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1 HaumeHOoBaHHe MeIUIMHCKOI0 H3/1e/Ius

Hacrosiiiass ~ MHCTpPYKLMS  pacnpoCTpaHseTcss Ha  MEIULUHCKOE  H3/elne
“Ileruaparupytomuii pactop M3onpen” mo TY 21.20.23-067-89079081-2022 (nanee —
u3nenve wian  [ermapatupyromuii pactBop M3ompen) B BapuaHTax HCIOJIHEHMUS,
yKa3aHHbIX B Tabmuue 1.

Tabnuua 1. BapuaHThl HCTIONHEHUS U APTUKYJIbI

Ne | BapuaHT ucnosjHeHHus ApTHKYJI

1 Herunapatupyrouuii pactsop M3ompern, 1 n HP-IS-ALO1
2 Hernapartupyromuii pactsop M3ompern, 2,5 1 HP-IS-AD25
3 Herunparupyromuii pactsop Uzompen, 5 1 HP-IS-ALO5
4 Herunparupyromuii pactsop Mzompemn, 10 i HP-IS-AL10
5 Hernapatupyromuii pactBop M3omper, 20 1 HP-IS-AL20
6 Heruapatupyromuii pactBop M3ompen moc, 1 1 HP-IS-BLO1
7 Hernapatupyromuii pactsop M3ompen mmoc, 2,5 1 HP-IS-BD25
8 Hernapartupyromuii pactsop M3ompen miroc, 5 1 HP-IS-BL05
9 Herunparupyromuii pactsop M3omnpen mitoc, 10 1 HP-IS-BL10
10 | Herumparupyromuii pactBop M3omnper miroc, 20 i HP-IS-BL20

2 HazHayeHue MeIMIIUHCKOTO U31eJIHsl

PacTtBOop wu30mponmIIOBOro cnupra, NOpEeAHA3HAYEHHBIM JJISI MCIOJIL30BaHUS B
KauecTBE JIerujapaTaHTa mpu o0paboTke OHOIOTrHYEeCKOro/KIMHUYECKOro oOpasia ass
TUATHOCTHUKHU in Vitro.

2.1 Tun ananu3upyemoro oopasua

Jlerunparaiuu mnoaBepraroTcs OMOJI0rnYecKue/KIMHUYeCKre o0pa3iibl BCEX BUIOB
TKaHEU YeJIOBEKA.

2.2 OyHKINOHAJbHAS XaPAKTEPUCTUKA

Jleruapararust OMOJIOrHIeCKUX/KIMHUIESCKUX 00pa3IoB.

2.3 OyHKIMOHAJbHOE HA3HAYEHHE MEIULMHCKOT0 N3/1eJ U

BcnomMorarensHOE CpeacTBO ISl AMATHOCTUKH in Vitro.

2.4 Coeunuduyeckass NaTOJIOTHsA, COCTOSIHME MJIM (PAKTOP PpHCKa, s
oOHapy:KeHHsI, onpenejieHuss Wik JuddepeHUNPOBAHUA KOTOPOro MpeIHA3HAYEHO
u3jesiue

N3nenue mcnonp3yeTcs Kak BCIIOMOTaTeIbHOE CPEICTBO B JUATHOCTUKE in Vitro
UCCIIEOBAaHUN, MOXET HMeTh oO0IienadoparopHoe TpPUMEHEHHE U o0najaeT
CIIEHUAIBHBIMU  XAPAKTEPUCTUKAMH, B COOTBETCTBUM C KOTOPBIMH IPEAHA3HAYEHO
M3TOTOBUTENIEM JJII HCIOJIb30BaHUA B IPOLEypaxX IUarHOCTUKY in Vitro.

2.5 O0gacTb NpUMeHeHUsI MeTUIIMHCKOTO U3/1eJIUs

[TpodeccnonanbHOE TPUMEHEHUE B KIIMHUYECKOM JJaOOpaTOpHOI TUArHOCTHKE.

2.6 HomenkinarypHas kjiaccupukanus MeIUIUHCKOT0 U31eTus

Buna n3nenust B COOTBETCTBHHM ¢ HOMEHKIIATYPHOM KiIacCU(DHUKAIINCH METUITMHCKIX
m3nenuii — 267830 N3onponunosoro criupra pactsop MBI,



O S

OcTopozkHo!

Kilacc mnoreHnmanbHOTO pHUCKAa IPUMEHEHUS U3JIEIns B COOTBETCTBUH C
HOMEHKJIATypPHOU Ki1accu(PpuKanuenin MEAUIMHCKAX U3ENHi - Kiace 1.

2.7 lloreHUMAJBHBIH NOTPEOUTE/Ib

W3nenue npenHasHayeHO Uisl MPOQECCHOHATBHOTO HMCHOJB30BAHUS W JIOJKHBI
OPUMEHSTHCA KBATM(DUIIMPOBAHHBIM IEPCOHAIOM, TaKUM KakK Bpad KIMHUYECKOH
1a00paTOpPHON AMATHOCTUKH, MEIUIIMHCKUH, JTAOOPATOPHBIN TEXHUK U MHOW CIICIIUAIHCT,
uMeroluid 6a30Boe 00pa30BaHNe MEIUIIMHCKOTO WIIH OMOJIOTMYECKOTO TPODUIIS HE HUXKE
CPEIIHEro CIEeUaIbHOTO U MPOIIEAIINI MpeBapUTelIbHOE 00yUeHHE.

2.8 Iloxka3zaHusi K NPUMEHEHU IO

WN3pnenne mnpenHasHaueHO JUId WCIHOJIb30BAaHUA HA AHAJIUTUYECKOM OTarle
UCCIIEA0BaHUs KIMHUYECKOIO Marepuana B KayeCTBE BCIIOMOTATEIBHOIO CPEACTBA IS
JIUArHOCTUKM in Vitro. Pe3ynbTarsl HCCIEI0BAHUM C IPUMEHEHUEM U3IEIUA HE ABIISIIOTCS
€AMHCTBEHHBIM OCHOBAHUEM JUJIS IIOCTAHOBKH IMArHO3A.

3 IlpyHUMN JeHCTBUSA MEIUIMHCKOTO U3/1e/IUsA

W3nenue, npoHUKass B mMarepuai, CMEHIMBAETCA C BOJOM M 3aMellaeT ee coOou
(merumpaTupyeT), MOMYTHO PACTBOPSS KUP U3 OMOJIOTHYECKUX/KIMHUYECKUX 00pa3lioB
[1].
B npouiecce npoBoaku /Jecudpamupyrowuii pacmeop Mzonpen MOXET MPUMEHSATHCS Kak
C TPOMEXYTOUHOM cpeaod, Tak u 0e3 ee WUCMONb30BaHUs, B OTIMYHME OT
Jlecuopamupyroweco pacmeopa Hszonpen natoc, KOTOPBIM TNPUMEHSETCS TOJIBKO C
MIPOMEKYTOUYHOM CPEION.
Jezuopamupyrowuti pacmeop Hszonpen n /Jecuopamupyrowuii pacmeop Hzonpen niioc
MOJIXONAT I  BCEX BHJIOB TKaHeW. J[lecuopamupyrowuti pacmeop H3zonpen
PEKOMEHTyeTCSl UCIIOJIb30BaTh ISl TKaHEW C OOJNBIITNI COlepKaAaHUEM KUPA, TAKUMHU Kak
MOJIOYHAsl  JKene3a, CalbHuK. [lecuopamupyiowuii pacmeop  H3zonpen  naoc
PEKOMEHAYETCS HWCMOJb30BaTh [JI MBIIIEYHOW TKAaHW, TKAHEW IIUTOBUIHOW >KEIIE3BI,
TKAHEH JIETKOTO.
N3nenusa uCHONb3yHOTCS B KAueCTBE 3aMEHUTENS STWIOBOTO COUPTA B MPOLECCE
MOATOTOBKM MPEIMAPATOB I OKPAIIMBAHUS U 3aKIIOYEHHUS IO/l IOKPOBHOE CTEKIIO.

4 OCHOBHBIE XapPaKTEPHCTUHKH

He siBnsiercs cTrepuiibHBIM U HE TPEOyeT CTepUIIN3alIUU.

XapakTepuCTUKU U3ENHs yKa3aHbl B Ta0nuie 2. XapaKTepuCTUKU MEIUIIMHCKOTO
U3JIENHS U PACTIPOCTPAHSIIOTCS HA BCE BAPUAHTHI UCTIOTHEHUS U3CIIHS.
Tabnuma 2. Onucanue XapaKTeprucTUK

Ne (HaumeHoBaHMe MoKa3aTeJist/ MeAMIMHCKOIO U31eJINS Iloxa3aresin HOpMBI
1 BHemnuii Bujg

1.1 |HAerunparupyromuii pactsop M3omnpen IIpo3padHas KUAKOCTh
1.2 | derunparupyromuii pactsop M3omnpen riroc [Ipo3pauHas KUIKOCTh
2 IBer

2.1 |Hderunparupyrommuii pactsop M3ompemn BecuBeTHbIi




O S

OcTopo:kHO!
Ne | HammeHoBaHMe moka3aTeJiss/ MEAHIMHCKOTO U3/1eJIUsI IHoka3aresn HOPMBI
2.2 | Heruaparupyrowmuii pactsop M3onpen rmitoc becuseTrHbi
3 IInornocts mpu 20°C, r/em?
3.1 | Heruaparupyromuii pactop M3omnpen 0,784-0,790
3.2 | Heruaparupyromuii pactBop M3omnpern mitoc 0,794-0,800
4 CMmemnBaemMocTh ¢ BO10i
4.1 | Heruaparupyromuii pactsop M3onpen BBIJICP/KUBAET
UCIIBITAaHUE
4.2 | Heruaparupyromuii pactBop M3omnpen miroc BBIJICPKUBAET
UCIIbITAaHUE

QOYyHKIMOHAIBHON XAPAKTEPUCTUKOM M3JEIUS BCEX BAapUAHTOB HCIIOJIHEHUS
ABIIAETCS IeTUApPATALUs OMOTOTHYECKUX/KIMHUYECKUX 00pa3LoB.

[IpoBepka (QYHKIIMOHAIBHOM XapaKTEPUCTUKU TMPOBOJUTCA COIIacHO M. 9
HACTOAIIEH UHCTPYKIMHU T10 TPUMEHEHHUIO.

5 KoMIJIEKTHOCTD
B xoMIIIeKT MOCTaBKU BXOJIUT:

— Herunparupyrommii  pactBop M3ompen COOTBETCTBYIOLIETO BapuaHTa
UCIIOJTHEHHUS B KOJIMUECTBE, OMPEIETIIEMOM 3aKa30M MOTpeOUTEIsI.

NHCTpyKIIMsST 1O MPUMEHEHUIO B DBJEKTPOHHOM BHUJE JOCTYIIHAa Ha cairte
www.biovitrum.ru (agpec cailiTa IPUBEICH Ha 3THKETKE), KOIHUS IMAcIopTa KadecTBa
CEepHUH TOCTABISACTCS OTACIBHO, MPU HEOOXOTUMOCTH, B OyMa)KHOM WJIH 3JIEKTPOHHOM
BUJIC.

[Iprmeuanue: KkpaTkass HHCTPYKLUS 10 TPUMEHEHUIO PAa3MEIIAECTCS Ha STUKETKE.

6 CocTas

CocTtaB u3nenus U cojaepKaHhe OCHOBHOTO JICHCTBYIOIIETO BEIIECTBA YKa3aHbI B
tabiune 3.

Tabnuma 3. CocraB u3genus

HauMeHnoBaHue CocTaB 1 COoaCpPKaHUEC OCHOBHOI'O ueﬁcTBylomero BeieCrea
MEIUIHHCKOI'0 U31¢JIUA

Heruaparupyromumii uzonponanoi (6onee 99%), nenonorennsiii [IAB (ITonucop6ar-20/ Tween 20)
pactBop M3zonpen

Jeruapatupyromnmii u3onpomanon (96+/-1%), Boga
pactBop M3onpen
TUTIOC
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7. IlepeyeHb MaTepHAJIOB M CIIEHMAJbHBIX MAaTEPHAJIOB, KOTOpPbIe TPeOyHTCHA
JJISl IPOBEACHUS TECTUPOBAHMS, HO HEe COAEPKATCH B KOMIUIEKTE MOCTABKHU U3/1eJIusl

7.1 PeareHTtnl

Bona muctmiumnpoBannas no 'OCT P 58144-2018 wnu aemonn3oBanHasi, KCHJIOI €
MacCOBOM JI0JIel OCHOBHOro BemiectBa He MeHee 99%, wHanpumep "OpTokcuion
He(dTaHOH, Beicni copT no TY 38.101254-72", mapadun ¢ Temneparypoil TIaBIeHUs
He Oonee 57°C moboro mnpousBomutensi, ¢opmanud 10% 3alydepeHHblii m1000T0
IPOU3BOUTES.

JlormyckaeTcst HCTIOIb30BaHUE PEareHTOB C aHAJIOTMYHBIMU XapaKTePUCTUKAMH.

7.2 O6opynoBanue

TepMocTrar wiM amnmapar s HOPOBOJKH KapyCeJbHOTO THIIA WM BaKyyMHBII
po1eccop J1I000To MPOU3BOIUTEIIS.
JlommyckaeTcsi MCTI0JIb30BaHrEe 000PYAOBaHUS C AHAIOTUYHBIMU XapaKTEPUCTUKAMU.

7.3 BecrioMorarenbHbIe MATePUAJIbI

EMKOCTH CTEKJISIHHbIE WM NOJMMEpHBIE C KPBIIIKOM, JaboparopHas mocyaa 3
cTekya. JlomyckaeTcs MCIOJIb30BaHUE MaTepUasioB C AaHAJIOTMYHBIMU XapaKTEPUCTUKAMHU.

8. Ceemenuss s wuIAeHTHPUKANUN MEIUIMHUHCKUX M3AeJUHA ¢ UeJbI0
noJiyyeHusi 6e30nacHoil KoMOMHAMM ¥ MH(poOpMALKs 00 U3BECTHBLIX OrPAHMYEHUSIX
10 COBMECTHOMY MCIOJIb30BAHMIO METUIIMHCKUX H3/1eJTUuil

N3nenue MOXET NPUMEHATHCA B TEXHOJOTUM ABTOMATU3UPOBAHHOW IPOBOAKU
COITIACHO MHCTPYKLMH MO SKCIUTyaTallMH, MPEAOCTABICHHON MOCTABIIMKOM CUCTEMBI U
yKa3aHHBIM B HEH TpeOOBaHHUAMHU K XapaKTEPUCTHUKAM HCTIOJIb3YEeMbBIX PEarcHTOB.

9. UHCTPYKIUS 110 MPUMEHEHH IO

Bzsarue, 00paboTka u XxpaHeHre 00pasiia JOIKHO IMPOU3BOIUTHCSI B COOTBETCTBUHU
¢ IIpukazom MunucrepctBa 3apaBooxpaHeHus PD ot 24 mapra 2016 . N 1791 "O
[IpaBwiiax mnpoBelEeHHS] MATOJIOrO-aHATOMUYECKUX HCCIEAOBAaHUU" U JIOKAJIbHBIMU
HOPMaTUBHBIMU aKTamu Jaboparopuu. J[Jis vccienoBaHUsl HE JIOMYCKAIOTCS Mpenaparhbl
CO 3HAUUTEJIbHBIMM MEXaHHUUYECKUMHU MOBPEXKICHUSMU, BO3HUKIIUMH B MpPOIECCe
MOJIFTOTOBKU OMOJIOTMYECKOTO MaTepuaia.

Hayunble u nuteparypHbie JaHHble 00 MHTEPhEPUPYIONTUX BEIIECTBAX, KOTOPHIC
MOTYT MOBJIUATH Ha PE3yIbTaT UCCIICI0BAHMS, OTCYTCTBYIOT.

Pa6otsl ¢ M3nenneM mpoucxoasT TOIBKO B YCIOBUSIX J1A0OPaTOPHH.

Nznenue e TpeOyeT OMOIHUTEIHHON MOJATOTOBKH K UCIIOIb30BAHHUIO.

Pacxon m3nenus mpu mpoBojke Ha 1 craHmapTHBIA 00pasell pasMepoM He Oojee
3x20x20 MM cocraBmsier or 10 go 50 M B 3aBHCHMOCTH OT oObeMa MaTepuaga U
KOJIMYECTBa JKuUpa B HeM. Vcronp3oBaTh 10 KOHTAMUHAIIMKM WM yXYILICHUS
(YHKIIMOHAJIPHBIX CBOMCTB COIVIACHO yKa3aHUsAM II0 OJKcIuTyatanuud. Hamuparor
JIOCTATOYHOE KOJIMUECTBO JJIS MOJHOTO MOTPYKEHHSI MaTEPUAIOB B PaCTBOP.

Buumanme: pexomeHayeMas TOJIIMHA oOpasia marepuaia no 3-4 mM. [lpuromen ms
WCIOJB30BaHUSl TPU PYYHOWM TMPOBOJAKE, a TaKXKe B ammaparax KapyCcelbHOro |
3aMKHYTOI'O TUIOB. YBEJIMYEHUE BPEMEHU NIPEObIBAHUS B U3/ICJIMU CBBIIIEC YKA3aHHOTO HE
BJIMSICT Ha Ka4ecTBO MpemnapatoB. HeoOXoauMo MEHSITh U3JeNue Mo Mepe 3arpsi3HeHus,



O S

OcTopozkHo!

HO mociie mpoBoaku 6osee 200 06pas3IoB — 00s3aTENBHO.
B MHCTpyKIIMM IPHHATO CIIEAYIONIEe COKpAIleHUE: /B - JaBICHHUC-BaKyyM.
Tabauna 4. UHCTpyKIms

pactBop U3onpen

HaunmenoBanue HNucrpyknus

MeIHIMHCKOT0

u3jenus

Heruaparupyromui (IIporokos u30nponuI0Boi NPOBOAKH HA aNNIapaTe KAPYCEJIbHOI'0 TUIIA WU

BPYYHYI0:

1. 50%-ub1it BogHbI pacTBOp [eruaparupyrommuii pactBop M3ompen (cMech ¢ BOmoM
JTUCTUUTMPOBAHHOW WM AeUOHM30BaHHOM 1:1 10 00beMy) — 1 1

2. dernapatupyromuii pactsop M3omnpen — 30 Mun

3. Herunparupytromuii pacrop Nzonpen — 30 Mmun

4. Neruapatupyromuii pactBop M3ompen — 30 Mun

5. Heruaparupyrouuii pactsop Mzonpen — 1

6. derunparupyromumii pactsop N3ompen — 1 u

7. derupparupytoumii pactsop Uzomnpen— 2 4

8. Herunparupytomuii pactsop Mzonpen — 3

9. Ilapadun 1 gac npu 60°C.

10. IMapadun 3 gaca mpu 60°C.

11. IMapadun 4 vaca npu 60°C.

IIpoTox0,1 HOYHON NMPOBOAKY JIsi BAKYYMHBIX IIPOLIECCOPOB:

1. ®opmanun 10% 3alydepennsrii - 3 4, 1/B, 45°C

2. 50%-usb1ii BogHBIN pacTBOp Jerunparupytommii pactsop M3onpen (cMeck ¢ Bopoit
JTUCTUUIMPOBAHHOW WM AeUOHM30BaHHOM 1:1 mo 00bemy) — 1 4, 1/B, 45°C
3. deruaparupytroutuii pacteop Uzonpen — 1 4, n/B, 45°C

4. eruaparupytontuit pactsop M3ompen — 1 4, 1/, 45°C

5. lerunparupytoutuii pactBop Uzonpen — 1 4, 0/, 45°C

6. ernaparupyromuii pactsop Mzonpen — 1 4, 1/8, 45°C

7. Nerunparupyromuii pactBop Mzompen — 1 4, 1/B, 45°C

8. Jlerunparupytorumii pactsop U3onpen — 1 u, a/B, 45°C

9. Kemnon — 1 4, a/B, 45°C

10. Kcnton — 1 4, a/B, 45°C

11. Mapaduu — 1,5 4, 1/B, 62°C

12. Mapadun — 1,5 4, a/B, 62°C

13. ITapadun — 1,5 9, n/B, 62°C

14. Iapadun — 1,5 4, 0/, 62°C

Jernaparupyomui
pactBop U3onpen

IIporokoa aJis1 MaTepuajia Majioro oobema (auamerp menee 1,5 mm) s
BaKYYMHBIX MPOLECCOPOB:

1. ®opmanun 10% 3alydepennsrii - 1 4, 1/B, 45°C

2. 50%-H5b1it BogHBIN pacTBOp Jerunparupytommii pactsop M3onpen (cMeck ¢ Bopoit
JTUCTUJUIMPOBAHHOW WM AeMOHM30BaHHOM 1:1 o 00bemy — 15 muH, /B, 45°C
3. derunparupyromuii pactBop Uzompen — 15 muH, 1/B, 45°C

4. Neruaparupyromuii pacteop M3ompemn — 15 muH, /8, 45°C

5. derunparupyroutuii pactBop Uzonpen — 15 mun, a/B, 45°C

6. lerunparupytomtuii pactBop Uzonpen — 15 mun, a/B, 45°C

7. derunparupyrouiuii pactBop U3onpen — 15 mun, a/B, 45°C

8. lerunparupyromiuii pacrsop M3onpen — 15 mun, 1/B, 45°C

9. Kewiton — 15 muH, a/B, 45°C

10. Kcuiton — 15 mun, 1/, 45°C

11. IMapadun — 15 mun, a/B, 60°C

12. Mapadun — 15 muH, 1/8, 60°C

13. Iapadwuna — 15 muH, 1/B, 60°C

14. Mapadun — 15 muH, 1/8, 60°C
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Jernaparupyrommuii
pactBop N3onpen
TTIOC

IIpoToxos U30NPONUJIOBOIi IPOBOIKH HA aNllIapaTe KapyceJbHOI0 THIIA WM
BPYYHYI0:

1. 50%-nb1it BogHbI pacTBOp [ernaparupyromuii pactBop M3ompen miroc (cMech ¢
BOJOH TUCTUILTUPOBAHHON MIIM JeMOHU30BaHHOMU 1:1 o 0o0bemy) — 1 1

2. Heruapatupyroumii pactsop M3onpen miroc — 1 4

3. Jerunparupyrommii pactBop M3ompen mitoc — 1 9

4. Neruapatupyrouuii pactsop M3omnpen mioc — 1 4

5. Herunparupyromuii pactsop M3ompen mitoc — 1 4

6. lerunparupyromuii pactBop Mzompen mrtoc — 1 9

7. Qerunparupyrommii pactBop U3ompen mitoc — 2 4

8. Kcunon - 14

9. Kcmon - 1 4

10. ITapadusn 1 gac npu 60°C.

11. IMapadun 3 gaca npu 60°C.

12. TTapadun 4 gaca mpu 60°C.

IIpoToK0,1 HOYHOH MPOBOAKH /IS BAKYYMHBIX IPOLIECCOPOB:

1. ®opmanun 10% 3a0ydepennsiii - 3 4, 1/8, 45°C

2. 50%-npI1ii BogHbIH pacTBop Jeruaparupyromuii pactsop M3onpen miroc (cMeck ¢
BOJIOH AMCTHUTMPOBAHHOW MITH AeMOHN30BaHHOH 1:1 o 00vemy) — 1 4, 11/B, 45°C
3. leruaparupytouuii pacreop Uzonpen witoc — 1 4, 1/B, 45°C

4. Neruaparupyromuii pacteop M3omnpern mioc — 1 4, 1/B, 45°C

5. derupparupytroumii pactsop Uzomnpen tuttoc — 1 4, 1/B, 45°C

6. Jleruaparupytomuii pacteop Uzonpen mioc — 1 4, 1/B, 45°C

7. derunparupytroumii pacteop Uzonpen mitoc — 1 4, 1/B, 45°C

8. lerunparupytommii pactsop M3onpen mitoc — 1 4, 1/, 45°C

9. Kcmnton — 1 4, /B, 45°C

10. Kcunon — 1 4, /B, 45°C

11. Mapacdun — 1,5 4, 1/B, 62°C

12. IMapadwun — 1,5 4, n/B, 62°C

13. TTapadun — 1,5 4, 0/, 62°C

14. IMapadun — 1,5 4, 1/B, 62°C

Heruaparupyommii
pactBop U3onpen
ILTIOC

IIpoToko. aJist MaTepuaja MaJjioro oobemMa (Iuametrp Menee 1,5 Mm) auis
BAKYYMHBIX NPOLECCOPOB:

1. ®opmanun 10% 3a0ydepennsiii - 1 4, 1/B, 45°C

2. 50%-usb1ii BogHBIN pacTBOp Jerunparupyrommii pactsop M3ompen mitoc (cMech ¢
BOJIOM MTUCTU/UIMPOBAHHOW WM ACHOHM30BaHHOM 1:1 0 00beMy) — 15 MuH, 1/B, 45°C
3. leruaparupytrouuii pacteop Mzonpen mitoc — 15 muH, 1/8, 45°C

4. Neruaparupyromuii pacteop M3omper mmoc — 15 muH, 1/8, 45°C

5. Jerunparupyromuii pactBop Uzompen mitoc — 15 muH, 1/B, 45°C

6. leruaparupytomuii pacteop Mzonpen mitoc — 15 muH, 1/8, 45°C

7. derupparupytroumii pacteop Uzonpern mtoc — 15 muH, 1/8, 45°C

8. lerumparupyromuii pactBop M3onpemn mmoc — 15 mun, 1/8, 45°C

9. Kcunon — 15 mumn, 1/, 45°C

10. Kcniton — 15 mun, 1/, 45°C

11. Mapacdwun — 15 mun, /8, 60°C

12. Mapadun — 15 muH, 1/8, 60°C

13. apadun — 15 muH, 1/8, 60°C

14. Iapadun — 15 muH, 1/8, 60°C

[Ipu wucnonp30BaHMM W3AEIWS B ammapare JApPyroro THUMA HEOOXOAUMO
PYKOBOJICTBOBATHCS PEKOMEHAALMSMU IIPOU3BOAUTEIS allapara.

B mpouecce moarotoBku IpemnaparoB Ui OKPAlIMBAHUS M 3aKIIOYEHUS 0]
IIOKPOBHOE CTEKJIO TUAPATAlUI0 W JETHUJIPATALMI0 BBIIOJHSAIOT C MCIOJIb30BAHUEM
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W3JIeUsST COTIIACHO JTI00OMY BallMUPOBAHHOMY B J1a0OpaTOpHH METOAY IS TIOATOTOBKHU
Mpenaparos.

10. Yci10BUs XpaHEHUS ¥ TPAHCIIOPTHPOBKH

Cpok rogHoctu: 24 mecsua.

Temneparypa xpanenusi: 1o +25 °C.

[1o ucteueHuu cpoka roqHOCTH U3/ENINE HE OJICKUT UCIIOIb30BAHUIO.

XpaHuUTh U3/I€NIME B IJIOTHO 3aKPHITOM YIAKOBKE, B BEHTHIIMPYEMbIX TOMEIIECHUSX,
B YCJIOBUSIX, UCKIIIOYAIOLIUX JIEHCTBUS arpeCCUBHBIX Cpejl, BiIaru. bepeub oT HCTOYHUKOB
BOCIUJIAMEHEHUSI, HarpeBa, UCKP, OTKPBITOTO OTHSIL.

BcekppiTyto ynmakoBKy HMCHONB30BaTh JO OKOHYAHHMS CpOKA TOJHOCTH TIPH
COOJIOIEHUN YCIIOBUM XPaHECHHUS.

TpancnopTupoBKa M3EIUs OCYIIECTBIACTCS BCEMH BUJIAMU KPBITOTO TPAHCIIOPTA
B COOTBETCTBUM C TMpaBUJIAMU TEPEBO3KH T'PY30B, JIEHCTBYIOMIMMH Ha JTaHHOM BUJE
TpaHcnopTa. Temneparypa TpaHcOpTHPOBKH: 10 +25 °C.

[Ipu TpaHCTIOPTHUPOBKE, OCYIIECTBICHUN TOTPY3KHA U BBITPY3KH W3ETHS TOJDKHBI
OBITh TIPUHATHI MEPHI, MPEAOXPAHSIONINE YIAKOBKY OT MEXaHWYECKHX IMOBPEKICHUH,
BO3JICUCTBUS aTMOC(EPHBIX 0CAJIKOB, TOPIOYNX MATEPUATIOB U KUCIIOT.

[Ipu coOmrogeHur YCJIOBUM XpaHEHUs, OKCIUTyaTalldd U TPaHCIOPTUPOBKH,
U3JIENINE OCTAETCs CTAOMIIBHBIM JI0 UCTEUEHUS! CPOKA TOHOCTH, YKA3aHHOTO HA BHEUTHEH
STUKETKE.

He ucnonp3yiiTe uznenue ¢ UCTEKIIUM CPOKOM TOIHOCTH, NMPU HAPYLIEHUU IIEITOCTHOCTU
yHakoBKU. B ciyyae OTKIOHEHMsI BHEIIHETO BUJA U3JEIHS OT HOPMAJIBHOTO MPOBEPHTE
(bYHKIIMOHUPOBAHKE U3IETHUS HAa 3aBEIOMO MIPUTOIHOM 00pasiie OmoMarepuaia.

B ciyyae wHapymeHuss UEIOCTHOCTH YIAKOBKH YTUIU3UPYUTE WU3ICIUE B
COOTBETCTBUM C pazfesioM 14 “Yrunuzamus”.

11. Mudopmanms A1 moab3oBarTeei

[Ipu cobGmonennn TpeOOBaHWN HWHCTPYKIIMM BO3HHUKHOBEHUE HEXKEIATCIbHBIX
COOBITUI MaJIOBEPOSITHO.

Jlnst cobmonenus TpeboBaHU OE30MaCHOCTH HEOOXOAUM MHCTPYKTaX MepCcoHAlIa
M BBIIIOJIHCHHE COOTBETCTBYIONIMX  OOS3aTENbHBIX HMHCTPYKIUHA TI0  TEXHUKE
0€30MacHOCTH U TEXHOJIOTUYECKUX MPOLIECCOB.

Onucanve rpapuUYeCKUX CHMBOJIOB, NMPUMEHSICMBIX TPH MapKUPOBKE H3ICIHS
IPEJICTABICHO B MPUIIOKEHUU A.

Onucanve komoB mpenynpenutenbHo  MapkupoBku (H- wu  P-dpa3ssn),
MPUMEHSEMBIX ITPU MapKUPOBKE U3/EIUA, IPEACTABICHO B IPHIIOKeHUU b.

11.1 O60061menHas nHpopManus 0 6€30MACHOCTH

N3nenue npennaznadeHo it mpodheCCHOHATBFHOTO MPUMEHEHHS.

Jlecuopamupyrowuii pacmeop Hzonpen n Jlecuopamupyrowuti pacmeop Hzonpen
naroC CONEepKaT M3OIMPOIAaHON B KoHIEHTparuu okojio 100% u 96% cooTBETCTBEHHO.
N3onpornanon OTHOCHUTCS K JIETKOBOCIUIAMEHSIONIUMCS TOPIOYUM KUJKOCTSM COTJIACHO
I'OCT 12.1.044-89 (MCO 4589-84), temmneparypa Bchobimiku 12 °C, temmeparypa
camoBocruiameHenust 455 °C; orHocurcs K 3-my Kiaccy omacHoctu. M3ompomanon B
YUCTOM BHJE IO CTENEHMU BO3ACHCTBUS HAa OpPraHU3M OTHOCUTCS K BEIECTBAM 3-TO
knacca omacHoct (commacho ['OCT  12.1.005-88). IlpegenbHo gomycTumast
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xonuentpanus (I1/1K) mapoB uzonpomnanona B Bo3ayxe padoueit 30051 - 10 mr/m>. [Tapsi
M30Iponanoia oO0pa3yloT € BO3AYXOM B3pbIBOONAcHbIE cMmecu. B ciywyae mnoxapa
HCIIOIB30BATh OTHETYIINTENN MOpoImKoBsie ABC.

N3nenne mpu moBTOpsrOmIEMCs, AOJTOBpeMEHHOM WM npesbimatomem II/IK B
paboyeil 30HE BO3JIEWCTBHMM MOXET OKa3blBaTh BpPEIHOE BIMSHUE Ha 3/I0POBbE B
3aBUCUMOCTH OT IyTH IOCTYIUICHHMSI B OpPTaHM3M: MpHU MONAJaHUM B Iia3a BBI3BIBAET
BBIDAKEHHOE  PA3JAPAXKECHUE, TPU BIBIXAHUM MOXKET BbI3BIBATH COHJIMBOCTH W
TOJIOBOKPY’KEHHE.

[Tpu cobmogeHnn TpeOGOBaHUM HHCTPYKLUHU IO IPUMEHEHUIO U HEOOXOJUMBIX MEP
IPEIOCTOPOKHOCTA M3IEIHE XHUMHYECKH YCTOMYMBO, BO3HMKHOBEHWE HapyLICHUN
(YHKIIMOHUPOBAHUS MAJIOBEPOSITHO M HE OKAa3bIBAE€T BPEIHOIO BO3JIEHCTBUS HA OPraHU3M
YeJI0BEKa.

[Ipu pabote c u3genueM HEOOXOAUMO NPUMEHATh WHAMBHIyalIbHbIE CPEICTBA
3alIMThl  (EepUYaTKH, CIELOAEKIA, CPENCTBA 3alIUThl INIa3 W JIMLA) B COOTBETCTBHH C
TUIIOBBIMU OTPACJIEBBIMU IPABUJIAMH, YTBEPKJIECHHBIMU B YCTAHOBJIEHHOM MOPSJIKE, U
coOntoate HEOOXOIMMBIE MEpbl MPEJOCTOPOXKHOCTH. IIpu  HCIONB30BaHUM 1O
HA3HAYEHUIO U COOJIIOJEHUU MEp MPEIOCTOPOKHOCTU KOHTAKT C OPraHM3MOM YEJIOBEKa
uckJitodeH. [Tocne paboThl THIATENEHO BBIMBITH PYKH.

Ha pabounx Mectax JOMKHBI OBITh OOECHEUYEHBl JOIMYCTUMBIE MapamMeTphbl
MUKPOKJIMMaTa COIIACHO JIOKAJIbHBIM HOPMAaTUBHBIM aKTaM.

JUis  paboOThl € M3AEIMEM HCIOJB3YIOTCS BCIIOMOTAaTeibHbIE TOPIOYHE U
JIETKOBOCIUIAaMEHSIOIINECS BEIIECTBA: KCUIJION, CIIUPT U30IPOIUIIOBBIN.

Bce paboThl 1OMKHBI MPOBOAUTHCS B MPOBETPUBAEMBIX MOMEIICHUAX (KPAaTHOCTh
oOMeHa BO3ayXa — HE MeHee §) C UCHOJIb30BAHUEM NMPUTOYHO-BBITSKHOW BEHTUIISLINH,
Oepeub OT MCTOYHMKOB BOCIJIAMEHEHMs, HAarpeBa, HCKpP, OTKPBITOTO OTHS, COIIACHO
I'OCT 12.1.004-91 unu mHOTO CTaHIAPTA MO MOKAPHOUN 0€30MMaCHOCTH TEXHOIOTHICCKHUX
IIPOLIECCOB, IIPUHSTOTO B rocynapctee. He Kyputs.

Jlnst cobmoneHus TpeOboBaHU O€30MaCHOCTH HEOOXOIUM MHCTPYKTAX MepcoHasa
B coorBerctBuM ¢ [OCT 12.0.004-2015 w BBINOJHEHHE COOTBETCTBYIOLIUX
00s13aTebHBIX HMHCTPYKIUH IO TEXHUKE O€30MaCHOCTH U TEXHOJIOTUYECKHUX MTPOLIECCOB.

[Ipu nmpumeHeHun uzaenus K paboTaM JOMYyCKalTCs JIMIA, Aocturimue 18 ier,
IPOLIEAIINE MEAOCMOTP B COOTBETCTBHHM C IEVCTBYIOIIUM 3aKOHOAATEIHCTBOM.

B nomenieHusx 101%KHO ObITh 00€CIIEUeHO HAIMYKME KUIISTYEHOM BOABI M AlITEUKH C
MEAVKAaMEHTaMH ISl OKa3aHUs [IEPBOM METUIIMHCKON TOMOIIH.

TpeOoBaHus K TIOMEIICHUAM PETYIUPYIOTCS JEHCTBYIOIIMMHU JIOKAJIBHBIM
3aKOHOJIaTENIbCTBOM U HOPMAaTUBHBIMU aKTAMHM.

Bce  ucmonb3oBaHHBIE ~ OHOpA30Bble  MaTepuaibl  MoAaBeprarb  o0paboTke
Ne3uH(UUUPYIOUUMHI CPEICTBAMH C TOCIEAYIOLEH YyTUIM3aluueil B COOTBETCTBUU
¢ paznenoM 14 “Yrunuzamus’”.

11.2 Mepbl pe0CTOPOKHOCTH MPH UCIOJIb30BAHNH M3/1eJHUs 110 HA3HAYECHUI0

Pabora ¢ u3aenueM A0MKHA TPOBOAUTHCS B BRITSXKHOM IIKa(y MPHU ACUCTBYIOLIEH
BEHTWISILMHU, BJAaJyd OT OTKPBHITOro Or"s. He momyckaercs HCHONb30BaTh H3/EIUE C
UCTEKIIUM CPOKOM FOJJHOCTH, MPU HAJTUYHMH MOBPEXKACHUI MEPBUYHON YITAKOBKHU.
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Bo Bpems mnpoBeneHus HUCCIECIOBAHWUN C HWCHOJBb30BAHUEM U3JICIIHS CIIECIYET
MOJIb30BaThCSl  CpelcTBaMU  MHAWBUIyanbHOM  3ammutel  (CU3):  mepuarkamuy,
CHENOJEKA0N, CPEeACTBAMH 3alllUThI IVIa3 M JMIA, TaK Kak oOpaslbl OMoMaTrepuana oT
YelloBeKa CIIeAyeT paccMarpuBaTh KaK MOTEHUHUAIbHO MH(QUUKPOBAHHBIE, CIIOCOOHbBIE
JUINTENIbHOE BpeMsl coxpaHsaTh W nepenaBatb BUY, Bupyc rematuta B unm nro6oro
JPYroro Bo30ynuTesss HHGEKIUH.

Jl7ist coBMeCTHOM paboThl ¢ U3/I€JIMEM MOTYT HUCIOJIb30BAThCS BEIIECTBA, PEAreHThI
U 000pynoOBaHHE HMMEIOUIME MHOM Kiacc omacHocTu. s obecniedueHus 6e30MacHOCTH
paboyero mpoiiecca cieAayeT pyKOBOACTBOBATHCA JIOKAIIbHBIMA HOPMAaTUBHBIMU aKTaMH U
JKCIUTYaTallMOHHOU IOKYMEHTAIUEH.

11.3 IlepeyeHb pHCKOB, HICHTU(UINPOBAHHBIX B MPOIECCE AHATN3A PUCKA

B 1mpomecce ananmza pUCKOB NPEABAPUTEIIbHBIA AaHAJIW3 BBISBWII PUCKH,
TpeOyIOe MEPOTIPHUSITHI 1O CHIYKEHUIO YPOBHSI PHCKA JI0 MPUEMIIEMOTO, B CBSI3H C YEM
MIPUMEHEHBI MPOLIEAYPHI ATAIlA MO YIPABICHUIO PUCKAMH.

B xome peammsanpmu Mep HO yYMEHBIICHHIO BPEAA W BEPOSTHOCTH PHUCKA JIS
W3JICIINS, OCTATOYHBIN PUCK CHUKEH 10 MPUEMIIEMOTO.

Takum o0pa3oM, BO3MOXKHBIE PUCKU JUISI M3JEIUSl SIBISIOTCA JOMYCTUMBIMH:
OPEUMYIIECTB JJI MAIlU€HTa U MEAMIIMHCKOTO PabOTHUKA OOJbIIE, YeM BO3MOMKHBIX
ONIACHOCTEM.

11.4 Mepbl 110 3a10UTe OKPYKAKOLIEH CPeabl

Ha ocHoBanum 3akoHomatenbcTBa P®D 00 oxpaHe OKpyXKawIield Cpesbl,
PEKOMEHIYETCSl HE JOMYCKaTh IOMNAJIaHMs BEUIECTBA M €r0 YIAKOBKU B OKPYKAIOUIYIO
cpeny.

He nonyckaiite nonaganus u3gaenus B KAaHAIU3ALUIO.

[Tocne wucnonb3oBaHus U3AEIHUS O0paslbl CJIEAyeT paccMaTpuBaTh  Kak
NMOTCHIIMAJILHO MHQUIIMPOBAHHBIC, CHOCOOHBIE JTUTEIHHOE BPEMS COXPAHITh U
nepenaBarb BUY, Bupyc remaruta B wnm mro6oro apyroro Bo3OyauTens MH(EKIUH.
OOGpasiupl 1 UCMOIB30BAHHBIE B MCCIIEAOBAHUSX W3MCIHUS JTOJKHBI YTUIU3UPOBATHCS B
COOTBETCTBUM C JICMCTBYIOUIMMH JIOKAJIBbHBIM 3aKOHOAATEIHCTBOM W HOPMATUBHBIMU
aKTaMu B OTHOIIICHUU OHMOJIOTMYECKH OMAacCHBIX OTX0A0B B coorBeTcTBHM c¢ CanlluH
2.1.3684-21.

Kunkue orxoasl (3arps3HeHHas Bojaa, oOOpa3yromascs TOCiAe ITPOMBIBKU
o0opyI0BaHus1) JOKHBI OBITh COOpaHbl B CIELUATBHO MpeIHa3HAuY€HHbIE €MKOCTH U
CBOEBPEMEHHO BBIBE3EHBI B MECTA 3aXOPOHEHHSI.

11.5 Nudopmanusi 0 TOKCHKOJIOTHYE€CKOM BO31€HCTBUU

Nudopmarsi 0 TOKCHMKOJOTUYECKOM BO3ICHCTBUU W3MAENUS TMpEACTaBiIceHa B
Tabnure 5.

Tabmuna 5. Madopmaiiust 0 TOKCHKOJIOTHYECKOM BO3JICHCTBUN

THII TOKCHKOJIOTHY€eCKOro Nudopmanus

BO31eHCTBUSA

PazgpaxeHue a3 [Ipu monajgaHuy B I71a3a BEI3EIBACT BEIPAXKCHHOS Pa3IpaKCHHE

Bo3zneiicTBrue Ha OpraHbl AbIXaHUS [1pu npespimiennu [1JIK npu BabIxaHuU BO3MOKHBI
COHJIUBOCTh M TOJIOBOKPYKEHHE
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11.6 Uudopmanus 00 00CTOATEIHCTBAX, IPH KOTOPBIX MOJIb30BaTe b 10/2KeH
NPOKOHCYJIBTHPOBATHCHA ¢ MEAULMHCKUM CHELUATINCTOM

Meps1 nepBoil NOMOIIK:

IIPU BJIBIXaHWUHU - CBEXKUH BO3AYX, IOKOM, 00paTUTHCA K Bpady;

IIPU TOMAIaHUH B IJ1a3a - IMPOMBITh BOAOW HE MeHee |5 MUHYT, HE TEPETh HE 3aKPbIBAThH
ra3a, Ipu HEOOXOAMMOCTH OOpaTUTHCS K Bpauy,

IPU IPOIVIaThIBAHUM - HEMEJJIEHHO OOPaTUTHCS K Bpady.

12. Bo3moxknHble mnpo0jemMbl npu padore ¢ wu3aeJaHeM H CHOCOO0bI HX
yYCTPaHEHUs!

IIpy monydeHuu pe3yabTaToB, HE COOTBETCTBYIOIIMX HOPME: IIOBTOPHO IPOBECTU
JEeTUpaTali0 KOHTPOJIBHOIO 00paslia COorIacHO MHCTPYKUUHU. Bo3MmoxkHbIE MpoOiieMsl
npu padoTe ¢ U3eIMeM U CIIOCOObI UX YCTpaHEHHs yKa3aHbl B Tabnuiie 6.

Tabnuua 6. BoaMoxkHbie TPoOIeMbl U CITOCOOBI X YCTPAHEHUS.

Onucanue NpoodaeMbl Bo3MokHAsi MPUYMHA M PelIeHHE

MyTHBIH pacTBOp KoHnTamuHaIus pactBopa. PerymspHas 3amMeHa pacTBoOpa, a mociie
200 06pa31oB NPOBEAEHHLIX - 00sI3aTeIbHAS 3aMEHA.
Henocrarouno aeruapatupoBad  |[MI30BITOK BOABI B pacTBOpe. PerynspHas 3ameHa pacTBopa,

Marepuan coOI0/ICHNE NMPOTOKOJIA JeTUIPATAIIMH.

Henonnas nerugparanys, Cw.Bbliie "MyTHbII pacTBOop". Henoctarounas neruaparanus

HEIIOIHOE yJaJIeHHE KUPOB TKaHU BO3MOXHA IIPU IPOU3BOJIBHOM YKOPOUEHHUH ITPOBOJKHU U
[Ipy pa30aBICHUN U3IETHS.

[lepecymeHHbIi MaTepua 1. CaumkoM JuiuTeNnbHas 3KCIO3ULMS B apaduHe: yMEHbIIUTh

BpeMs B apauHOBOM cperie.

2. CAHIIKOM BBICOKAsl TEMIIEpaTypa MPOBOJKU: YMEHBIIUTh
TEMIIEPATyPy MPOBOJKH, COKPATUTH BPEMsI HAXOXKIECHUS KYCOUKOB
BHE €MKOCTSIX JUISI TPOBOJKH. [IpoBEepHUTh PaBUIIBHOCTb
MOKa3aHUsl TEMIIEPATYPHBIX JATYUKOB 000PYyI0BaHHUS.

3. Marepuai noaBepres ayTolim3y 10 IPOBOAKH: 0TpadboTaTh
MIPOTOKOJT (PUKCAIIHH.

4. CokpatuTth BpeMs npeObiBanus B ciupTtax Ha 10%.

S. Ilpu 3aMeHe BCEX PEareHTOB WU MEPBOM UCIOJIb30BAaHUU
[PEKOMEHIYETCSI TPOBOJIMTHh MAKCHMAJIbHYIO 3aIPY3Ky MaTepuaa.
Jlenaryparnus O6enka (criuptoBass  [Hemocrtarounas ¢pukcaiius Mmarepuania B GopMaanHe: oTpadoTaTh

uxcamnus) [IPOTOKOJI (hUKCALIUU

BrinageHre KpuCTamIndecKkoro PacTBOoprMOCTE (hoChaTOB B M30IPOITMUIOBOM CITUPTE.

0CaJIKka U3 pacTBopa mnocie lcrionb30BaTh Ha epBOM 3Tane npoBoaku 50% pacTBop uinu
(ukcaropa MPOMBIBATL MaTepHajl B MPOTOYHOM BoAe 15 MHH.
/[ecuopamupyrowuii pacmeop Haxkorienue BoJbl B pacTBOpE: peryisipHas 3aMeHa pacTBopa, a
30npen HE CMENIUBAETCS C rmocie 200 06pa3ioB MPOBEICHHBIX - 00s3aTeNIbHAS 3aMEHa.
[MPOMEKYTOUYHOU CPENON UITU

napabhrHOM

[Ipu pa3BeneHuun paHee Haxkormienue »XMpoB B pacTBOPE: HUCIOIB30BATH ISl pa3BEACHUS

HCMOJIb3YEMOTr0 pacTBOpa BOJIOM  [TOJIBKO CBEXKHUN PacTBOP.
IIPONCXOANT NIOMYTHCHNEC

[Ipu mosydeHUH HEYIOBIETBOPUTEIHLHOTO pPe3ysbTara MOBTOPUTE HCCIEAOBAHME.
IIpy mnosydeHMH MOBTOPHOIO HEYIOBJIETBOPUTEIBHOIO pe3ysbTara oOpaTuTech 3a
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koHcynsranueir B: OOO "buoButpym", P®, 199106, Cauxrt-IlerepOypr, bonpmioii mp.
B.O., 1. 68, nut. A, Ten./daxc +7 (812) 305-06-06.

13. PekomeHjanuy B OTHOLICHUH MPOUEAYP KOHTPOJIS KauyecTBa

KonTponp kadyecTtBa pgeruaparanii  OCYILIECTBISETCA COIIACHO HACTOSLIEN
UHCTPYKIMH. M3nenme JOMKHO COXpaHSATh XapaKTepHBIM 3amaxX, ObITh MPO3PavyHBIM.
Bcerna cnenyet 3aMeHsTh U3/eNKe nepes MpoBOIKON HOBOM mapTuu 00pasIoB, €CIIU OHU
UMEIOT MYTHBIN BUJI, TTocie mpoBojku Oosee 200 00pa3ioB — 00s3aTeabHO.

14. Yrnanzanusa

B cootBetctBuun ¢ CanlluH 2.1.3684-21 nocie ucnoyib30BaHus U3AETUS U APYyTUe
MaTepHuaabl JOJDKHBI OBITh YTUIM3UPOBAHBI KAK AMUIEMHOJIOTHYSCKHA OMACHBIE OTXOJIbI
kiacca b.

HeBckphiThie u3aenusi, NPUIIEANINE B HETOJHOCTb, B TOM YHUCIE C HCTEKIIUM
CPOKOM TOAHOCTH, a TakK€ BCKPBITbIE W HEUCNOJIb30BAaHHBIE MPU HCCIECTOBAHUSIX
U3JIeTUS TOJKHBI OBITh YTUJIM3UPOBAHBI KAK TOKCHUKOJIOTUUECKU OMACHBIE OTXOJIBI.

WM3nenust crnenyeT yHUUYTOXKATH C  COONMIONEHHMEM Mep Oe30MacHOCTH U
JIe3aKTUBAIIUHU, B COOTBETCTBUU C MIPUHSATHIMU JIOKAJLHBIMU MPABUJIAMU U 3aKOHAMM.

15. {onosHuTeIbHAsA HHGOPMAUA

CBeneHusi, HaxoIndlIMECs B JAHHOM MHCTPYKUMH, OCHOBaHbl Ha JaHHBIX,
UMEIOIIMXCSI Ha MOMEHT pa3palboTku mnocienHedt penakuuu. [lonb3oBarens 00s3aH
yOeIuThCS B TOJHOTE M COOTBETCTBUHU WH(OpPMAIMKU JUISI UCTIONB30BAHUS W3JCIUS 10
Ha3HAYECHUIO.

B cBia3u ¢ TEeM, YTO WCIONB30BAaHUE U3JCIHS HE IPOUCXOOUT MOJ
HETIOCPEACTBEHHBIM HaOIOZICHUEM MIPOU3BOAUTES, MoJIb30BaTenh  00s3aH
PYKOBOJCTBOBATHCS 3aKOHAMH W ICMCTBYFOIIMMHU MOJIOKEHHUSIMA 110 BOIIPOCAM TUTUEHBI U
0€30MacHOCTH MpU HUCIOJIB30BAHUM M3AENIHS 10 HA3HAYEHUIO, MO0J COOCTBEHHYIO
OTBETCTBEHHOCTbh. lIpom3BomuTENs, HE HECET OTBETCTBEHHOCTH 3a HCIOJIb30BAHUE
U3JIETUS HE 110 Ha3HAYCHHUIO.

16. ITpou3BoaUTEb M €r0 YIIOJTHOMOYEHHbBIH MPEICTABUTEIb

[TIpousBogurens: OO0 «Oprollpomakmm» PO, 199106, Cankr-IletepOypr,
[xunepckuit mporok, a. 14, xop. 39, autr. H Temedon: +7 (812) 305 0606,
info@biovitrum.ru, www.biovitrum.ru.

[To Bompocam mnperensuii oOpamarsca: OOO "buoButpym", PD, 199106,
Cankr-IletepOypr, bonbmoit nip. B.O., 1. 68, nuT. A, ten./daxc +7 (812) 305-06-06.

17. l'apanTusa KayecTBa

[IpennpusiTie-u3roToBUTENb TapaHTUPYET COOTBETCTBUE M3ACNHS TPEeOOBAHUSIM
TEXHUYECKUX YCIOBUM MpU COOMIOJEHUM YCIOBUU TPAHCIOPTUPOBKU, XPaHEHUS U
MPUMEHEHUS, YCTAHOBJIECHHBIX HACTOSIIIIMMU TEXHUYECKUMH YCIOBUSIMU U MHCTPYKIIHEH
0 MPUMEHEHUIO B TEYEHUE BCETO CPOKa TOTHOCTH.

N3roToBuTens, HE HECET OTBETCTBEHHOCTh B Cilyyae TNMPUMEHEHUs uzjaenus 0e3
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O S

OcTopozkHo!
coOmronieHust TpeOOBaHMI HHCTPYKIIMH 110 TPUMEHEHHUIO.

N3roroBuTens He HECET OTBETCTBEHHOCTh 3a BO3MOXKHBIM MNPSIMOW, KOCBEHHBIM,
CIy4YalHbIA yIIepO WM PpacXojbl, BOSHUKAIOIINE B CBSA3U C HCIOJb30BAHUEM W3JCIIHS
IIPY HAPYIIEHUH YCIOBUM XPAHEHUS, TPAHCIIOPTUPOBKHA U IPUMEHEHUSI, IPU HAPYIIIEHUN
LEJIOCTHOCTH YITAKOBKH.

Cpok romHoctu wm3nenuda — 24 Mecsla cO JHS NPUEMKH OTACJIOM KOHTPOJIs
kagectBa (OKK) npennpustus-u3roroBUTeNs CcOracHO WHQOpMaIlUM, yKa3aHHOW B
[IACIIOPTE KAYECTBA HA CEPUIO U3MICITHA.
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O S

OcTopokHo!
le/IJIOPI(eHI/Ie A. Fpacbnqecncne CHMBOJIbI, HCITIOJIB3YEMbIC 111 MAPKHUPOBKHA

MEAUIIMHCKOI'O U31€/1UA

Ne I'paduueckoe
w/n | u306paxeHue
CHMBOJIA

HamMmenoBaHue 1 onycaHnue CUMBOJIA

Bepxwusig rpanuiia TeMneparypHoro auamna3oHa.

VYKa3blBaeT BEPXHIOI TpaHHIly TeMIepaTypHOro [uama3oHa, B
npejenax KOTOpOro MEAMIIMHCKOE M3/I€JIUE MOXKET HaJeXkKHO
COXPaHATHCS

TG

Wcnions3o0BaTh 110.
VYKa3bIBaeT Jary, NOCJIE HMCTEYECHUS KOTOPOM H3JEIHME HE IOJDKHO
IIPUMCHATHCA NJIN HCII0JIB30BATHCA

3. &

Jlara u3rotoBieHuUs.
YKa3bpIBaeT aTy, KOTIa ObUIO U3TOTOBJICHO MEIUITMHCKOE M3/ICIIHE

4, “

N3roroBurens.
VKa3pIBaeT U3TOTOBUTENS METUIIMHCKOTO U3IETUS

LOT

Kon maptun
VYKa3bpIBaeT KO/ MapTHUH, KOTOPBIM U3TOTOBUTEH UACHTHU(HUIIUPOBAIT
MMApTHIO U3ICIIHS

Homep no karanory

YKa3pIBaeT HOMEP MEAUIIMHCKOTO U3JIEIHSI I10 KaTalory
M3TOTOBHTEIIS, C IIOMOIIBIO0 KOTOPOTO U3/ICIIHE MOXKET OBITH
UJIECHTU(OHUIIMPOBAHO

MenuiHCcKoe U3AEIUe ISl JUATHOCTUKY in VItro
VKa3bIBa€eT, YTO MEOUIIMHCKOE U3IEIINE SABIISETCS U3AETUEM IS
JIIUArHOCTHUKH 1N Vitro

OOparuTech K HHCTPYKIMH TTO0 TPUMEHEHHIO
VYka3bpIBaeT Ha HEOOXOIMMOCTD JJISl T10JIb30BaTENsl 03HAKOMHTHCS C
MHCTPYKIMEH 10 IPUMEHEHUIO

BEPX.
VYKa3bIBaeT NPaBUIbHOE BEPTUKAIBHOE TIOJI0KECHHE IPy3a

10. F] n‘“"‘

bepeub ot Biaru
VKa3bIBa€eT, YTO MEAULIMHCKOE U3eIHe HEOOX0AUMO 3alHIIAThL OT
BO3JIEMCTBUS BJIaru

3Hak onacHOocTH “BockiuuareabHbINA 3HAK
VYKa3pIBaeT Ha BEIECTBA WJIM W3JENHs, KOTOPbIE MOTYT OBITh BPEIHBI
JUIS1 3I0POBBS YETIOBEKa

12.

=
T
®

3Hak onacHocTH “Ilnams”
VKa3pIBaeT Ha JIETKOBOCIUIAMEHSIOIIUECS >KUJIKOCTH, T.€. XKHUIKOCTH,
TeMIIepaTypa BCIIBIIIKH KOTOPHIX He Oosiee 61°C B 3aKpBITOM TUTTIE

[Ipumeuanue:

[Tycroii pom6. JlaHHBIN 3HAK HE OTHOCHTCS K KAaKOMY-JIMOO 3HAKy ONACHOCTH, U HE SBISETCA
CHUMBOJIOM OIIACHOCTH.
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OcTopokHo!

Hpuioxenue b. Ilepeuens H u P-¢pa3s, ncnosbzyemMbIx 4151 MAPKUPOBKH
MEJIMIUHCKOI0 U31eJIus

Kox ¢passt

Pacmmdposka dpassi

ITepeuens H-dppaz

H319

IIpy nonasanuu B 11a3a BbI3BIBAET BBIPAKEHHOE Pa3/IPAKEHUE

H225 JlerkoBocmameHsfomasicss  KUAKOCTh.  [lappl  oOpa3yloT ¢ BO3OyXOM
B3PBIBOOIIACHBIE CMECHU
H336 MoskeT BBI3BAaTh COHIIMBOCTD U T'OJIOBOKPYKEHUE

ITepeuens P-dpa3

P210

bepeus oT nctounukos orus. He xypurs

P280 HcnonszoBars CU3

P304+P340 ITpu Bapixanuu: CBEXHUIl BO3YX, TOKOU

P305+P351+P338 |Ilpu mnomamanuum B miaza: OCTOPOKHO MNPOMBITH IVa3a BOJOW B TEUEHHUE
HECKOJIbKMX MUHYT. CHATh KOHTAKTHBIE JIMH3bI

P370+P378 ITpu noxxape Tymuth ¢ OrHeTymuTeNb nopoikoBelii ABC

P403+P233 XpaHUTb B XOpOILIO BEHTWIMPYEMOM MECTE€ B IIJIOTHO 3aKPBITOM I'E€pPMETUYHOMN
yIaKoBKe

P501 YTunuzupoBarhk 10 NpaBuiIaM 00 OMACHBIX 0TXOJaxX
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OcTopokHo!

HpI/IJ'lO)KeHI/Ie B. HepequL NPUMCHACMbIX HAIIMOHAJIBHBIX CTAHIAPTOB

O06o3HaYeHHE JOKYMEHTA

HaumeHoBaHMe 1OKyMeHTA

['OCT 31508-2012

Wznenust menunuHckue. Knaccudukamuss B 3aBHCHMOCTH 0T
NOTEHIMAIBHOIO pUCcKa MpuMeHeHus. Ooure TpeGoBaHus

['OCT 31340-2013

[MpeaynpeaurenbHas MApKUPOBKA XUMUYECKOM MTPOILYKIIHH.
Qo611He TpeObOBaHUS

['OCT ISO 14971-2011

HS}IGJ’H/I?[ MCEOUITUHCKHUEC. HpI/IMeHeHI/Ie MCHCIKMCHTA PUCKaA K
MCIUIIMHCKHUM U3CIHUAM

['OCT P 51088-2013

MenaunuHCKre U3aeus JUisl IMarHOCTUKY WH BUTPO. PeareHTsl,
HAOOPBI PEareHTOB, TECT-CUCTEMbI, KOHTPOJILHBIC MaTePUAIIbI,
nUTaTebHbIC cpebl. TpeOoBaHMS K U3IETUIM U
TIO/JICP>KUBAIOIICH TOKYMEHTAIIMHI

['OCT P 18113-2-2015

MenuuuHckre u3nenus A1 AMarHoCTHKHY in vitro. MHdopmarus,
IpefocTaBIsgieMas U3rOTOBUTENEM (MapKupoBKa). YacTs 2.
PeareHTs! 17151 IMarHOCTUKH 1n Vitro JUist po(heCCUOHAIBHOTO

IPUMCHCHUSI.

['OCT 12.1.044-89 (MCO 4589-84) |Cuctema CTaHJapTOB 0e301acHOCTH Tpyna.
[To>kapoB3pEIBOOIIACHOCTH BEIIIECTB u MaTepHasoB.
HomMmeHkaTypa nokasaresieid ¥ METO/Ibl UX ONpeICICHUs

['OCT 12.1.007-76 Cuctrema  cranmaptoB  Oe3omacHOCTH  Tpyaa.  Bpemnbie

BenecTBa. Knaccudukanus u oo1ue TpedoBanms 6€301aCHOCTH

CanllnH 2.1.3684-21

CaHUTapHO-AUAECMHUOJIOTHUECKHE TPEOOBaHUS K COICP’KaHUIO
TEPPUTOPUN TOPOACKUX U CEIbCKUX IIOCEJIEHHM, K BOJIHBIM
00BbeKTaM, TIMTHEBOW BOJIE€ W THUTHEBOMY BOJIOCHAOKEHHIO,
arMocpepHOMY  BO3AyXy, I[IOYBaM, IKHIIBIM TIOMEIICHHSIM,
AKCILTyaTallud MPOU3BOACTBEHHBIX, OOIIECTBEHHBIX MOMEIIECHUH,
OpraHU3aIi U MPOBEJACHUIO CAHUTAPHO-IIPOTUBOAMUIEMUYECKUX
(mpodhHITAKTHUECKNX ) MEPOIPUSITHI

['OCT P UCO 15223-1-2020

W3nenuss  menuumHckue. CHUMBOJBL, NPUMEHSIEMbIE  IpHU
MapKUpOBAaHUM HAa MEAMIIMHCKUX MW3JEIUSIX, JTUKETKaX U B
CONpOBOAMUTENbHON  JokymMeHTanmuu. Yactb 1. OcHOBHbIE
TpeOOBaAHUS

['OCT 58144-2018

Boz[a JUCTUIIJIMPOBAHHA. TexHuueckue YCJIOBUs

TV 38.101254-72

Oprokcunon Hedrsaou (¢ Usmenenusamu 1-7)

[Ipuka3s Ne 179n

IIpuka3 MunucrepcrBa 3apaBooxpanenus PO or 24 mapra 2016
r. "O IlpaBunax npoBefeHMsI 1aTOJIOr0-aHATOMUYECKHUX
HUcciIenoBaHmii"

IIpukaz Nedn

[Ipuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickon
®enepauuu ot 6 uroHs 2012 . “O0 yTBEepKIAEHUN
HOMEHKJIaTYpPHOH KJlacCu(PUKALUU METUIIMHCKUX U3eNuii”
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OcTopokHo!
Ipunoxkenue I'. Cimcok HCnoIb3yeMoil TUTEPaATypPbl

1. S.Kim Suvarna, Christopher Layton, John D.Bancroft. Bancroft's Theory and
Practice of Histological Techniques. Elsevier Limited, 2019, c. 75.
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