HNHcTpyK1us 10 MeAMIUHCKOMY NPUMEHEHUI0
MEJUIUHCKOI0 U3/1eJIusl

1) HauMeHoBaHMe MEIMUHMHCKOrO0 W3AeJUSA, BAPUAHTBHI MoaudUKANUI
(MCroJIHEeHM ) MeAMIIUHCKOT0 U3/1eJIus.

«Hutp XApYypruveckas AMIGLID, CTEpUJIbHAS, CHUHTETUYECKAS,

paccaceiBaromasicsi (Polyglycolic acid), mnerenas, ¢ mokpeitueMm, ¢GhuojaeToBas

WJIM HEOKpAIlIeHHAs!, C aTPaBMAaTUYECKUMH UTJIAMH PA3JIUYHBIX TUTIOB U (OPM H

6e3 urm»

2) CocTaB M oNMCAHUE MEIUIUHCKOT0 U3/1e/Iusl

[loBueiii Marepuan «Hute xupypruueckas AMIGLID, crepuibHas,
cuHTeTHueckas, paccacbiBaromasics (Polyglycolic acid), nnerenas, ¢ mokpsiTueM,
¢duoneTroBas WM HEOKpAIlEHHAas, C aTPaBMAaTHYECKUMHU WIJaMU Pa3THYHbIX
TUNoB U Gopm u 6e3 urn, pasmepamu USP (metpuueckuii): 8-0 (0,4), 7-0 (0,5),
6-0 (0,7), 5-0 (1), 4-0 (1,5), 3-0 (2), 2-0 (3), 0 (3,5), 1 (4), 2 (5); nIMHA HATH: OT
10 cm — 20 metpoB; anuHa uri: ot 3,8 — 110 mMm» mpeacrtaBiseT coOoi
CTEPWIbHBI CUHTETUYECKUN pPACCACHIBAIOIIMICSA IUIETEHBIA XUPYPrUYECKUAN
IIOBHBIA ~ MaTepuan  OAHOKPATHOIO TNPUMEHEHMs, W3TOTOBJICHHBIA U3
MOJIUTJIMKOJIEBOU (ITOJIUTUAPOKCUAIIETUIIOBOM) KUCIOTHI, TOKPBHITUE COCTOUT U3
JAKTHUJA, TIIMKOJIMIA U cTeapaTa Kaublus. [loka3zaHo, 4TO U1 MOJUTIIMKOJIEBOM
KHUCJIOTHI XapaKTepHa 0c00as aTpaBMAaTUYHOCTh MOBEPXHOCTU U HAJIEKHOCTb.
JlocTynHbBI BapUaHThl UCIIOJHEHUS! KaK B OKPAIIEHHOM ((pHOJETOBBIN KpacUTENb
D & C - Ne2, nomep upetoBoro koga 60725), Tak U HE B OKpAIlIEHHOM BH/IE.
[loBHBI MaTepuall MOCTaBISAETCS OTHEAbHO WM B KOMOMHaUUMU C
aTpaBMaTHYECKUMH HIVIAMH CO  CIIEHMAIBHBIM  ITOKPBITHEM, Pa3JIMYHOU
TBEPJOCTH U MTapaMETPAMHU IIEPOXOBATOCTU IOBEPXHOCTH UTJI, PA3JIUYHBIX TUIIOB
(3aTOYKa OCTPUSA UTJIbl, CTETIEHb U30THYTOCTH, TPO(HIIb CEUCHHUSI, THI YIIIKA UTJIbI
U Jpyrue), GopM M pasMepoB, C ONPEACICHHBIMH HAPYKHbIMU JUaMETpPaMHu.
[osusiii matepuan AMIGLID cootBerctByet TpeboBanusam CT TOO-262 (TOO
«Ammp u [1»), EBponetickoit papmakoneu (ED) myist cTepuabHBIX CHHTETHUECKUX
paccachIBalOIIMXCs IJIETEHBIX WIOBHBIX MarepuanoB u ®apmakonen CIIIA
(OCHIA) nua paccachlBarOIIMXCS XUPYPrUYECKUX IIOBHBIX MaTepUaloB, 3a
UCKJIIOYEHHEM HEOOJbIIOr0 NPEBBIIICHUS OuaMeTpa AJii HEKOTOPBIX THUIIOB

IIOBHOI'O MaTcpHalia.
Yenosnvie obosnauenus OKpYIHCHOCMU U d)Oprl nonepevHoco ce4erus uljlol

2 OKPY’KHOCTb UTJIbI

;/ "4 OKPY’KHOCTB UTJIbI

5/8 OKpYKHOCTB UTJIBI

Q 3/8 OKpY>XHOCTb HTJIBI

J — urna (urmna-kKprodokx)

; | ; 7/16 OKpY>KHOCTb UTJIbI

N JIspxeoOpa3Has uria

Hrna ¢ nBOMHON KPUBU3HOM

Qe




I[Ipsmas urna v JIBoitHas uria
® Komromast urmna O Tynokoneunas urna
= Kouromias uria ¢ yriomeHHbIM v O6paTHO-pexKyIIas NIt

y
KOHYHKOM
\ / Kourome-pesxyias uria A Pexymias uria
Kosmromas urna ¢ pexyium

& KOHYHMKOM (TarepKar) O] Komomas TyloKoHeuHas uria
oy Tpoakapnas uria - [[InaTeneBuaHas uria
A 4 Uria ¢ MUKpOOCTpUEM S [IpuTyIieHHas uria
El VYcunenHas uria - JlaHneToBHUIHAS UTJIA

IIpumeuanue: Vbl I3rOTOBIICHBI U3 HEP/KABEIOLIEH, KOPPO3UOHOCTOUKOM CTAIIN
Pa3IMYHBIX MapOK U CIUIaBOB, COOTBETCTBYIOIINX MEXIYHAPOIHBIM CTaHAAPTaM:
AISI/SUS/ASTM/DIN u apyrue, (cepun 300: 301, 302, 304, 316; cepuu 400:
420; 455, 4310 u opyrue).
Ha unnuBuayanbHOM NOTpeOUTENbCKOM YITaKOBKE YKa3bIBAIOTCS:

— CBeJIeHUS O JUIMHE, (OopMe OCTPHSI U CTENIEHH U30THYTOCTH UIJIbI;

— CBEACHMS O TOJIIMHE, IJIMHE, I[BETE€ 1 HAMMEHOBAHHME MaTepralia IIOBHOU

HUTH.

3) ®opma BbINyCKA

[Houbi Matepuan AMIGLID ynakoBbIBaeTCsl B MHAMBHyAIbHYIO YIIAKOBKY,
KOTOpasi COCTOWT W3 BHYTPEHHEW (KapTOH/TMOJMMEPHBIM KapKac) W BHEIIHEH
ynakoBKH (posibra/0yMakHO-IIOJIMMEPHBIN MAKET).

N3nenue BbimyckaeTcst B KoaudecTse oT 1 10 50 mTyk B KOpoOKe.

4) Iloka3anus k npuMeHenuo/Haznayenue
[loBueiii matepuan AMIGLID npegHazHadueH ajig anmpoKCUMAlUM W/WIIH

JIMTUPOBAHUA MATKHUX TKaHeﬁ, rac Tpe6yeTc;1 IMPUMCHCHHUEC PACCACBIBAIOIICTOCA
IMOBHOI'0 MaTCpuala.

5) OOaact, npumeHeHusi: JleueOHO-POPUIAKTHUECKHE  YUPEXKICHUS,
XUPYprusi.

6) Kpurepuu Boi6opa:
Bri0op 1moBHOro Marepualna 3aBUCUT OT COCTOSIHUSI MAIMEHTa, XUPYPTruueCcKou
TEXHUKH, pa3Mepa paHbl, XapaKTEPUCTUK TKAHU U MPEINOYTEHUNH XUpypra.




7) KkcmayaTalMOHHbIEC KAaYecTBa:

[oBubiii  matepuasi AMIGLID BbI3bIBAET MHUHUMAIIBHYIO TMEPBUYHYIO
BOCHIAJIUTEIIBHYI0 PEAKLIUI0O B TKaHAX C MOCIEAYIOIIEH HHKAICYJALUEH
¢ubpo3HOI coeaMHHUTENbHONW TKaHbiO. Hapacraromias motepss IpOYHOCTH Ha
pa3pbIB U OKOHYATEIBLHOE PAacCaChlBaHHWE LIOBHOIO MaTepHalla MPOMCXOIUT 3a
cuet rugposmsa. Coxpanenue npouynoctd Ha paspeiB IN VIVO cocrasnser 75%
yepe3 2 Henenu, 50% uepe3 3 Hepenu, 25% uepe3 4 Henenu, CPoK IMOITHOTO
paccacbeiBanus 56-70 nHei.

8) Ilpenynpe:xknenns:

1. IIpexxae dyem ucnonb30oBaTh IMOBHBIA Martepuan AMIGLID, menunuHckue
pabOTHHUKHU JIOJDKHBI y4€CTh €ro B3aUMOJIEHCTBHE C OPraHU3MOM (COIJIACHO
pazneny «OKCIUTyaTallMOHHBIE KadecTBa») M JIOJDKHBI O3HAKOMUTHCA C
XUPYPTrUYECKUMHU TPOIEAYpaMU U METOoJAaMu pabOThl C PaccachIBAIOIIUMUCS
IIOBHBIMU MaTepHaiaMH, MOCKOJIbKY PUCK PACKPBITHS paHbl MOKET U3MEHSThCSI
B 3aBUCHUMOCTHM OT MECTa MPUMEHEHUS U BHAA HCHOJB3YEMOIO IIOBHOTO
Marepuana;

2. Cnenyet NposiBITh OCTOPOKHOCTbD, TaK Kak MOBHBIN MaTepuan AMIGLID ne
JOJDKEH JITUTEIbHO KOHTAaKTHUPOBAaTh C COJIEBBIMH pPacTBOpaMH, HampuMep,
HaxXOJSIIMMCS B MOYEBBIBOJISIINX IMYTSIX WIH KEITYEBBIBOASIINX MYTIX, BBUIY
BO3MOYKHOTO 00pa30BaHUsI KOHKPEMEHTOB;

3. Ilockonbky moBHbIM Marepuasi AMIGLID sBnserca paccacblBarommaMmcs,
MEJIUIIMHCKUM paOOTHUKAM CIEAYET PACCMOTPETh BO3MOXXHOCTh UCIIOJIb30BAHMS
JIOTIOJITHUTEILHOTO HEPAaCCaChIBAIOIIETOCS IOBHOIO MaTepualia Mpu yUIMBAHUU
Y4aCTKOB, KOTOPbIE€ MOTYT MOJABEPTHYTHCSI PACIIUPEHUIO WIIM PACTSIKEHUIO, UITU
obJsacteil, TpeOyIOMUX JOTMOJHUTEIBHOMN MOIIEPKKHU.

9) Mepbl IpeI0CTOPOKHOCTH:

1. TosbKO 111 OTHOPA30BOT0 IPUMEHEHUS;

2. N3penue ABIISIETCS CTEPUIIBHBIM, €CII YIIAKOBKA HE BCKPBITA, HE TIOBPEXKICHA
Y HE UCTEK CPOK T'OJHOCTH;

3. [Ipu sleyeHN KOHTAMUHUPOBAHHBIX UM MHPUIMPOBAHHBIX PaH HEOOXOIUMO
IPUACPKUBATHCS MPABUIT HAJUIEKAILEH XUPYPTUYECKON IPAKTUKH;

4. llloBHBIN MaTepHall, UCIOIb3YyEMbIN IPU CIIMBAHUM KOXKHU, KOTOPBIN OCTAaeTCs
B OpraHusmMe 0oJjiee yeM Ha 7 JHEW, MOXKET BbI3BaTb MECTHOE Pa3pakKeHHUE U
JOJHKEH OBITh pa3pe3aH WK yJaJIeH N0 YKa3aHHUIO Bpaya;

5. [IpuMeHeHre JaHHOTO NIOBHOTO MaTepHalla He PEKOMEHIYETCS Y MOXKHUIIbIX,
WCTOILEHHBIX WM OCJIa0JEHHBIX IAlMEHTOB, a TaKXKe€ y T€X, KTO CTpPagaeT
3a00JIeBaHUSAMU, KOTOPBIE MOTYT 3aMEJIJIUTh 3aKUBJICHUE PaH;

6. B HekoTophIX ciydasx (Hampumep, NpU OPTONEAMYECKHX OIlepalusix), Mo
YCMOTPEHHIO MEAULMHCKOTO PabOTHHKA MOKET MPUMEHATHCA MMMOOWIN3aLUs
CYCTaBOB C IIOMOIIbIO BHEIIIHEHN ONOPHI;

7. B TKaHsX ¢ HEAOCTATOYHBIM KPOBOCHA0KEHUEM PACCACHIBAIOIIMECS LIOBHbBIE
MaTepuaibl CIEAYeT HCIONb30BaTh C OCTOPOKHOCTBIO, TaK Kak MOXKET
IPOU30MTH SKCTPY3Usl LIBA U 3aMeJIJIEHHE €ro paccacblBaHUsl. [10AKOKHbIE 1IBbI
HEOOXOMMO HaKJa/lblBaTh KaK MOYKHO INIyOke, JUIsl YMEHBIIECHUSI PUTEMBI U
MHAYpalyH, KOTOpble OOBIYHO CBSI3aHBI C IIPOLIECCOM pacCachlBaHUS;



8. Ilpm paboTre C MIOBHBIM MaTEpUAJIOM CJEIyeT W30eraTb HAHECCHUS
MOBPEXJICHUI MaTepHally, CBI3aHHBIX C Pa3faBiIMBaHUEM WJIM CIABJIMBAHUEM B
pe3yabTaTe NPUMEHEHUS XUPYPIHUECKIUX MHCTPYMEHTOB, TAKUX KaK 3aKUMbI WU
urioaepkarenu. s AOCTHXKEHUsS aJeKBATHOMW HAJEKHOCTH Y3JIOB CIIEIyeT
UCIIOJIb30BaTh COOTBETCTBYIOUIYIO XHPYPTUYECKYI0 METOJUKY HaJOKECHHUS
IJIOCKUX U KBAAPATHBIX Y3JIOB C MCIOJIb30BAaHUEM JOIMOJIHUTENIbHBIX HAKUIOB
neTenb, HWCXOAS W3 XHPYPTUUYSCKUX TIOKa3aHWM M ONbITa MEIUIMHCKOTO
paboTHUKA;

9. Bo wu3bexaHWe TMOBPEXKACHUS WIJbI, CleAyeT (PUKCUPOBATH WITY B
UTJI0/IepKaTesie B TOUKe, pacloioKeHHOM Ha paccTostHuu oT 1/3 1o 1/2 oT koHna
UTJIBL. 3aXBaT B 00JIACTH OCTPHS MOXKET YXYIITUTh KAYECTBO MTPOHUKHOBEHUS U
MPUBECTH K TOBPEKIACHUIO WUIJIBL. 3aXBaT WIJIbI OJU3KO K KOHITY KPEIUICHHS
MOKET MPUBECTH K ee AehopManuu Win MnojoMke. M3meHenne ¢GopMbl UTIIbI
MOKET MPUBECTU K TOTEPE MPOYHOCTH U CHUIKEHUIO YCTOWYUBOCTH K M3THOY U
U3JIOMY;

10. MeaunuHckue pabOTHUKU JOJKHBI COOMIOAATh OCTOPOKHOCTH IPH
oOpalleHnu ¢ XUPYypruyecKUMH UrjaMu, BO U30€kKaHUE CIy4YailHbIX MPOKOJIOB,
KOTOpbIE MOTYT NPHUBECTH K TMepelade NaTOT€HHbIX MHKPOOPTaHU3MOB,
NEPEHOCUMBIX KPOBBIO, Yepe3 MHPUIUPOBAHHBIEC UTJIBI.

10) OcoOble ykazanus:

1. Hcnosp30BaTh Cpa3y e NOCIE BCKPBITUS YIAKOBKH;

2. He wcnonws3oBaTh, €CIM HHAWBHAyalbHAas YNAaKOBKA IIOBPEXKICHA WIH
00HapyXEeHO MOBPEKACHUE METUIITHCKOTO U3/1EITHS;

3. HempenHaMepeHHO BCKPBIThIE/YACTHYHO HMCIOJIb30BaHHBIE/UCIIOIb30BAHHBIC
U3JIENIAs] U YIIAKOBKHU JOJDKHBI YTUIIM3UPOBATHCSA 110 MPAaBUJIaM U MPOLEAYPaM B
OTHOIIEHUN OMOJOTMYECKH OMAacCHBIX MAaTEPHUAJIOB U OTXOJIOB B COOTBETCTBHUHU C
MECTHBIMU HOPMaMHU U IIPOLIEAYPAMU;

4. IlloBHbIM MaTepuan JOJDKEH TMPUMEHSTHCS TOJBKO MPOPECCHOHATIBHO
IIOATOTOBJICHHBIM IIEPCOHAJIOM,;

5. He ncnonp30Bath BHE 30HbI CTEPUIIBHOTO ONEPALIMOHHOIO OJIOKA.

11) IlpoTruBONOKA3aHUSA:

[IOoCKOJIBKY JaHHBIM WIOBHBIM MATEPHANI PACCACBIBACTCS, €r0 IPUMEHEHHUE HE
paszperaercs B ciaydasx, Korjaa TpeOyeTcsl IIUTeNIbHOE COMOCTaBICHUE TKaHEeH
10| HATSHYKEHHUEM.

12) IloGounbie 3 deKThI:

BpeMmenHoe MmecTHOe pasznpakeHue B 00JACTH paHbl WM KPAaTKOBPEMEHHAs
BOCMAJIUTENIbHAS peaKkuus B OTBET HA HMHOPOJAHOE TENO, IOKPACHEHUE H
VIUIOTHEHUE B TEPHOJI paccachlBaHUs MOAKOKHBIX IIBOB. IIloBHBIN MaTepuan
MO>KET BbI3bIBATh O0OCTPEHHUE yKE CYLIECTBYIOUIEH NHPEKIINH.

13) Cpok xpaHneHust

Cpoxk xpaHeHust — 5 JeT.

He npumensTh nocnie ucreyeHus: cpoka rogHocTu!



14) YcnoBusi xpanenust
Xpanutsb npu temmneparype ot 0°C 1o 40°C B cyXxom, 3aIMUIIIEHHOM OT MPSIMBIX
COJIHEYHBIX JIyuel MecTe.

15) Crepuiusanus:
JUia  crepuiuzaludyd  TpPUMEHsSETCs ra3o00pa3Hbli  okcuja dSTwieHa. He
noJBepraiTe MoBTOpHOW crepwim3anuu! He wucnosp3yiite, ecnu ymnakoBKa

BCKpbITA!

16) YciaoBHbIE 0003HAYEHHS

I'PAOUYECKHUE CUMBOJIbI
CumBoa HaumeHnoBaHue cuMBO/Ia CumBoa HaumeHnoBaHnue cumBoOsIa
LOT Cepus L-if Cpoxk ronHoctu
[i i J JlaTa u3rotoBieHUS i TeMrieparypHbli quamna3zox
REF KaranoxxHsiii Homep d [IpounsBoguTens
Ocrtopoxxno! ObpaTurecs K
He crepunnzoBatb MOBTOPHO
MHCTPYKILIHHU MO TPUMEHEHHIO
Crepunuzanus OBbaTHTECE K HHCTDVK o
- TUTECh K UHCT WU T
|STEHILE EO DTUICHOKCHIOM j P PyKIL
MIPUMEHEHUIO
g e He nomyckats Bo3nelcTBHSA
Bepeus oT Baru ~
J ) COJIHEYHOT'O CBETa
® He ucnosns308ath MOBTOPHO @ He ucnosns30Bath npu
MOBPEKICHHOMN yITaKOBKE

17) IIpousBoauresb

TOO «Amup u I», Peciybnuka Kazaxcran, XKamOpuickas o6macts, ropon Tapas,
3-i1 mepeyok ABTOMOOUIIbHBIN, 1«By.

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

E-mail: info@amird.kz

18) Yno.itHOMOYeHHBII NpeICTABUTE/Ib IPOU3BOAUTEIIS

TOO «Parasat Pharma Medicaly, Pecnyomuka Kazaxcran, ropox Anmartsl,
Aunarayckuil pailod, Mukpopaiion llansipak-1, ynuna Oremucynsl, 71«b»
Ten./daxc: +7(7273) 64-52-05



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

19) Anpec opranmszanum, NpUHUMAaKINedl Ha Teppuropun Pecnydjamku
Ka3zaxcran mnpereH3uM OT noTpedWTeN el MO KaveCcTBY MeIUIMHCKOIO
u3ie U

TOO «Parasat Pharma Medicaly, Pecnyommka Kazaxcran, ropox Anmartsl,
Anatayckuii paiioH, MukpopaiioH [llansipak-1, ynmuna Oremucyisl, 71«by
Ten./dakc: +7(7273) 64-52-05

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

20) HaumeHoBaHUE M KOHTAKTHBbIE IAHHbIEC OPraHU3AUM, OTBETCTBEHHOM 32
MOCTPErucCTPANMOHHOEe Hal/aJeHne 3a 0e30MACHOCTHI0 MeANLIMHCKOIO0
u3enus Ha treppuropun Pecnydamnkn Kazaxcran

TOO «Parasat Pharma Medical», Pecnybnmuka Kaszaxcran, ropoa Ammatsl,
Anatayckuii paiioH, MukpopaiioH [llansipak-1, ynmuna Oremucyisl, 71«by
Ten./daxc: +7(7273) 64-52-05

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

3asgBUTEID Karnimonmaesa K.A.
TOO «Amup u I»
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