
3KcnjiyaTauH0HHbiH ^oKyMeHT (aTHKeTKa-HHCTpyKUHs)

Ha MeaHUHHCKoe n3.ae.jiHe

IlojiH-naHejiH ana CMemiiBaHHa njiOM6HpoBOHHbix, cjienoHHbix H npyrax MaTepnanoB

no TY 9391-001-10590511-2012
B cjieflyiomHX HcnojmeHHax:120x200 MM, 120X100 MM, 60X90 MM, 60X60 MM, 50X50 MM, 55X74 MM,

60x50 MM, 65x70 MM, 100X80 MM, 70X90 MM, 45X55 MM, 50X40 MM, 36X66 MM, 32X66 MM.



3THKeTKa-HHCTpyKUHH
IlojiH-naHejiH n,nx CMeuiHBaHHa njioMGHpoBOHHbix, cjienonHbix H .apyrnx MaTepHanoB

B cjieuyK>mnx ucnojiHeHHax:120x200 MM, 120X100 MM, 60X90 MM, 60X60 MM, 50X50 MM, 55X74 MM,
60x50 MM, 65x70 MM, 100X80 MM, 70X90 MM, 45X55 MM, 50X40 MM, 36X66 MM, 32X66 MM.

TY 9391-001-10590511-2012
Py Wa P3H 2013/227 OT 15.03.2013 r

HasHaneHHe
IlojiH-naHCJiH npcana3naHCHbi ZJIR cMcmuBajina IIJIOM6HPOBOHHHX, cjienonHbix H upyrHx MaTepnanoB,

o^HopasoBoro Hcri0Jib30BaHMfl.
Odnacmb npuMeneHUR: npHMeuxioTca KBajiK^HUMpOBainibiM MCUHUHHCKHM nepconajiOM B VCJIOBHHX

MeflKUHHCKoro yMpexc/ieHHH H 3y6oxexHHuecKHX Jiaoopaxopiuix.
Bo3MOMHbie nodoHUbie deucmeust: HeT.
UpuHnun deucmeim: riojiH-naHejiH iipeucxaBJiHioT CO6OH KJieeHbiii c OUHOH, UByx, xpex HJIH nexbipex TopuoB
6JIOK H3 JIHCXOB nepraMeHTa HJIH GyMarn, JiaMHHHpoBaHHOH nojmoxHJieHOM, c OUHOH CTOPOHM, Koxopaa
HBJiaexca paGoueft H npe,QHa3HaHeHa zuia CMeuiHBaHHsi KOMriOHeHXOB ouHopa30Boro Hcnojib30BaHHfl.
CmepusibHOcmb, Memodbi cmepivnaanuu: IHuejine nocxaBjiaexca He cxepiuibHbiM H cxepHJiH3auHH He
no/uiexcHX.

TexHHHecKHe xapaKi epncTHKH
IlojiH-naHejiH npeucxaBJunox CO6OH KJieeHbiH c OUHOH, UByx, xpex HJIH nexbipex xopuos GJIOK H3 JIHCXOB

nepraMeHxa HJIH GyMaru, JiaMHHHpoBaHHOH nojiHoxHJieHOM.
JIHCXH 6yMarn uojoKHbi 6bixb pa3MemeHbi Ha ocHOBaHHH CTaGHjiH3HpyioiueM.
TaGjiHga xnnoB nojiH-naHejien, B IIOJIHOH (accopxHMeHXHOH) HOMeHKJiaxype:

npe/jejibHbie oxKjioneHHS,Pa3Mep nojiH-naHejiH

(fljIHHa X IilHpHHa), MM
06o3HaneHHe

MM

071 9391.001.00 120x200 ± 15
0/19391.001.00-01 120x100 ± 15

± 100719391.001.00-02 60x90
0719391.001.00-03 60x60 ± 10
0719391.001.00-04 50x50 ± 10

± 100719391.001.00-05 55x74
60x50 ± 100719391.001.00-06

0719391.001.00-07 65x70 ± 10
0719391.001.00-08 100x80 ± 15

70x90 ± 150719391.001.00-09
± 100719391.001.00-10 45x55
± 100719391.001.00-11 50x40
± 100719391.001.00-12 36x66
± 100719391.001.00-13 32x66

Cnoco6 npiiMeiieiiiiH
1. Bcxpofixe ynaKOBKy nojiH-nanejiH.
2. Pa3MecxHxe Ha noBepxHoexH Jincxa 6yMarn lieoGxozuiMoe KOJIHHCCXBO CMemHBaeMbix MaxepnajioB.
3. CMemanxe MaxepHanbi npu noMomn mnaxejia HJIH upyroro HHexpyMeHxa.
4. llocjie Hcnojib30BanHa CMemaHHoro Maxepnajia oxopBHxe ox Gjioxa JIHCX GyMaru c ocxaxxaMH Maxepnajia H
yxHJiH3HpyHxe corjiacno HHCxpyxuHH npoH3BoaHxejia CMeiiiHBaeMoro Maxepuajia.

ripOTHBOnOKa3aHHH K npHMCHeHHIO
He zionycKaexca npHMenaxb nojiH-nanejiH ne no Ha3HaHenHK>. He uonycKaexca npHMeHaxb B cjiyuae
HapymeHHH noxpeonxejibCKOH xapbi.

KoMnJieKT HOCXaBKM
nojiH-naHejiH, corjiacHO accopxHMeHXHOH HOMeHKJiaxype, Bbinycxaioxca B cjieuyioiuHx Bnuax KOMruieKxau.Hn:
1. nojiH-naHCJib ouHoro pa3Mepa (120x200 MM/120X100 MM/60X90 MM/60X60 MM/50X50 MM/55X74 MM/60X50
MM/65X70 MM/100X80 MM/70X90 MM/45X55 MM/50X40 MM/36X66 MM/32X66 MM), KOJIHHCCXBO JIHCXOB B Gjioice

(100±5) IHT./(75±5) IHT./(50±5) UIX., KOMnjieKXHoexbK) l rnx.; 2 mt; 3 rnx.; 4 rnx.; 5 rnx. B naKexe nojiHMepHOM.
2. nojiH-naHeJib B KOMnjiexxe cjieuyioiHHX pa3MepoB (120x200 MM/120X100 MM/60X90 MM/60X60 MM/50X50
MM/55X74 MM/60X50 MM/65X70 MM/100X80 MM/70X90 MM/45X55 MM/50X40 MM/36X66 MM/32X66 MM).



KOJIHHCCTBO JIHCTOB B SjlOKe (100±5) UIT./(75±5) IHT./(50±5) HIT., B KOJIHHeCTBe 2 LOT.; 3 HIT.; 4 HIT.; 5 HIT. B

naiceTe nojiHMepHOM.
YCJXOBHH XpaneHHH H TpaHCnopTHpOBaHHH

riojiH-nanejiH B ynaKOBKe 3aBOfla-npoH3BOflHTejw ZIOJDKHLI xpatiHTbca na coaaax H3roTOBHTejiH HJIH
noTpeSHTejia npn TeMnepaType OT -50 °C ao +50 °C H OTHOCHTejibHOH BJIH^KHOCTH ne 6ojiee 80 %.
YCJIOBHM rpaHcnopTHpoBaHHa npn TeMneparype OT -50 °C no +50 °C H OTHOCHTejibHoft BJIB^KHOCTH He Gojiee
98 %.

TapaHTHM H3TOTOBH rejiH

ripennpHHTHe-npoH3BonHTejib rapaHTiipyeT COOTBGTCTBHC nojiH-nancjicn BCCM TpeSoBaiiHHM HaCToaiHHX
TexHHnecKHX ycjiOBHH npn coOjuoneHHH noTpe6HTeneM ycjiOBHH TpaHcnoprapoBaHHa H xpaHeHHM, B TeneHHe

36 MecaueB.
CpOK TOUHOCTH 36 MecaueB C aaTbl npOH3BOHCTBa.
HoMep napmuu, dama ebinycKa, cpoK zodnocmu yncaanbi na amuKemKe-mcmpyKiyuu u/wiu na ynuKoane.

YTHJIH3ailHH OTXOHOB
MenHUHHCKHe OTXOABI nojiH-naHejien B Bane OTpa6oT3HHt,ix JWCTOB H ynaxoBKH OTHOCHTCM K

anHneMHOJiorHHecKH 6e3onacHbiM OTXonaM (KJiacc A) H MoryT 6biTb yTHjiH3HpoBaHbi xax TKO (Tsepabie
KOMMyHanbHbie OTXonbi) no npaBHJiaM, ycTanoBjieHHbiM B Me/WHHHCKOM yHpeacneHHH Ha ocHOBaHHH

neHCTByiouiero 3aKoiionaTejibCTBa.
ripoH3BonHTejib H npon3BoncTBCHHa>i moma/nca: OOO «,fl,c.ribTHKa». 394026, Poccna, r. BopoHOK, yji. /JpyacnHHHKOB, 10
Tejie(|)OH +78001019008, (473)239-20-72, 233-35-43.
J\ara Bbinycxa HJIH nocjie/mero nepecMOTpa pyKOBO/tcTBa no 3Kcn;iyaTauHH (MecHiVro/t): 29.05.2023

^onojmHTe.ibiiaH niicj)op.MauHH
M3roTOBHTejib He HeceT OTBCTCTBCHHOCTH B cjiynae noBpeacneHHH, nojiyneimbix BCJiejicxBHe Heco6.noneHHH
TpeGoBaHHH, yKa3aHHbix HHCTpyKUHH HJIH npHMeneHHH H3aejiHH He no Ha3HaneHHK).
HHiJiopMauHK) no KanecTBy H3neJiHH HJIH o cnynanx BbiHBJieHHH HeSjiaronpHHTHbix COOWTHH, He yKa3annbix B

HHCTPYKHHH, npHHHMaiOT no anpecy:
OOO «/(ejibTHKa», 394026, r. BopoHexc, yji. /IpyjKHHHHKOB, n. 10.
TeJie<j)OH +78001019008, (473)239-20-72, 233-35-43.
e-mail: ppml@deltika.ru
CHMBOJIM, npHMeHHeMbie npn MapKHpoBaiiHH Me/iHHHHCKoro H3neJiHH (symbol used in medical device
labelling): H3o6pa>KeHHe Ha 3THKeTKe H/HJIH B conpoBonuTejibHon noKyMeHTaunn Me/muHHCKoro H3nejiHH,
nepenaionjee cneiiHajibHyio HH^opMaumo, HCKmonaioinyio KeoGxonHMocTb JXJIH nocTaBujHKa HJIH
norpeGHTejiH BJianerb 3HaHHeM KOHKperHoro HauHOHajibHoro H3biKa HJIH pernoHa:

r h

Ko/t napTHH[tor]

HoMep no Karanory

OIV
He nonycxaTb B03/xeHCTBHe COJIHCHHOTO CBera

Bepenb OT BJiarn

3anpeT na noBTOpnoe npHMeHeHHe

06parHTecb K 3JieicrpoHHOH HHCTpyKUHH no
npHMeneHHiowww.deltika.ru

RU PyCCKHH H3bIK

EN AHTJIHHCKHH S3bIK

rionroTOBHji:

npOBepHJI

ynojiHOMOHeHHbiil npcacTaBHTC.ib npoH3BoanTC.i5i B Pecny6jiHKe Eejiapycb: 3AO «EejiMennocTaBKa» (225730, Eejiapycb,
EpecTCKaa o6jiacTb, FIHHCKHH pailoH. n.HHHKOBHHH, yji. floncpennasi 36)

___________________

: ____________________




