HNHcTpyKius 1o MeIUIMHCKOMY PUMEHEHHUI0
MEeIUIUHCKOTO0 N3/1eJTUs

1) HamMmeHOBaHMe MeIMIMHCKOT0 HW3/eJus, BapHAHTHI MoAUUKANUIA
(MCToJTHEHM ) MEeAMIIUHCKOTO U3/1eJIU.

«Hwutp XUpypruyeckas AMISTER, CTEpUJIbHA, CUHTETUYECKas,

HepaccacwiBatomasicss  (Polyester), muierenas, ¢ TOKpBITHEM, 3eJ€HAs WM

HEOKpAaIlleHHAas!, ¢ aTpaBMaTHYECKUMU UTJIaMH Pa3JIMYHBIX THIIOB U (opM U 6e3

WTJI»

2) CocTaB H OMHCAHUE MEAUIHHCKOTO U3/1eTUsl

[lloBupii Marepuan «Hute xupypruueckas AMISTER, crepuibHas,
cuHTeTHYecKas, HepaccacbiBawomasics (Polyester), mieTeHas, ¢ MOKpPBITHEM,
3eJieHasi WM HEOKpAallleHHas1, C aTpaBMaTUYECKUMU WIJIaMU Pa3IHYHbIX TUTIOB U
dopMm u 6e3 uri, pasmepamu USP (merpuueckwii): 6-0 (0,7), 5-0 (1), 4-0 (1,5),
3-0 (2),2-0(3),0(3,5),1(4), 2 (5), 3-4 (6), 5 (7), 6 (8); muua aHuTH: OT 10 cM —
20 metpoB; anuHa uri: ot 3,8 — 110 Mmm» mpenctaBnser coO0il CTEPUIIbHBIIM
CUHTETHUYECKUA HEPACCACHIBAIOIIMNCS IUIETEHBIM XUPYPTHUYECKUN IIOBHBIM
MaTepuag  OJAHOKPAaTHOIO  IPUMEHEHUS HAa  OCHOBE  IOJIM3CTEpa  C
NOJUOYTUIIATHBIM MOKPBITUEM, KOTOPOE MPUAAET €My TJIaJKOCTh U obJierdaer
IPOHUKHOBEHHUE B TKAHM, a TaK)Ke 00JeryaeT paboTy C IIOBHBIM MaTEpUaJIOM.
[loBueiii matepuan AMISTER xapaktepusyeTcss OTJIMYHBIMH  (PU3HKO-
MEXaHUYECKUMHU " MaHUMYJISITIOHHBIMH CBOMCTBaMHU, BBI3BIBAET
HE3HAUUTEIbHYIO TKAaHEBYIO peakiuio. JloCTymHbl BapuaHThl UCIIOJIHEHUS KaK B
OKpaIieHHOM (3eseHblit kpacutenab D & C - Ne6, HomMep 11BeTOBOTO Koa 61565),
TaK ¥ He B oKkpaiieHHOM Buje. [lloBHBIN MaTepuan nmocTaBiIsieTcs: OTACIBHO WU
B KOMOMHALIUM C aTpaBMaTHYECKHMMM HUIJIAMU CO CHEIHAJIbHBIM IOKPBITHEM,
pa3IMYHOM TBEPAOCTH M IapaMeTpaMu ILIEPOXOBATOCTH IIOBEPXHOCTH WIJI,
pPa3IMYHBIX THUIIOB (3aTOYKAa OCTPHS WIJIbI, CTENEHb H30THYTOCTH, NPOQUIIb
CEYEHHUs, TUIl yIIKa UIJIbI U Jpyrue), GopM U pa3MepoB, C ONpeneTICHHBIMU
HapykHbiMu auameTtpamu. [lloBueiii marepuan AMISTER cooTBeTcTBYeT
tpeboBanusim CT TOO-262 (TOO «Amup u [I»), EBpomneiickoit dapmakonen
(E®) nns crepuibHBIX HIOBHBIX MaTepUajoB W3 MOJMATUIIEHTEpedTanara u
®apmakonen  Coenunennbix  IlItatoB  Amepuxun  (OCIHA)  and
HepaccachIBalOUXCS XUPYPTrUYECKUX IIOBHBIX MaTepHUaIOB u3
NOJIMATUIIEHTEpEePTaIaTa, 3a HUCKIIOYEHHEM HEOONBIIOrO  MPEBBIIICHHUS
JMaMeTpa Jijisi HEKOTOPBIX TUIIOB IIOBHOTO MaTepuara.

Yenosnwvie obosnauenus OKDYIHCHOCMU U d)Oprl nonepevHoco ce4erus uljlobl

2 Y4 OKpY>KHOCTb UTJIbI @ /2 OKpY’KHOCTb MIJIbI

\Q 3/8 OKpPY>KHOCTH UTJIBI @ 5/8 OKpY>KHOCTb WTJIBI

\: :f 7/16 OKpPYKHOCTD UTJIBI — J — urna (uria-Kproydok)




IIpsimas urna JIBoiHas uriia

N JIbpkeoOpa3Has urina @ ; Wrna ¢ 1BOMHON KPUBU3HOU

Komnromas urina

©

TynokoHeuHas uria

KOJ'IIOH_Iaﬂ Hrja ¢ yrmjiolCHHBIM
KOHYHMKOM

®
«

OOpaTHO-pexyIas uria

\ 4 Komome-pexyas uria A Pexymias uria

Kouroniast urna ¢ pexxyuum

& KOHYMKOM (Tamepkar) @ Komromas TynokoHneuHast uria
,& TpoakapHas uria - IImareneBuaHasa uria

v Urna ¢ Mmukpooctpuem e [Ipurynnennas urmna

|E| Vcunednasa uria - JlaHneToBHUIHAS UTJIA

Ilpumeuanue: Wribl W3rOTOBIECHBI W3 HEPKABCIOLIEH, KOPPO3MOHOCTOMKOMN
CTAJIA PA3JIUYHBIX MApOK U CIUIABOB, COOTBETCTBYIOLIMX MEXIYHAPOIHBIM
crangaptaM: AISI/SUS/ASTM/DIN u apyrue, (cepun 300: 301, 302, 304, 316;
cepuu 400: 420; 455, 4310 u npyrue).
Ha unauBuyasibHOM NOTPEOUTEbCKON YITaKOBKE YKa3bIBAOTCS:

— CBEACHUS O JUTHHE, PopMe OCTpHUS U CTENEHU N30THYTOCTH UTJIHI,

— CBCACHUA O TOJIIMHHE, JJIMHE, IBETC 1 HAMMCHOBAHUEC MaTCpHUaia IIIOBHOM
HHUTHU.

3) ®opma BbIMyCKA

[ToBneii1 maTtepuan AMISTER ynakoBbeIBaeTCsl B MHIAUBUAYAIBHYIO YIIAKOBKY,
KOTOpasi COCTOUT W3 BHYTPEHHEW (KapTOH/MOJMMEPHBIM KapkKac) W BHEIIHEH
ynakoBKH (posibra/0yMakHO-TIOJIMMEPHBIN MMAKET).

W3nenue BbimyckaeTcs B KoaudecTse oT 1 10 50 mTyk B KOpoOKe.

4) Tloka3anusi kK npuMeHeHuro/Haznauenue

[Houbit matepuan AMISTER npennasnaden st anmpokcuManuud W/WiH
JIUTUPOBAHUS MSTKHX TKaHEH, rae TpedyeTcs pUMEHEHUE
HepaccachIBalOUIErocs IIOBHOIO MaTepualia, BKJIOYas WCIOJIb30BAaHUE B
CEPIIEYHO-COCYIUCTON, O(TATLMOJIOTMUYECKON XUPYPTUU M HEHPOXUPYPIHH, a
Takke MpU (UKCUPOBAHUH MITKUX TKaHEH K KOCTHBIM TKaHSIM.

5) O6aacts mnpumeHeHusi: JledeOHO-IpOPUIAKTHUECKUE — YUPEIKICHHS,
XUPYprusl.

6) Kputepuu BbIGOpA:




Bb160p 1m1oBHOro Marepuaia 3aBUCUT OT COCTOSIHUS NALMEHTA, XUPYpPruuecKon
TEXHUKH, Pa3MEpa PaHbl, XapaKTEPUCTUK TKAHU U MPEANIOYTEHUNA XUPYpPra.

7) OkcnyaTalHOHHbIE KAUecTBA:

oBuenii  matepuan AMISTER BbI3bIBa€T MHUHUMAJIBHYIO TEPBHUHYIO
BOCMAJIUTENIbHYIO PEAKIUI0O B TKaHAX C MOCJHEAYIOWEH MHKAICYJIAUe
(GbuOpO3HON COSTMHUTEIBHONU TKaHBIO.

8) llpenynpe:xaeHus:

1. Tlpexxne yeM wucrnonb3oBaTh moBHBIM Marepuan AMISTER, memununckue
pabOTHUKHM JIOJDKHBI y4€CTh €ro B3aUMOJICCTBHE C OPraHU3MOM (COTJIACHO
pazaeny «OJKCIUTyaTalldOHHbIE KauecTBa») U JO/DKHBI O3HAKOMHTBCS C
XUPYPTUUECKUMU TIPOLIETypaMH U METOJaMU pabOThl C HEPACCACHIBAIOIIIMMHUCS
[IOBHBIMH MaTEpHaJIaMU, TIOCKOJBKY PUCK PACKPBITUS PAHbI MOKET U3MEHSTHCS
B 3aBUCUMOCTH OT MeCTa NPUMEHEHUS W BHUJA HCIOJIb3YEMOTO IIIOBHOTO
MaTtepuania;

2. CaemyeT MposIBISTH OCTOPOKHOCTh, TaK Kak mioBHbIN Marepuan AMISTER
HE JIOJDKEH JIJIUTEIHHO KOHTAKTHUPOBATH C COJICBBIMH PACTBOPAMH, HAIpPUMED,
HaXOJISAIMIUMCS B MOYCBBIBOIAIINX MYTAX WM JKCITUEBBIBOASIIMX MYTAX, BBUIY
BO3MOXHOTO 00pa30BaHUsI KOHKPEMEHTOB.

9) MepbI NpeI0CTOPOKHOCTH

1. TosibKO AJIs1 OTHOPA30BOr0 MPUMEHEHUSI;

2. N3nenue sBIseTCS CTEPUIIBLHBIM, €CTU YITAKOBKA HE BCKPHITA, HE TIOBPEKICHA
Y HE UCTEK CPOK T'OJIHOCTH;

3. Ilpu neyeHM KOHTAMUHUPOBAHHBIX UM MH(DUIIMPOBAHHBIX paH HEOOXOIUMO
MPUAEPKUBATHCS IPaBUJI HAJIEKAIIEH XUPYPTUUECKON MTPAKTUKH;

4. Ilpm pabore C IIOBHBIM MaTepUaJIOM CIeAyeT u30erartb HaHECCHUS
MOBPEXKJIECHUN MaTepually, CBI3aHHBIX C Pa3/laBJIMBAHUEM WIIA CJABJIIMBAHUEM B
pe3yabTare MPUMEHEHUS XUPYPTHUECKUX HHCTPYMEHTOB, TAKUX KaK 3aKUMBbI
WU uriojepxarenu. st JOCTKEHUs aIeKBaTHOW HAJEKHOCTH y3JI0B CIEAYET
UCIIOJIb30BaTh COOTBETCTBYIOIIYIO XHUPYPTUUYECKYIO METOJUKY HaJOKECHUS
IJIOCKUX U KBaAPATHBIX Y3JIOB C MCIOJIb30BAaHUEM JOIMOJIHUTENIbHBIX HAKUIOB
nereyib, WCXOAS U3 XUPYPTUUECKHUX TIOKa3aHWW M OINbITa MEIUIIMHCKOTO
paboTHUKA,

5. Bo wuzbexaHue TMOBpPEXACHUS WIJIbL, CleayeT (QUKCUpPOBaThH WIIy B
UrJoJiepkKaTese B TOYKE, PACIOJIOKEHHOW Ha paccrossHur oT 1/3 mo 1/2 ot
KOHIIAa WIJBl. 3axBaT B OOJACTH OCTPUS MOXKET YXYHAINIUTH Ka4eCTBO
MPOHUKHOBEHUS W MPUBECTH K MOBPEKICHHUIO WTJIBI. 3aXBaT WTIbI OJU3KO K
KOHIIy KpEIUICHHS MOXXET NPHUBECTH K €€ jAchopMaiii WIH TOJOMKE.
N3menenune Gopmbl UTIIBI MOKET MPUBECTH K MOTEPE MPOYHOCTU U CHUIKEHUIO
YCTOWYMBOCTHU K U3TUOY U U3JIOMY,

6. MenunuHckiue paOOTHUKUA JOJDKHBI COOJIOJATh OCTOPOKHOCTH  IIPH
oOpaleHnu ¢ XUPyprudecKUMH UTIaMu, BO M30€KaHUE CIIyYallHBIX MPOKOJIOB,
KOTOpbIE MOTYT NPHUBECTH K TMepelade NaTOT€HHbIX MHKPOOPTaHU3MOB,
NEPEHOCUMBIX KPOBBIO, Uepe3 HHPUIIMPOBAHHBIC UTJIBI.



10) OcoOble yka3aHus:

1. Ucnonb3oBath cpaszy ke MOCIEe BCKPHITHS YIIAKOBKH;

2. He wucnonb3oBath, eciay WHAMBHAyallbHAs YHNAKOBKA TMOBPEXKIEHA WIIH
00HapyXeHO MOBPEKACHHE METUIIMTHCKOTO U3/IETHS;

3. HenpennamepeHHO BCKPBITHIE/HACTHYHO HCIIOIH30BAHHBIE/UCIIOIH30BAHHBIC
U3JIeNNs M YIAKOBKU JIOJDKHBI YTUIIM3UPOBATHCA IO MpaBUiiaM U MpoIeypaM B
OTHOIICHUU OMOJOTMYECKH OMACHBIX MAaTEPHUAJIOB U OTXOJIOB B COOTBETCTBHHU C
MECTHBIMH HOPMaMHU | MPOIIETypaMHu;

4. IloBHbBI Marepuan JOJKEH MPUMEHATHCS TOJIBKO TpOo(hecCHOHAIBHO
MOJITOTOBJICHHBIM TTEPCOHATIOM;

5. He ucnonb30BaTh BHE 30HBI CTEPUIILHOTO ONEPALMOHHOTO OJI0KA.

11) IlpornBONOKA3AHUS:
HewusBecTHBI.

12) llob6ounbIe 3¢ PeKThI:

BpeMenHnoe wMecTHOe pasipakeHue, TIOKpaCHeHHE WM KpaTKOBPEMEHHas
BOCHIAJIMTENIbHAS pEaKiusi B OTBET Ha MHOpojHoe Teio. IloBHBIA MaTepuan
MOJKET BBI3BIBAaTh 00OCTPEHNUE yKE€ CYUIECTBYIONIEH NHPEKIIUH.

13) Cpox xpaHeHus
Cpok xpaHeHus — 5 Jer.
He npumeHsTh nociie ucTeyeHus: Cpoka roaHoCTH!

14) YcnoBusi xpanenust
Xpauuts npu Temmepatype ot 0°C go 40°C B cyxom, 3alUIIEHHOM OT MPSIMbBIX
COJIHEYHBIX JIy4EH MECTE.

15) Crepuim3anusi:

Jns  crepunuzand  OPUMEHSETCS Tra3000pa3Hbld  OKcHj dTujeHa. He
noABEpraiTe MNOBTOpPHOW crepuim3anuu! He wucnons3yiTe, €ciau ymakoBKa
BCKpbITA!

16) YciioBHBIE 0003HAYEHUS

[PAOUYECKHUE CUMBOJIbI
Cumsou HanmeHoBaHHe CHMBOJIA Cumsoa HanmeHoBaHHe CHMBOJIA

LOT Cepus L’ CpoK rogHocTH

[i iJ Jlata uzroroBieHus

TemneparypHbIil 1Mana3zoH

[
REF Karanoxusiit Homep d [IpousBogurens




Octopoxxno! ObpaTurecs K
He crepunnzoBats OBTOPHO
UHCTPYKIUH 10 IPHMEHEHHUIO
Crepunu3zanus
STERILE[EO DTHICHOKCHIOM E Obpatutech K MHCTpYKIHH 10
IPUMCHCHUIO
) Y He nomyckath BO3eiicTBHs
i Bepeub oT Biaru ANy Aoty A
J = COJTHEYHOT'O CBETa
® He ncnons308aTh MOBTOPHO @ He ucnonb3oBath npu
MOBPEKICHHOM YITaKOBKE

17) IlpousBoauresib

TOO «Amup u [», Pecnybnuka Kazaxcrtan, JKamOwuickas o06sactb, Topon
Tapa3, 3-it mepeynok ABToOMOOWMIIbHBIH, 1«By.

Ten./akc: +7 (7262) 51-27-54, 51-27-59

E-mail: info@amird.kz

18) YnosiHoOMOUY€eHHBII NPeACTABUTE/Ib TPOU3BOAUTES

TOO «Parasat Pharma Medical», Pecny6iauka KazaxcraH, ropoj AjMarthl,
Anartayckuil pailod, mukpopaiios [lansipak-1, ynmuna Oremucynsl, 71«b»
Ten./pakc: +7(7273) 64-52-05

E-mail: k.a.parasat@mail.ru

19) Anpec opranm3auum, npuHuMawuieii Ha Teppuropum PecnmyOuamnkm
Ka3zaxcran mnpereH3um OT noTpedWTeN el MO KaveCcTBY MeIUIIMHCKOIO
u3aeJus

TOO «Parasat Pharma Medical», PecnyGiauka Kazaxcrtan, ropoj AJjMarthl,
Aunarayckuil palioH, MukpopaiioHn [llansipak-1, ynuma Otemucynsl, 71«b»
Temn./dakc: +7(7273) 64-52-05

E-mail: k.a.parasat@mail.ru

20) HamMeHoBaHHMe U KOHTAKTHbIE JJAHHbIE OPraHU3alUM, OTBETCTBEHHOM
3a MOCTPEerucTpPalMOHHOe HAOJII0IeHHe 32 0e30MACHOCTHI0 MEeIUIUHCKOIO
u3aeaus Ha teppuropun Pecnyoauku Kazaxcran

TOO «Parasat Pharma Medical», PecnyGiauka Kazaxcrtan, ropoj AJjMarthl,
Anarayckuil pailod, mukpopaiion [llansipak-1, ynuia Otemucyinsl, 71«by»
Ten./dakc: +7(7273) 64-52-05

E-mail: k.a.parasat@mail.ru

3agBUTEID Kanmomnmaesa K.A.
TOO «Amup u I»
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