTOB/IEHNM NPenapaToB AN TOTa/IbHOr0 NapeHTepaslbHOro BBEEHUS,

MPY HaKPbITUK CTEPUIBHOMO CTOMA U BbIKNabIBaHUW Ha CTEPWU/IbHYHO MPOCTbIHIO ™BTPYMEHTOB, Npu
yaaneH 0"TKOB Bnary, HOMELUEHNH B CTEPWU/bHbIA YeX0N HHETPYMEHTOB, 3HAOCKOMOB roc/ne

cTepunM3aLun.
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A 3aWwpThl MEAMUMHCKOrO rnepcoHasa U naumeHTa, Korja CyLecTBYET PUCK 3apaXKeHus Mpu
HEeNoCOeACTBEHHOM KOHTaKTe C 60/bHbIM (Ero GMOMOrMYECKUMM Cpefamm) WA BO3MOXKEH KOHTaKT CO
C/M3UCTBIMM 060/104KaMK, NOBPEXAEHHOW KOXEN, C KPOBbIO UK APYrMMU GUONOrMYECKUMI CybCTpaTamu,
KOTOpble NOTEHLMA/ILHO UM ABHO KOHTaMWHUPOBaHbI MUKPOOPraHU3Mamu.

“puatklfolfpTBl A" ™  CcTepunbHbIE 0gHOpPa3oBble Mo TY 22.19.60-010-70224340-2018 moryT
BbI3BATb &/I/IEPrUYEeKy0 peakumiio. 15 Ntofen, UMEOLLMX a/ifIeprMyecKyro peakuuio Ha naTtekc, cnegyeT
1CNO/ML30BaTL NepYaTKM U3 MaTepuana albTepHaTUBHOIO COCTaBa.

23 WHhopmaLmsa no npuMeHeHU0 MeAULIMHCKOr0 U3aenns

[Mepyatku He rapaHTUpytoT 100 % 3aLMTbl PyK OT NPOKO/IOB 1 MNOPE30B.

He fonyckaeTcs MCnosib3oBaHWe MepyaToK MpY MOBPEXAEHHON YMakoBKe, T.K. MOXeT OblTb HapylleHa

CTEpPUIbHOCTb
W3menvs ¢ NCTEKLIMM CPOKOM CTepum3aLMm UCrosib30BaHNIO He MOA/exXar.
*24  TMpaBuna NpUMEHeHUs MeULUMHCKOro U3fenmsa
Kaxabll MeAWUMHCKMIA paboOTHUK, 3Has OCOGEHHOCTM BbINOMHAEMOW WM  paboTbl  [O/HKEH
CaMOCTOSATE/IbHO CHOPMYIMPOBaThL TPe6OBaHMA K nepyaTKLl C Y4eTOM:

MeXaHNYeCKMX
peasbHbIX MPOV3BOACTBEHHbIX PUCKOB (OLIEHKA GMOMOrMYECKMX PUCKOB, OLIEHKA MexaHW4ec

PVCKOB, OLieHKa XUMUYECKMX PUCKOB),
- CaHWUTapPHO-3MUAEMMONOTUYECKUX YCIOBUIA (HE06X0AUMOCTb COBMIOAEHNS CTEPUITb ),

- 0COGEHHOCTEN MaHUMyNMpPoBaHUA (BUAbI BbIMOMHAEMbIX MAUNynsgan u AL
ycunusa, NpoLO/IKUTENBHOCTL PaboTbl B MepyaTkax, HeobXOAMMOCTb COXPaHEHWs TaKTWIb

- cocTAl ™ 17Yy" " "Mmegall™" paboTHWKa, aneprosiorMyeckoro aHamHesa paboTHUKA W

COOTBETCTBUN C PEXXMMOM MaHUMY LMWK,
t Heo6xoaumMo noA6upath nepuaTku HYXKHOro pasmepa.
Heobxoaymo noa6vpaTb NepyaTki B 3aBMCMMOCTM OT XapaKTepa «bL OMHAEMb MY NAL NN
[O/MKHbBI NIErKO HafleBaTbCs U HE AO/MKHbI 3aTPYAHSATb ABVXKEHWS WX CAABIMBATb KUCTU PYK.
. Mpv HageBaHWM NepYaToK He [0/MHKHO NpunaratTbCs 60MbLLINX YCUMNN.

! MplrvagésaHnn nepyaTkn [O/MKHbI UCMNOMAb30BATbCA YCTAHOB/IEHHbIE TeXHUKW HajeBaHUA, 4TO

MeNLUMHCKMX npoueayp HeobXxoaumo HOA4roToBuU”
aboyee m ?1 - “ LY*MOHHOM CTONE AO/KHbI NIeXKaTb rOTOBbIE K BauNKO CTepPU”Hbl
™CTEyE.eHTbl W paexofHbl MaTepuanbl. HeobxoamMmo o6ecneynmTb WX [JOCTYNHOCTb 6e3 HapyLleHMs

AT bEE&EaHMe AOMOHUTENBHON Napbl MEPYATOK B 2-4 pa3a YMEHbLLAET YacTOTY NOBPEXAEHWIA Npu

paboTe MepyaToK NPV NOBPEXAEHHOI YNaKOBKe, T.K. MOXET ObITb HapyLlieHa

CTEPUNBHOCTD.
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. Mocne cHaTus NepyaToK HEO6XOAMMO BbIMbITb PYKM C MbIIOM M 06paboTaTb CAMPTOCOAEPXKALLMM
KOXHbM aHTUCENTUKOM.
25 [NpuMeHeHMe MeJULIMHCKOro n3aenus
Mepen NpUMEHEHNEM NepUaToK HE06X0ANMO YBeaNTLCS B LLENOCTHOCTM YNAaKOBKMW. 3aTeM BCKPbITb YMaKOBKY.
YrakoBKa NnepyaTok SIBASETCA CTepUbHOW. [ns Toro 4tobbl OTKPbITb YMNAKOBKY WM A0CTaTb MepyaTku u
CMO/b30BaTh MX MO Ha3HAYeHUO, He06X0AMMO 06paboTaTh PyKK.
251 TlogroTtoBKa pPyK nepel HadeBaHWeM MepyaTok: HeobxoAuMo MPOBECTU TUTMEHUNYECKYHD
aHTUCENTUYECKYHO 06paboTKy PYK B 3aBMCUMOCTM OT NpeAnonaraeMbiX MaHUNYNAUMIA uan npoueayp. benm
MaHunynsaus TpebyeT COG/MIOAEHUA CTPOro CTepUIbHOCTU U UCMONb30BaHUA CTEPUIIbHLIX MepyaTok,
Heobxoayma XMpypruyveckas 06paboTka pyk.
252 HapgeBaHue nepyaTok
Aranbl 0TKPbLITOro HafgeBaHUs nep4vaTok:
. BCKpbITb CTEPWUNBHYIO YMAKOBKY M B35iTb 00€ MepyaTKuU KOHYMKaMWU NasibLEB NIEBOW PYKU U3HYTPU
LLEBOV MepYaTKN TaK1UM 06pa3oM, UTOObI KOHUMK 60/bLIOr0 Nasbla HaXo4uACs BHYTPW NpaBoi NepyaTku, v
ApXaTb MX BMECTe B BEPTMKASIbHOM MOMOXKEHUN. YOeAnUTbCA, YTO Nasiblibl KAacaroTCA TOMbKO BHYTPEHHeN
MOBEPXHOCTU NepyaTok;
. MpoaeTb NpaBytO PYKY B MaHXETY NepyuaTKu, yAepXXnBas nepyaTky NeBoin pyKoi;
. HartarmeaTb CMOXeHHYH0 nepyaTKy A0 TexX rnop, Noka npasas pyka He OKaXXeTCs B nepyaTke,
. OnycTuTb Nasnblbl NPaBOV PYKU B NepyYaTKe B MaHXETY NEBOV NepUaTKy U HaTSHYTb ee Ha PyKY,
UeTbipbMsi Na/ibLlaMX HaTAHYTb MaHXEeTy JNIeBOM MepyaTKyM MOBEPX MaHXeTbl XUPYypruyeckoro/
CMOTPOBOrO Xanara, .
3aBeCTn Nasiblbl /1EBOM PYKM B MepyaTke MOA CNOXEHHYK MaHXeTy rnepyaTtku v HaTAHYTb
MaHKETY XMPYPruyeckoro / CMOTpOBOIro xanaTta;
HaTaHyTb MaHXeTy BCeMu YeTbIipbMsA MasibLaMy M OKOHYaTe/IbHO MOMpaBUTb MepyaTku, obecneyns
KomqooP_ITHoe NCMNO/b30BaHMe.
. PV UCMNONb30BaHUN OMYAPEHHbIX MEPYaToK CreayeT yaanmtb Myapy C NOBEPXHOCTM Mepuyaro
acenTUYECKM METOAOM.

JTanbl 3aKPbITOr0 HaieBaHNSA NepyaTok:
Mepes MbITbEM PYK OTKPbITb YNAaKOBKY. YNaKoBKa ABNAETCS CTEPUNLHON; AN TOFO YTOObI OTKPbITH 1
' IOCTaTb NepyaTky, He0O6X0AMMO MUCMO/Mb30BaTb CTEPUBHbIN XUPYPrUYecKmin Xxanar;
. HaTsHyB pyKaBa Xanarta Ha pyKu, NpaBoiil PyKOiA BbITalUTb N1IEBYHO NepyaTKy. [epxaTb pyKy fafoHbto
BBEPX C MPAMbIMU NanbuaMun. MNonoKuTb nepyaTky Ha NeBoe 3anacTbe TakuM 06pa3oM, YTOObI ee MilbLbl
Obi HanpaseHbl K Bam, a 60/1bLLL0I NaneL, nepyaTky Haxoauscsa Ha 3ansacTbe. MpuxaTb MaHXeTy 60/1bLUm
NasbLIEM NTEBO PYKM;

MomecTUTb 6OMbLLIOK Manel, BHYTPb MaHXeTbl ¢ Kpas. CxaTb NpaByt0 PyKY B KynakK W HaTAHYT
nepyaTky Ha nablibl;

BbinpsMu1B NasbLbl NEBO PYKU, U fep>ka NPaBoi PyKOW MaHXeTY, YeTbIpbMS NasibLiamMuy MpaBoin pyKu
HaTArvBaTb NepyaTky Ao Tex nop, Noka oHa He OyaeT HaZleTa Ha NasibLibl JIEBON PYKW.

MoBTOPUTBL NpoLEeAYpPY C APYroi nepyaTkon. A UMeHHO: NeBOW PYKOW B NepyaTke MosioXKnTb NpaByto
rnepyaTky Ha 3ansacTbe NPaBor PYKN TakMM 06pa3oM, YTOObI ee NasibLbl ObIIM HarpaBieHbl K BaM, a 60/1bLLIOW
nasieL, nepyaTKy Haxo4nsIcs Ha 3ansacTbe. MpukaTb MaHXeTy 60MbLIMM NasbLEeM NPaBoii PyKu,

t MomMecTUTb f1eBbIA GONbLUOKA Masel, BHYTPb MaHXeTbl C Kpato. CxaTb NpaBytd PyKy B Kynak u
HaTSHYTb NepyaTKy Ha NanbLbl.
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Mocne cHaTUA NEPYaTOK HEOOXOAMMO BbIMbITb PYKU € MbIIOM 1 06paboTaTb CMMPTOCOAEPXKALLMM

KOKHbM aHTUCENTUKOM.

25 [MpuUMeHeHMe MeAULIMHCKOIO 13aenns
lgEnnprimeHeHeM nepyaTok He06Xx0AMMO YOeANTLCA B LLIENOCTHOCTY YNAaKOBKU. 3aTeM BCKPbITh YMaKOBKY.

YraKoBKa MepyaTok ABNAETCA CTePUIbHOM. 18 TOro 4To6bl OTKPLITH YNaKOBKY W AOCTaTb MepyaTku U

VCIOMb30BaTb UX MO Ha3HAYeHWHo, He06XoaMMOo 06paboTaTb PyKM.

251 TogrotoBKa pyK nepes HageBaHMeM nepyaTok: Heo6XoAMMO NPOBECTU TUTMEHUYECKYHO

LUTUCENTUYECKYHO 06paboTKy pyK B 3aBUCMMOCTM OT MnpegnonaraeMblX MaHUNyNAaUMin uam npoueayp. benm

MaHVMyrauys TpebyeT CO6MHOAEHUS CTPOroiM CTEPUIBHOCTU U UCMONb30BaHUA CTEPUSIbHLIX MepyaTok,

HeoOXoaMMa XMpYyprveckas 06paboTka pyk.

252 HapgeBaHuWe nepyaTok

JrarbI 0TKPLITOr0 HaZeBaHNA MNepyaTok:

I BCKpbITb CTEPUIbHYIO YNAaKOBKY W B3siTb 00 MepyaTKy KOHUYMKaMu NasbLEeB NEBOA PYKU U3HYTPU

KBOV MepyaTKn Takum 06pa3oM, YTOObl KOHUMK 60/1bLIOr0 Nasblia HaxXoAmnca BHYTPU MpaBoy nepyaTku, u
(@p»mb NX BMeCTe B BEPTUKa/IbHOM MOMIOXKEHUN. YOeAnUTbCA, UTO Masblbl KAacarTCs TOMbKO BHYTPEHHEN

MOBEPXHOCTY MEPYaTOK,;

. MpoaeTb NpaByto PyKY B MaHXETY NepyaTKu, YAepXKMBas nepyaTkuy IeBOM PyKOil;

» HaTarneatb CMIOXKEHHYHO NepyaTky 40 Tex rnop, Moka npasas pyKa He OKaXKeTCs B Nnepyarke,

e OnycTuTb NaibLibl NPABOI PYKKM B NepyaTke B MaHXXETY NIEBOI MepyaTKM N HATAHYTb ee Ha PyKY;

*  YeTbipbMsA NasbLamMy HaTAHYTb MaHXXETy /IeBOM MepyaTKy MOBEPX MaHXeTbl XUPYPruyeckoro

CMOTPOBOIo XaJlaTa, .
3aBecT NasibLbl /IEBOV PYKU B MepyaTke MOoj CAOXKEHHYH MaHXeTy nepyaTtku U HaTAaHYTb

MAHXETY XMPYPruyYeckoro / CMOTPOBOrO Xanata;
HaTsiHyTb MaHXXeTy BCEMI YeTbIpbMs MasbLamu 1 OKOHYaTeNIbHO NOMpPaBUTL MepyaTtky, obecrneums

KOMCbOPITHoe NCMNO/b30BaHMe.
. Py MCNONb30BaHUW OMYAPEHHbIX MepyaToK crefyeT yaanntb Myapy C NOBEPXHOCTM MNepyaro

acernTn4ecknmMm MeTogom.

STanbl 3aKPbITOro HafeBaHNSA NepYaTokK: n ¢ i
. Mepen MbITbeM PYK OTKPbITb YNAKOBKY. YNaKoBKa SBNSETCS CTEPULHOM, 411 TOFO YTO bl OTKPbITh

[0CTaTh NepyaTky, He06X04NUMO UCNO/b30BaTb CTEPU/IbHBIA XUPYPIrUYECKUIA XanaT;
» HaTaHyB pyKaBa xanaTa Ha pyKwu, NpaBoii pyKoii BbITalMTh SIEBYHO NepyaTKy. JepxaTb pyKy NagoHbo
BBEPX C NPAMbIMK NanbLuamu. MoNoXWUTb MepyaTKy Ha /IeBoe 3anscTbe TakMM 06pas3oM, 4Tobbl N/ bl,
Ob HanpaB/ieHbl K Bam, a 60/1bLLION Nanew, nepyaTkn HaxoAucs Ha 3ansacTbe. MpuxkaTb MaHXeTy 60/bLy
na/ibLEeM NEeBOW PyKMU;

MomecTWTb BONbLUOI Manel, BHYTPb MaHXeTbl € Kpad. CxaTb NpaByt0 PyKY B Kynak WU HaTAHYTb
nepqaﬂéy Ha NasbLbl; . . . .
: bINPSAMUB NaIbLibl IEBOM PYKK, U Aep>Ka NPaBoy PYKOW MaHXeTY, YeTbIpbMA NasibLaMi NpaBoi pyKu
HaTArMBaTb NepyaTKy 40 TEX Nop, MOKa OHa He OyaeT HafeTa Ha NasibLbl IEBOIA PYKM.

MoBTOPUTL NpOLEAYPY C APYrol NepyaTKoii. A UMEHHO: NIEBOI PyKOIA B NepyaTke
nepuyaTKy Ha 3ansicTbe MPaBoi PyKn Takum 06pa3oMm, 4ToObI ee Nasblibl ObIIN HanpaB/eHb! K BaM, a 60/1bLue
nasieL, NepyaTKn HaxXoAWCs Ha 3ansacTbe. MpyxaTb MaHXeTy 60/1bLLNM NanbLEM NPaBOA PYKM.

MomecTUTb NeBbIA BONLLUOI Nanel, BHYTPb MaHXeTbl C Kpato. CxaTb MpaBytd PyKy B Kynak u

HaTHYTb NepyaTKy Ha nanbLpbl.
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"LLicxogHble  MaTepuanbl,

MepyaTKN CMOTPOBbIE (AMArHOCTUYECKME) CTEPUSIbHBIE OIHOPA30BbIe

(000 «DPapm-I'nodan»)

FOpuanueckuit agpec: 101000, r.Mocksa, yn.Msichuukas, 4.30/1/2, cTp.2
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Be6-caiiT: www.pharm-global.com
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BbiNpsiMVB NasnbLbl NPaBoi PYKU U 3aKPbIB KUCTb PYKM MaHXXETOW XUPYPruyeckoro CTepuibHOro
(WwTa, YeTbipbMs Na/IbLIAMU NIEBOI PYKU HATArMBaTh MepuaTky A0 Tex Mop, Noka oHa He OyaeT HajeTa Ha
LWbLibl NPaBOWA PyKMW.

Tenepb, Koraa nepyaTku HaleTbl Ha 06e PYKU, MX MOXHO NOMpPaBUTb Ge3 pUcka 3arpsi3HeHus.

Bo wu3beXaHWe COCKa/b3blBaHWS MepUYaTOK C MaHXeT XMPYPruyeckoro Xanata Heo6XOAMMO
06eCreuMTb JOCTATOUHYIO A/IMHY PYKaBOB XUPYPrMUYECKOro XanaTa U A0CTaTOUHYH [A/IMHY MaHXeT [0
OCHOBAHMS NAfIOHN, & TaK XKe OTCYTCTBUE CKNafA0K MaHXEeTbl MepPUaTOK.

Mpy MCroNb30BaHUM OMYyAPEHHbLIX NepuaToK CcreayeT yAanuTb MyApy C MOBEPXHOCTU MepyaTok
aCeMTYECKVIM METO/OM.

3 TpeboBaHns K MaTepuanam

31lMepyaTKn, rOTOBbIE A5 NMOCTaBKU MOTPEOUTENHD, AO/MKHbLI COOTBETCTBOBAThL TpeboBaHnaMm MOCT ISO
10993-1-2011, NOCT P NCO 10993-2-2009, MOCT ISO 10993-5-2011, MOCT ISO 10993-7-2016, NOCT
ISO 10993-10-2009, MOCT ISO 10993-11-2009, MOCT ISO 10993-12-2015

NPYMEHsAEMbIE MPU  M3rOTOBNEHUN NPOAYKLUMM  [LO/MXKHbI COOTBETCTBOBATbL

Tpe6oBaHUAM HOPMATMBHbLIX W TEXHUYECKUX [OKYMEHTOB M YC/IOBMSM [OrOBOPOB C MOCTaBLUMKAMW.

CoOTBETCTBME MaTepMasioB 1 MOKYMHbLIX U3AeNniA TpeboBaHMSAM HOPMATUBHbIX U TEXHUYECKUX JOKYMEHTOB

JODKHO  MOATBEPXKAATHCA  JOKYMEHTaMM O  KayeCTBe Jlabopatopum  NpeanpusaTUS-U3roToBUTENS,

MocTaBLLMKOB. Matepuanbl 1 NOKYNHbIE U3Lennd, NocTynarLwme Ans U3roToBAeHNa NPOAYKLUMUU, AOMKHbI

MPoATM BXOAHOW KOHTponb OTK npeanpusaTua-M3roToBUTENS Ha COOTBETCTBME UX TpebosaHusam TOCT,

OCT, TY n Apyrum TeXHUYECKUM [LOKYMeHTaM.
32 [1na n3roToBMEHNSA NepYaToOK AOMKHbI ObITb MCMO/b30BaHbl MaTepuasibl, yKasaHHble B Tabnuue 1

Tabnuua 1
HarnmeHoBaHWe 1 XapatoepucTKK MpowvssoauTeNb HopmaTnBHO-TEXHNYeCKas HasHaueHue
martepuana LokymeHTaums (FTOCT, TY) mMaTepuana
1 [MepyaTky CMOTPOBbIE 113 HATYPA/IHOTO Top Glove Sdn.Bhd, / H/, npovssoguTens Mepuatkn
naTeKca, HeCTepubHbIE Tonnas CaHbxg ®C32009/05130 NaTeKcHble
Marnaiizus 0T 25.09.2009 roga
2 [MepuaTky MeAULIMHCKIME CMOTPOBbIE Innovative Gloves Ko.Ltd H/A npowstogutens ®C3 Mepuarku
WHHoseiTviB Moyss Ko. fTta, 2012/13138 cs1 10.04.2017 ropa NaTEKCHbIe
TannaHg
3 Kpaxman KyKypy3Hbiii AO "Yan/brTLLckui MOCT 51985-2002 OnynpvisaHve
Kpaxma/ibHb Il 3aBog"
4 Bymara noTtpetuTenbcKas OAO «KoHporora», Pecnybrimka  TY 5431-009-18022154-2005 BT TpeHHss
(“pmat A4), nnotHoctn 42-52 r/iv2 Kapenna NHOVBUAYabHasA
yMaKoBKa
5  MaTepuan yrakoBoYHbl/i B 606MHaX 13 OAO «XorepcKast YnakoBKa» T. TY 9572-006-22564341-2011 BHeLLHAs
M/IEHOK, GyMar 1 KOMOMHMPOBAHHbIX YpronmHck, Bonrorpagckoii VHOVBULYabHas
MaTeprasnos obnactu YMaKoBKa
6 Kpacku dyiexkcorpadickiie 3A0 «CaHKeMukan» TY 2354-001-17666708-2006 Mevarb
CrmpTOopacTBOpVMble cepuii 619,643,648, MapK1POBKY
657,870,875
7 SLLWIKM 13 rodprpoBaHHOIO KapToHa AO«IothpoH» OCT 9142-2014, TpaHcnopTHas
TY 5471-021-13234573-2010 Tapa
[MocTynatollee cbipbe M MaTepuasibl  JO/DKHbI  COMPOBOXAATLCA  AOKYMEHTaMu  MpPOW3BOAUTENS,

MOATBEPXKAAIOLLMMIA X KAaUeCTBO.

321 Bce matepuanbl 418 U3roTOBMEHUS M3AENIA AOMKHBbI NOABEPraTbCs BXOAHOMY KOHTPonto no FOCT
24297 no nporpaMmme NpeanpuaTUS-n3roToBUTENS, YTBEPXKAEHHOW B YCTAHOB/IEHHOM MOPS/KE.
322 MaTtepuanbl, KOHTaKTUPYHOLLME C OPraHM3MOM YesloBeKa:

[Nepuatkut:
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(OO0 «dapm-Tnobdasi»)

HOpuanuecknii agpec: 101000, r.Mocksa, yn.MsicHuykas, a.30/1/2, cTp.2
dakTunyeckuin agpec: 111123, r.Mocksa, yn.Mnexanosa 4A
TenedpoH: +7(495) 786-34-91 (MHOroKaHabHbIN)

Be6-caifiT: www.pharm-globalLcom
E-mail: info@pharm-globoLcom

HatypanbHbii natekc Mapok CWO050, CWO053, CWO054 npoussoactea upmel TOP GLOVE
ICHNOLOGY (THAILAND) CO., LTD,;
[epmMHeA ynakoBKa:
Bymara, namvHmpoBaHHasa nonnatuneHom KM-bym 45Apx+17+2
Bymara notpe6utensckas Mapku 3411, Apx.LIBK

M, KoMnieKTHOCTb

[W KOMNnekTHOCTb MOCTaBKM W3Lenna  [O/MKHA COOTBETCTBOBATL YCNOBMAM A0Oroeopa (3akasa) W
crneumguKaLym no cornacoBaHuo NOTPedmTens ¢ U3roTOBUTENEM.

142 B KOMNNEKT NOCTaBKWN [O/HKHbI BXOAUTE:
-MepyaTKn 0JHOIO UCMONIHEHMS U OAHOIO pa3mepa, CTepusbHblE B UHAMBUAYaIbHON YrakoBKe -1 napa;
-VIHCTPYKUMA NO NPUMEHEHMIO -1 3K3. Ha rPYNMOBYIO YMaKOBKY.

TpeboBaHUA K paboTe B nepyaTKax
Heo6Xxo41M0o MeHSATbL NepyaTky Npu nepexoje OT BbIMOTHEHUS «TPA3HBIX MAHUMYNALUUIA» K «YUCTbIMY, a
TaK >e Mpu nepexoje 0T OAHOMO NauueHTa K Apyromy.
HeobXxo4umo MeHATb NepyaTkn MeAMUMHCKNE CTEPUTIbHbIE:
- K&X[ble ABa Yaca HenpepbIBHON PaboThl;
- nocsie 06Hapy>KeHWs BULUMOrO feeKTa;
- 1ocne BO3MOXHOIrO WM Ae/CTBUTE/IbHO MMEBLUEr0 MeCTO MPOKO/a UI/0i, LLOBHLIM MaTepuasioM,
KOCTbIO 1 p.;
- Ccpasy >Xe MocC/ne HernocpeACTBEHHOIO COMPUMKOCHOBEHUS C He3aTBEPAEBLUMM METU/IMETaKpWUIaTOM
(KOCTHBIM LieMeHTOM);
- NOC/Ie C/yYainHOro 3NeKTPUYECKOr0 yaapa B PYKY OT 3/1EKTPOXMPYPrMUYECKOro MHCTPYMEHTA;
- eCny nepyaTka HauMHaeT B3AyBaTbCH, PacTArMBaTbCA, SIMMHYTb WKW HEMOTHO CUAWUT Ha pykKe B
pesy/bTaTe BNUTbIBAHWUSA MaTepuasiom XXULKOCTEN UK CMa30K;
- B COOTBETCTBUU C NpaBunaMu, NpuHATLIMK B J1TTY.
Mpy MCNoMb30BaHWUN OMYAPEHHBIX NepyaToK CreayeT CTepUnbHO YAaUTb ONyApuBatoLLee BeLLeCTBO,
CMbITb CTEPU/IbHON BOAON, SO0 OMONMOCHYTb PYKW B CTEPWUILHOA E€MKOCTM, NIM60 MCMOo/b30BaTh
CTEPU/IbHYIO canieTKy. HeonyapeHHble NepyaTkmn He HY)XXAAKTCA B JOMOHUTEIbHOM 06paboTke.
O6paboTKy nepyaTok B Xofe onepayunii (MpoBeLeHNN MaHUMYNALMIA) He MPOBOAAT. Mpy HE06X04MMOCTH
NX CrnefyeT 3aMeHUTb.
MopBaHHblE WX MpPOTEKaloLWMe MepyaTKM K MPUMEHEHUIO He MnpurogHbl. Ecnv nospexaeHa ofHa
nepyatka, He0OX0AMMO TYT e 3aMeHUTbL 06e, NOTOMY, YTO He/b3A CHATb OAHY MepyaTKy He 3arps3HuB
APYryHo.
CHUMaTb nepyaTKM HY)KHO O4YeHb OCTOPOXKHO, M3beras 3arps3HeHUs KOXW PyK U pa3bpbl3rmBaHus
YXUIKOCTEN.
He fonyckaeTcs Mcnosnb30BaHWe OHOI M TOM Xe napbl MepyaTok nNpu nepexofe 0T 04HOro nayueHTa K
APYroMy UK Npu nepexoge 0T 04HON MaHUMYNAUMK K ApYTOiA.
O6paboTKa nepyaToK CNMPTOCOAEPXKALLMMI pacTBopamiy 3anpeLleHa, T.K. 3TU pacTBOpbl paspyLuatoT
3aWNUTHbIV CNOI NepyaTok.
Ctporo cobntogainte Mepbl 6e30macHOCTM Mpu paboTe C OCTPbIMU  KOMOWWMMKU NpegMeTaMmm 1
WNHCTPYMEHTaMMU.
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(OO0 «Papm-I'nobdasn»)

HOpuanueckuii agpec; 101000, r.Mocksa, yn.Msichuukas, 4.30/1/2, cTp.2
dakTunyeckuin agpec: 111123, r.Mocksa, yn.MnexaHosa 4A
TenedpoH: +7(495) 786-34-91 (MHOrokaHanbHbIiA)

Be6-caiiT: www.pharm-global.com
E-mail: info@pharm-globaLcom

I, CHsaTMe nepyaTok
| OlstTve nepyaToOK PeKOMeHAYETCA BbINOMHATL COr/1acHO C/eAyroLeMyY aniropuTmy:

BosbMUTECH 3a NepyaTKy B 06/1aCTV OCHOBAHWSA NafoH Na/bLaMU APYroi pyKu.

CraH1Te NepyaTKy ¥ yAepXuBainTe ee Apyrov pykoil.
3aTeM MOMeCTUTe Ma/blbl CBOOGOAHOM PYKM B MaHXeTy nepyaTkn Ha [ApYron pyke W CTAHUTE ee

aHasIorMyHo NepBoM.
BbiBepHyB nepyaTKy Haum3HaHKy, MCMO/b3YITe ee B Ka4ecTBe MeLlKa Ans Apyrovi nepyaTku.

MomecTUTE nNepuyaTKM B MpPeAHA3HAYEHHYI [N HUX EMKOCTb. 3aTeM MPOBEAMTE TUTMEHWNYECKYHD

06paboTKy pyK.

7 OonwucaHne MeAMLUHCKOTO U3AENNS U ero OCHOBHbIE TEXHUUECKME XapaKTePUCTUKMN.
7.1.1 MepyaTKy JOMKHbI 6bITb MIOCKOIN (hopMbI (0AVMHAKOBbIE 47151 06eVX PYK), MATUNANbIMA, 6ECLLOBHBLIMM.

VicnonHeHna nepyaTok A0/MKHbI COOTBETCTBOBATD:!
I- B 3aBUCMMOCTHW OT OTAENIKN MEPYATKN N3roTaBINBatOTCA rnagkmne Uin TeKCTypupoBaHHLIE,

B 3 MCMMOCTIN OT 06paboTKM “BEPXHOCTUN NepyaTKN U3roTaB/IMBatOTCA HEOMYAPEHHble iMony ape”
7.1.2 TlepyaTku BbiNycKatoTca pasmepamun XS, S, M, L, XL 1 COOTBETCTBYIOT AOMYCTUMbIM pa3MepamM U

OTK/IOHEHUAM, YKa3aHHbIM B Tabnumuge 2. Tabnmua 2

OnuHa | (puc.1a) MM, He MeHee

Pa3mep 220

XS

Tabnumua 3

TonuwmHa B TOUKax Ha puc. 1b, MM, He MeHee

Martepuan nepyatok
I"nagkaa nosepxHocTsb - 0,08

HaTypanbHbIii naTekc TekcTypupoBaHHasa nosepxHocts —0,11 )
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MNepyaTky CMOTPOBLIE |4MarnocTUHeCcKne) CTepu/ibHble OAHOPa30Bble

(OO0 «dapm-Tnobasi»)

FOpuanueckuit agpec: 101000, r.Mocksa,yn.MscHuukas, a-30/LL, cTp.2
dakTuyeckuin agpec: 111123, rMocksa, ytMnexaHosa 4/1
TenedpoH: +7(495) 786-34-91 (MHOroKaHanbHbIiA)

Be6-caiiT: www.pharm-globalL.com
E-mail: info@pharm-globaLcom
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GAPM-TTIOBATL
TlepuaTKH CMOTPOBbIC (AMATHOCTHYECKHE) CTCPHALHbIC 0AHOPA3OBLIE

HOpudusecsaris sdpec: 101000, 2.Mocwss, ya. Macxunran, 8.30/1/2, cop.2
@asmuvecraii adpec: 111123, 2. Mocxea, ya.tlnexanoes IA
Tenegon: +7(495) 786-34-31 (unozensuarvnmi)

Beb-catim: www.pharm-globol.com

E-mail: info@pharm-giobal com
Tabmaua 5
Haumenosatne nedexTa TpoBepReMan YACTS NEPUATKH
TMansust (paGouasn NOBEPXHOCTD), TolILHAR HACTE, KPAra
MOXTIANBUEBbIE NPOMEXYTKH,
. JISAOHHAN YACTH _
1. [TocTopoHHNE BRMIOYCHHA He ponyckaiorca JlomryckaloTcA Ba Kpare
2. ysuipn He ponycxalores He aomycxatorcs anaMeTpoM Gonee | MM
3. BRmoueHKA KOaryaoma He aonmycxaiorea JlonmycxaioTca ¢ TAAKHMH KDaAMH
4, Crnanxu He gonycralorcs Jlonyckaiorcs
5. Morexu He ponycxalorcs Jomyckalorea
7.1.9 O6paboTKa NOBEPXHOCTH NEPUATOK MOKET ﬁum,mcnuyrpeuueﬁ,mncsuemneﬁ CTOPOHB!
AyTeM XJIOpHHAIHH.

7.1.10 TloBepXHOCTh NATCKCHEIX OMYAPCHHBIX MNEPUATOK AO/KHA 6uTH oGpaborana myzapoit (KyKypy3abiit
Kpaxmain).
7.1.11 Macca onyApMBAIOLICTO BEIECTBa HA ONY/IPCHHBIX MEPUATKAX A0/DKHA 6uITs He Gonee 10 Mr/am?,

.7.1.12 TTep9aTiy AOMKHE! GHTS YCTORUMBH K CTEPHIH3AIMAH Ta30BEIM MCTO/IOM.

Crepuiysamus ras’oBbIM METOZIOM 11O I'OCT ISO 11135:

- okuch maneHa (nosa 0,8...1 kr/n®, napuEamsioe Aasnenne 0,036 (0,36) MIla (krc/cM?), pabouas

TeMIIEPATypa B CTEPHIN3ANHOHHOM KAMEpe 55-65°C, BpeMsi CTCPHIH3AIHORHON BEIICPAKA 30045 mMuH. O

MY 287-113.

. 7.1.13 Tlepyatku AOMKHE OHTH CTCPHIIBHEIMH.

Crepunu3auyus H BANTHIAUMA MPONCCCA CTEPIM3ANMH B cootsercrsun ¢ TOCT ISO 11135. Banupanns

nponecca YNAKOBLBAHNSA NEPUATOK B COOTBETCTBHH C I'OCT ISO 11607-1-2018.

7.1.14 VinausuayansHas ynakoska ¢ NepuaTKaMy JOJKHA OEITH FepMCTHYHOMH,

7.1.15 TlepuaTk® AOMKHH OHTH YCTOHIMBLHI K BOANEHCTBHIO KIMMATUYECKHX (JaKTOPOB NPH SKCILTYATANMH

s nenonsenns YXJ 4.2 mo F'OCT P 50444,

7.1.16 TlepuaTks B TPaHCHMOPTHOH YNAKOBKC AOKHBI 6TH ycTOHURBBI K BO3ACHCTBHIO KIHMATHUCCKEX

$axTOpOB NpH TPAHCIOPTHPOBAHNH JUIA yenopait xpanenus S no F'OCT 151 50, npu XpaHEHHH - TEMOCPaTYpPH

ot 0 1o +35°C, BnaxsocTH He Gonee 85%.

7.1.17 TlepuaTk NPR SKCIUTYaTALME JIO/DKHE OHITH YCTOHYHBEI K MEXaHHUECKUM BO3ZCHCTBHAM JUIA TPy

2 no I'OCT P 50444.

‘ 7.1.18 ITepuaTkn, ynakoBaHHHC B COOTBCTCTBHH C TpeGopanuamu Hacroamux TY, 0o YCTOHUHBOCTH K
MeXaEHIECKHM BO3JCHCTBAAM NMPH TPAHCTIOPTHPOBAHHH IOMKHE! COOTBETCTBOBATE tpebosanmmm I'OCT P
50444.

7.1.19 Cpezuit cpox TOAHOCTH (COXPAHCHHS) CTEPUILHOCTH NEPIATOk nojpkeH OuITh He MeHee 3 JIET C AATH

CTCpH/IM3AIMH, YKa3aHHOH Ha YTIIAKOBKE.

8 Vceaopus TPaHCNOPTHPOBAHUN H XPAHEHH.

TlepuaTku TPAHCIOPTHPYIOTCA BCCMH  BHAAMH Tpaucopra B  COOTBETCTBHH C  MpaBHIaMH
_ TpAHCIOPTHPOBAHHA, ACHCTBYIONMMMH i JNAHHOIO BHIA Tpaucnopra B OPHTHHANLHBIX 3ABOJCKHX

TPRHCTIOPTHEIX YNAKOBKaX - xopoGKkax u3 MIOTHONO KapToHa B JAMMIMERHOM OT BO3ACHCTBHA TPAMBIX

CONMHCYHRIX Nydeft TpaHCIOPTe.

| OT HCTOUHHKOB TeIUIa, COMHEUHBIX ydeH, MPAMOro BO3JEHCTBHA HCTOWHHKOB CBETA ¥ EKTPHUECKOrO
0GopyOBaHHA, ¢ OTHOCHTENBHOH BIAKHOCTHIO HE Gonee 85% npu Temneparype He pume 35 °C.
Tipu TeMmepaType XpaHCHHA HWKE 10°C MO%eT BOHMKHYTL KORAcHcanud. Eciu TeMmnepaTypa XpaHCHUA
ynana Hwke 10°C, nepyaTki AOMKHI GLITH HarpeTs 1o 25-30°C nepefl MCHONLIOBAHMCM, HHANC MOTYT

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU s

L T e




MepyaTky CMOTPOBbIE (AUarHOCTUYECKME) CTEPU/IbHbIE O4HOPA30BbIe

oA (000 «dapm-Inobdasn»)
HOpuanueckuit agpec: 101000, r.Mocksa, yn.MscHuukas, 4.30/1/2, cTp.2
dakTunyeckuin agpec: 111123, r.Mocksa, yn.MnexaHoBa 4A
TenedpoH: +7(495) 786-34-91 (MHOrOKaHabHbINA)
Be6-caifiT: www.pharm-global.com
E-mail: mfo@pharm-globaicom

103HMKHYTb 3aTpyAHEHUs BCNeACTBUE NOTEPU NepyaTKamiy 31aCTUYHOCTU. XpaHWUTb B MPOX/IagHOM, CYXOM
peeTe BNV OT BO3AENCTBMS NPSIMbIX COMHEYHbIX Ny4eil. XpaHWUTb BAaIM OT UCTOYHUKOB BO3rOpaHus.

KHaMnaymI Has noTpe6uTenbCKas ynakoBka ans noTpebuTens 06ecneumBaeT NI0THO 3aKPbITYHO YaKOBKY
(Kakoli Napbl NepUaToK 1 3aLMTY NepyaTok OT BHELLHEro MeXaHM4YeCKoro noBpeXxaeHus.
(YnakoBKa fi @ MOTPEGUTENS 06eCreUMBAET BO3MOXHOCTb BM3yasibHOMO OMpeaesieHrst pasmMepa nepyaTok

HIM Cyckl TcA MCMoNb3oBaHKe MepyYaToK MPU MOBPEXIEHHOM YNaKoBKe, T.K. MOXET 6biTb HapylleHa
CTEPUNBHOCT. .
MprMeHsieMble YNaKoBOUHbIE MaTepuasbl NPYBeAeHbI B Tabn. 1 HACTOALLEN UHCTPYKLMN

‘% XKToBkIAg” paernoniarateCA Ha WHAVMBUAYa/IbHON YNakoBKe MepyaToK U COAepXaTb

CNefyoLLYyH NH(OopMaLKIO;

- HauMeHOBaHVe U3aenns;

- HaumeHOBaHWe NMpeLnpUATUA-U3rOTOBUTENS,

- afpec NpeLnpuUATUA-U3rOTOBUTENS;

- TOBapHbIA 3HaK M3roToBUTeNs (norotun);

- KOMMYeCTBO Map: «1 napa»;

- YCNOBUA XpaHeHus;
Hagnuck: «CTepubHOCTb rapaHTMpOBaHa Npu Le/IoCTHOCTU YNaKOBKMN»
Hagnucb: «He MCNonb30BaTh NPU MOBPEXAEHHON YNaKoBKe»
- Hagnuchb «A.19 0fiHOPa3oBOro NCMo/b30BaHUA»
cumBon PCT (06s3aTenibHOe AeKiapupoBaHne MefULMHCKOro 13genms).
- pasmep Mnepyatok;
- HOMep mapTuu;
- [iaTa M3roToBneHus (ctepunmnsaumn);
- CPOK roAHOCTH; «3 rofa»;
- 0603HayeHue OCT;
- 0003HaYeHNe HACTOALLMX TEXHUYECKMX YCNOBUIA;
HOMep W1 faTa Bblayu PerncTpaLMoHHOro yA0CTOBEPEHNS;
- 3HaK COOTBETCTBUA U LUTPUX-KOA;

[lns nepyaTok M3 naTekca reeen, HaaNMch: «HaTypanbHbIA naTekc, BXOAALLMIA B COCTaB
N30eNnNs, MOXET BbI3blBaTb a//IEPryecKyto PeakLnio Y OTAebHbIX ALy,

- CnoBa oTpaxaroLLme MaTepuan NepyaTok; «/1aTeKCHbIe»
- CrnoBa, oTpaxkatoLLme BU, OTAENKN MePUYaTOK: «TEKCTYPUPOBAHHbIE» UMW «TNafKune»;
CnoBa, OTpaxaroLue B, OTAENKN «OMYAPEHHbIE» NN «HEONYAPEHHbIEY;

- Hagnuck; «CtepununsosaHo EO» unm «Sterile EO»
Hagnucu gonyctnmo 3ameHaTb cumBosiamMu B cooteeTctBun ¢ 1OC1Ewncu  ozzj .
[wyckae?ca BHOCUTb AOMNOMHUTENIbHYHO UH(OPMaLMIO 06 M3roToBUTENE U NPOoAaBLax, a Takxke

ToT C Kuppaaa AomkHa 6biTb HAHECEHA HA UHAVIBUYabHYIO YHAKOBKY TUMOTPagUUecKMM CHOCOGOM.
[lonyc”~eTcs nepemMeHHble JaHHble HAHOCUTb Ha YNaKoBKY LUTAMMOM MNPy YCOBUM COXPaHHOe

HABHICH BRI SR BRIRAEIA nomkHa cooTeeTcTroBaTh FOE T AR SIHFHK HRHCMOQTHON YaKoBKy
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(OO0 «Papm-I'nobasn»)

HOpuanueckuit agpec; 101000, r-Mockaa, yn.MscHuukas, 4.30/1/2, cTp.2
dakTunyeckuin agpec; 111123, r,Mocksa, yn.MnexaHosa 4A
TenedpoH; +7(495) 786-34-91 (MHOroKaHanbHbIiA)

Beb6-caiiT; www.pharm-global.com
E-mail; info@pharm-globaLcom

BO3HWKHYTb 3aTpPyAHEHUA BCNEACTBUE MOTEPU nepvaTkaMm anaCTUYHOCTK. XpaHI/ITb B NpoxnagHoOM, Cyxom
MeCTe BAa/in OT BO3,U,€I7ICTBI/IH NPAMbIX CO/THEYHbLIX nyqe|7|. XpaHuUTb BA&/IM OT UCTOYHNKOB BO3ropaHus.

Laranayol Hasi noTpe6buTenbCKas ynakoBKa Ans noTpebutens obecneymBaeT NI0THO 3aKPbITYH0 YNaKOBKY
KaXX0li Mapbl NepyaTokK 1 3alMTy NepyaTok OT BHELLHEro MexaH14Yeckoro noBpexaeHus.

YnakoBKa [/18 noTpe6uTens 06ecneunBaeT BO3MOXHOCTb BI3Ya/lbHOTO OMNpPeAeNieHnst pa3mepa nepyaTok.
HMNCycrTcaTnonb30BaHMWe NepyaToOK NpY MOBPEXAEHHOW YNakoBKe, T.K. MOXET ObiTb HapylleHa
CTEPULHOCTb.

MpuMeHsieMble YNaKoBOYHbIE MaTepuasbl MPUBeAEHbI B Tab/. 1 HACTOSALLEA MHCTPYKL,

NOp L“ 0BKI Z Z “pacnonataTbCd Ha WHAMBUAYaNbHOW YMNaKOBKE MepYaToK W eofdepXKaTb

K CNeayroLLYH MH(OpMaLIO;
r - HaMMeHOoBaHWe U3aenns;
- HavMeHOBaHVe NMpeanpuUATUA-M3roToBUTENS,
- ajpec NpegnpuUATUS-U3rOTOBUTENS;
- TOBapHbI 3HaK N3roToBUTENS (NOroTuUn);
- Ko;myecTBO nap: «1 napa»,
- YCNOBWSA XpaHeHUs;
Hagnucb: «CTepuibHOCTb rapaHTMPOBaHa NPK LeIOCTHOCTM YNaKoBKM»
Hagnuceb: «He MCNonb30BaTh NPU NOBPEXAEHHON YNakoBKe»
- Hagnucb «ans 0fHOPa30BOro0 UCMO/b30BaHMSA»
cumon PCT (06a3aTefnibHOe feKnaprpoBaHme MeanLMHCKOTO N3Lenus).
- pa3mep nepyarok;
- HOMEp napTuu;
- [iaTa M3roToBneHus (ctepunmnsaymn);
- CPOK rogHocTu: «3 rofa»,
I - 0603Ha4veHue NOCT;
- 0603HaYeHme HaCTOALLMX TEXHUYECKUX YCNOBWUIA;

- HOMep W AaTa BblUaun PerncTpaLoHHOro YA0CTOBEPEHUS;
- 3HaK COOTBETCTBMS U LUTPUX-KOA;

N
[Ins nepuaTok 13 naTekca reeeu, Haanuch: «HaTypanbHbIli NaTekc, BXOASLLMIA B COCTaB

N30eNns, MOXET Bbl3bIBaTb a/iIepPruyecKyto peakLuio y OTAeNbHbIX Ly,
- CrnoBa, oTpaxaroLLme MaTepuan nepyaTok: «/1aTeKCHbIe»
CnoBa, oTpaxaroLiue BUA OTAENKN MepUaToK: «TEKCTYPUPOBaHHbIE» NN «TIaAKMEY,
Cnosa, oTpaxaroLyue B OTAENKN «ONYyAPEHHbIE» U «HEONYAPEHHbIE»;
- Hagnuce: «CtepunmnsosaHo EO» unmn «Sterile EO»
Hagnucun fonyctMmo 3aMeHsTb cumBonamu B cooteeTctBun ¢ LOC1Fuun oz/a .
[ oTKaeTcs HAHOCUTb LOMONHUTENbHYHO MH(OPMaLMI0 06 U3roTOBUTENE M NPOLaBLAaX, a Takxke

[0/MKHA 6bITh HAHECEHA HA MHAUBUAYaNbHYIO YNAKOBKY TUMOrpadnyYeckumM crnoco6om.
MepemMeHHble JaHHbIe HAHOCUTb Ha YMaKOBKY LUITaMMoM MNP YCOBUM COXPaHHOCTM

HaAMMCIA B TeYEHNE CPOKa XPaHEHWS. rrT bl1@ AnnbliK TQAHCMOPTHOW YNaKoBKM
10.3 TpchnopTHa% MapIPI/IpOBKa,U,OII)KHa cooteetcTBoBath [ OCT @. p % P y

axX T ™
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HOpuanueckuit agpec: 101000, r.Mocksa, yiMsicHuukas, 4.30/1/2, cTp.2
dakTunyeckuin agpec: 111123, rMocksa, yn.MnexaHosa 4A
TenedpoH: +7(495) 786-34-91 (MHOrOKaHabHbIN)

Beb6-caiiT: www.pharm-global.com
E-mail: info@pharm-globaLcom

[O/MKEH MMETb ClieflytoLLme PeKBU3UTLI:

- HaMmeHOBaHWe NpPeAnpUATUA-U3roToBUTENS;

- TOBapHbIA 3HaK N3roTOBUTENS;

- ajpec U3roToBuUTeNs;

- HavMeHOBaHWe U3Lenns;

- HOMep MmapTuu,;

- KOJIMYeCTBO nap B TPAHCMOPTHOW Tape;

- rapaHTWUIHbIN CPOK rofHOCTY;

- [ara cTepunusauuu;

- Hagnucb; «CTepuibHO»;

- 0603HaYeHNe HaCTOSLLMX TEXHNYECKUX YC/OBWIA,

- Macca bpyTTO M3aennii B TPAaHCMNOPTHOMN YNaKoBKe.

10.4 Ha Kaxayto TpaHCMOPTHYH KOPOOKY AO/MKHbI 6bITb HAHECEHbI W/WUMW HaK/eeHbl MaHUNYNAUMOHHbIE

[[*3Hakun «bepeub OT Bnarun», «bepeyb OT CONHEYHBIX fTyYeii».

N  ¥Ycnosusa skcnnyatauum
CneyuanbHble TPe6OBaHNA K YCNOBUAM 3KCMlyaTaumm OTCYyTCTBYHOT.

12 TopsfoK OCYLLECTBEHMS YTUINZALMUM N YHUUTOXEHMS MEAULIMHCKOTO U3AeNNS

121 YTunusauus nepyaTok [OSIXHa NPOBOAUTLCA B COOTBETCTBUWM C 3aKOHOAATE/IbHbIMM aKTamMu Mo
yTUNU3aUMM OTXOZOB MOTPebneHNsa W npaBunamu, MNPUHATBIMA B 3KCMIYaTUPYHOLLEM MEAULMHCKOM
yupexaeHnn. He ncnonb3oBaHHbIe NepUaTKU AO/MKHbLI NOANEXaTb YTUAN3AUNN B ClyYae:

- OKOHYaHWA CPOKa rofHOCTU;

- NOATBEPXKAEHUA (haKTOB U 0BCTOATE/LCTB, CBUAETE/IbCTBYIOWMX O HEBbIMOSHEHUN MPeayCMOTPEHHOIO
HasHauveHus, MO0 CO3[AOLLMX YTPO3Y XKU3HW 1 3L0POBLH0 MeApaboTHNKOB U NaLMEHTOB.

12.2 TlepyaTKu C UCTEKLLUMM CPOKOM FOAHOCTH, HE 3arpsi3HeHHbIE KPOBbIO U/MNn ApYrMmn 61UOI0rMYecKUMN
XUAKOCTAMM, a TakXKe YMNakoBKa, AO0/KHbI YTUIM3MPOBATLCS B COOTBETCTBUM C TpebosaHusmu CaHluH
2.1.7.2790, oTHOCAWMMNCA K MEAULIMHCKMM 0TX0faM Knacca A.

12.3 TlMepuyaTky, 3arpsasHeHHble KPOBbKO W/WAW  ApYrMU  GMONOTMYECKUMW  XKUAKOCTAMU  LO/DKHBbI
YTUIN3MPOBATLCSA B COOTBETCTBUM C TpeboBaHuAMM CaHlMuH 2.1.7.2790, OTHOCAWMMUCA K MEAULMHCKIAM
oTXofam knacca b.

124 Ecnv nepyaTKM KOHTaKTMpOBa/IM C naumeHTaMu, 60MetoWmmMmn 0cob0 OnacHbIMU UHGEKLUAMN
(KapaHTMHHbIE MH(eKUMW, NaLMeHTbl PTU3NATPUYECKNX, MUKOIOTUYECKUX 60MbHIL, 1 OTXOAb! OT NaueHTOoB
C aHa3POOHBLIMN MHPEKLMAMU), TO UX YTUIN3UPYIOT B COOTBETCTBUM C TpeboBaHMAMU CaHlMnH 2.1.7.2790kak
MeULMHCKME 0TX0AbI Knacca «Bx.

13 ["apaHTUKN N3roToBUTENSA
13.1 MMpegnpusatve - W3roTOBUTE/Ib TapaHTUPYeT COOTBETCTBME W3L4eNMA TPeboBaHWUAM  HaCTOAMLX
TEXHUYECKUX YC/IOBUIA NpU  COGNIOLEHMM MpaBW/ TPaHCMOPTUPOBaHMS, XpaHeHWUs W 3KCnayaTauyuu,
YCTAHOB/IEHHbIX HACTOALLMMU TEXHUYECKMMU YCIIOBUAMMN.
13.2 MapaHTUIAHbIA CPOK FOAHOCTU - 3 rofa C AaTbl CTEPUN3ALMM, YKA3aHHOW Ha YraKoBKe.
V3gennsa ¢ NCTEKLINM CPOKOM CTEPUNN3ALMM UCNO/b30BaHNIO HE NOAJIEXKAT.
Heobxoaumble yCNoBUA XpaHeHWs:
YpoBeHb BNXXHOCTN He AO/MKEH NpeBbiaTh 85%;
— Temnepatypa B CKNaACKOM MOMELLEHNN MOXET HaXoAUTLCA B AnanasoHe ot 0 o +35 C,
- LleniocTHOCTb YNakoBKN He JO/MKHA 6bITb HapyLUEHa;
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Ha ynakoBaHHOE N3AENTNE HE AO0/DKHbI Nonafatb NpsmMble COJTHEYHBLIE /YUYW,
YnakoBaHHble 130enns AOMKHBI XPaHUTLCA Ha PACCTOAHMI He MeHee 1M OT OTOMUTE/TbHbIX I'IpVI60pOB.

14 Peknamaunu
Peknamauumn B yCTaHOB/IEHHOM MOPsAAKe MPeAbABIAIOTCA NPeAnpUATUIO-U3rOTOBUTENO C NPUIOXKEHUEM
HaCTOSALLEN MHCTPYKLUN
M3rotoBuTenb:  OOLLECTBO C OrpaHNYeHHON OTBETCTBEHHOCTLIO «PapM-I"nobasns»
FOpuguuecknii agpec: 101000, r.Mocksa, yn.MsicHuukas, 4.30/1/2, ctp.2
dakTnyeckunii agpec: 111123, r.Mocksa, yn.lnexaHosa 4A
Agppec npoussoAcTea: 144005, MockoBcKas 06M1acTb, I. OnekTpocTanb, yn. KpacHas,
109,
gl’ene(pOH: +7(495) 786-34-91 (MHOroKaHa/bHbliA)
Beb6-cainT: www.pharm-global.com
E-mail: info@pharm-global.com

MpunoxeHune (cnpaBoYHOE)

% plIVim»in 1n1 »

M306paxkeHne cCMMBOIA Ha ynakoBKe PaclungpoBka crmBosia

,,,,,,,,,,,,,, — r

CoaepXXnT HaTypa/bHbIl NaTeke

L Homep naptum
? Kcnonb3oBaTh 40 (rof, MecsL)
HanmeHoBaHMWe 1 afipec Npon3BoAMTENS

TonbKO ANst OHOKPATHOIO NPUMEHEHUS
He 1cnonb3oBaTh Npu NMOBPEXAEHHOI YNaKoBKe

bepeyb OT Bnarun
$ He pgonyckatb nonafaHusa CO/IHEYHOro CBeTa

1 TemnepaTypHbIit nanasoH

[nana3oH BnaXHOCTU

. [aTa n3rotosneHus
r
CTaULEco CtepunbHo. CTEpUIN30BaHO 3TU/IEHOKCUOM.
BTEMpN CrepuvinbHo.

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



Bcero npoHymepoBaHHO U1 CLUMTO
rOJi lnuct_£/
2019 r.

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



