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Mpepucnosue

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin egepauym yctaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6psa 2002 r. Ne 184-®3 «O TeXHMUYECKOM perynnpoBaHnmn», a npasuia NPUMEHEHUss HaunoHabHbIX
cTtaHgapToB Poccuiickoint ®epgepaumn — FOCT P 1.0—2004 «CtaHaapTu3auusa B Poccuiickoin @epepaumu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NOArOTOBJIEH ABTOHOMHOW HEKOMMepYeckoi opraHusaunein «<MIHCTUTYT Meauko-61onornyecknx
uccnefoBaHuin n TexHonoruin» (AHO «MMBUNT») Ha 0cHOBe COGCTBEHHOIO ayTEHTUYHOTO NepeBoa Ha pyc-
CKWi1 A3bIK CTaHAApTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHuyeckum komMuTeToM no ctaHgaptusaumm TK 422 «OueHka 61M01ormyeckoro fencrems
MeANLNHCKUX N3LENNIA»

3 YTBEPXJEH W BBEJEH B l£l,El7ICTBl/IE Mprka3om PefepasibHOro areHTcTBa rno TeXHMYeCKomy
perynuposaHuio n MeTposnorum ot 12 Hoao6ps 2010 r. No447-cT

4 HacToswwii cTaHgapT ngeHTuYeH MexgyHapogHomy ctaHgapty CO 8871 -4:2006 «2neMeHTbl anac-
TOMepHble A5 YCTPONCTB, UCNOMb3yeMbiX A1 NapeHTepanbHOro BBeAeHNA NnpenapaTos, 1 hapmaleBTuyec-
Koro HasHauyeHus. Yactb 4. Buonornyeckne Tpeb6oBaHMA M MeToAbl uccrnefoBaHuii» (1ISO 8871-4:2006
«Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 4: Biological requirements
and test methods»).

Mpv NpYMEeHeHNN HacTOSALLEero cTaHAapTa peKOMeHAyeTCA UCMOb30BaTh BMECTO CCbIIOYHbIX MeXAyHa-
POAHbIX CTaHAapTOB COOTBETCTBYHOLLME UM HaLMOHa/bHblE CTaHAapTbl Poccuiickoii ®efepalnm, cBefeHuns o
KOTOPbIX NPUBELEHbI B LONO/THUTENIbHOM NpuaoxeHun A

5 BBEJEH BIEPBbIE

VHhopmauua 06 M3MeHEHNUAX K HacTOoAWEeMy CTaHaapTy Ny6/AuKyeTCss B eXerofHo u3faBaeMom
MHOpMaLMOHHOM yYKa3aTene «HaloHanbHble CTaHAapThi», a TEeKCT U3MEHEHUT MMONPaBOK — B eXXeMe-
CAYHO M3AaBaeMbIX MHDOPMALMOHHBIX YKa3aTensax «HauuoHabHble cTaHAapThi». B ciyyae nepecmoTpa
(3aMeHbl) UM 0T MeHbl Hac T OALLEro cTaH4apTa cooTBeTCTBYloLLee yBefoMeHne 6yaeT ony6/IMKOBaHO
B €XKEMECSIYHO N34aBaeMOM MH(OPMALIMOHHOM yKasaTesne «HaunoHanbHble CTaHaapThi». COOTBeTCTBY-
oL as MHOopMaLUs, YBeJoOM/IeHMEe N TeKCT bl Pa3MELLa T CA TakxXe B UHPOPMaLMOHHO crcTeme 06LLero
nosib30BaHUsi — Ha ouLManbHOM caliTe ®eflepasibHOro areHTCTBa M0 TeXHUUYECKOMY PeryimpoBaHuio 1
MeTpPO/IOrnn B ceTu NHTepHeT

© CtaHgapTuHcopm. 2011

HacTosuii cTaHgapT He MOXeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLManbHOro Usganus 6e3 paspellenus denepanbHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHmio 1 MeTPosIorim



FOCT P NCO 8871-4—2010

CopepxaHune
1 OONACTD MPUMEHEHMS. ..c...eeiiuitieaiiteeeteeaeieaeateaaabeeeaabeeabseeasbeeabbee et se e aabe a2 be e a2 abe e e ehseeeabeeebeeeambeeesabaesambeesnneaesnneeanen 1
2 HOPMATUBHDBIE CCBITTKM ...ttt ettt b e e e et e e ea s e she e e e s e e s as e e be e e sab e e s s ab e e s eae e e san e e s sreeesaneeeanneas 1
3 TEPMUHBI N OMPEIEITEHMIS .ottt it et et et e et e et e e s e e et e e e s e e st e e Ee e e e et e e ane e e eme e e esmeeensne e e nnneesaneeennneeennnee s 1
4 BUIONMOTAUECKNE TPEOOBAHM .. eeutiiutiiiteeateeeiteateeteeeteesaeeasaesaeeabeeesee et e aheeaabeeaeeeheeeaeeembeebeeembeabeeeaeeenbesmbeabeeenbeeneeannes 2
MpunoxeHne A (pekomeHgyemoe) ViccnepoBaHue akcTparmpyemMblix 6akTepuanbHbIX 9HAOTOKCUHOB........... 3
MpunoxeHve B (pekoMeHayemoe) AccnefoBaHNe LUTOTOKCUUHOCT . ..couiiuieiirrieiienriesieetieie e 4
MpunoxeHune C (pekomeHayemoe) ViccnegoBaHne TOKCUYHOCTM NPU BHYTPUKOXHOM BBEAEHUWN .......cveeneeenee 5

MpunoxeHue D (pekomeHAyemoe) ViccrnenoBaHne CUCTEMHON TOKCUYHOCTU

MpunoxeHue A (cnpaBoyHoe) CBeAeHNsi 0 COOTBETCTBUM CChINIOUHbIX MEXAYHAPOAHbLIX CTaHAAPTOB
HaLMOHAIbHBIM CTAHAAPTAM POCCUNCKON D @AEPALIMM . ....cecverereeeieeseeeetceieiee st eeeeeneesee e 7

(517 LaT 11T i o F= e o1 OO UPRRUPRRRPRTIRt 7



FOCT P NCO 8871-4—2010

BeepeHune

NCO (MexpyHapogHass OpraHusauusa CtaHgapTusalmm) sBAsieTcs BCEMUpPHOW dpefepaluneil opraHos
HauMoHasIbHbIX CTaHAapToB (opraHu3aumm— yneHsl MICO). PaboTa nNo NoAroToBke MexXAyHapoaHbIX cCTaHAap-
TOB 06bIYHO NpoBOANTCSA NOcpeAcTBOM TexHuuyecknx komuteTos NCO. Kaxaas opraHmsauns-yneH, 3anHrepe-
coBaHHas B npegmeTe, AN KOTOPOro co3gasancs TeXHNYeCcKuii KOMUTET, MMeeT NPaBo ObITb NpeAcTaBeHHOM
B 3TOM KOMuUTeTe. MexayHapoAHble opraHu3anumn, Kak rocysapcTBeHHble, Tak U HErocygapCTBeHHble, Takxe
nprvHMMAalT yyacTue B paboTe Bo B3aumogeicteum ¢ MICO. MCO TecHo coTpyaHMyaeT ¢ MexayHapogHou
AnekTpoTtexHnyeckoi Kommccueii (M3K) no Bcem Bonpocam 31eKTPOTEXHNYECKO CTaHAapTu3auum.

MexgayHapoaHble cTaHAapThl paspabaTbiBaloT B COOTBETCTBUM C NpaBuiaMu, NnpuBeAeHHbIMY B inpek-
Tneax MCO/M3K, vacThb 2.

[JaHHoe nepBoe wu3gaHwe v yactm 1, 2. 3 M 5 oTmMeHAwT M 3amMeHAwT NCO 8871:1990 un
MCO 8871:1990/Amd.1:1995, koTopble 6blIY NepecMOTPEHbl B TEXHUYECKOM OTHOLLUEHUN.

NCO 8871 cocTouT 13 cneayowwnx yacTteli nog obLmMm HanMeHoBaHneM «3NeMeHTbl 31aCTOMepPHble
[ANA yCTPOCTB, UCMOMb3YEMbIX A/151 NapeHTEPasIbHOTO BBEAEHMSA NpenapaTtos, 1 hapmMaLeBTUYeCcKoro HasHa-
YEeHUA»:

- YacTb 1: BewecTsa, aKCTparmpyemole npy asToKnasMpoBaHuUu:

- YacTtb 2: OnpegeneHuve nxapakrepucTuka,

- YacTb 3: OnpefeneHvie KomyecTsa BbICBO60XAaeMblx YacTul,;

- YacTb4: bnonoruyeckme TpeboBaHna U MeToAbl NCCnefoBaHus;

- YacTb 5: DyHKUMOHaANbHbIE TPEOOBAHNSA U UCCef0BaHuUS.

dapmaueBTMUYECKAsA MHAYCTPUSA BCe 60ee HACTOATE/IbHO TpebyeT TOUHON MHdhopMaL MM OT M3roToBuTe-
NA pe3nHbl 0 6ONOrNYECKOM AEICTBUM PE3MHOBbLIX MPOOOK, Kak 1 0 31acTOMEPHbIX MPO6Kax B LiesIoM, KOTopble
BXOAAT B COCTaB NEPBWUYHOW YNaKOBKN U UMEIKOT HEMOCPEACTBEHHbIN KOHTAKT C MeAULMHCKON NPoAyKuunei.
PesynbTatom aToro Tpe6oBaHMsa ABMAACH NOATOTOBKA NPUNoxeHnii A — D HacTosLero ctaHgapTa.

VccnepoBanus, npefactasneHHble B faHHoR yactn NCO 8871. MoryT 6bITb MCNOMb30BaHbI B KAYecTBe
pyKOBOACTBa B C/lyyae BO3HMKHOBEHMS BOMpOca O 61Monornyeckoli 6€30nacHoCT! NEPBUYHBIX YNAaKOBOYHbIX
marepuanoB AN hapmaueBTUYeckoin NpoayKkLun. Bbibop KOHKPETHbIX NCCNef0BaHWil, ONMCaHHbIX B NPUIOo-
XeHnax A—D. Bcryyaax cneynanbHoro npuMeHeHns ynakoBoYHOro marepuasna, NpoucxXoAuT no cornalleHunto
Mexay noTpebuTenem n n3rotToBuTeNieMm.
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HALULMWOHANBbHBLIN CTAHAAPT POCCUWNCKOMWN GELEPALUMN

3NACTOMEPHbIE COCTABASIOWME AN MAPEHTEPAJIbHbBIX CUCTEM
N W3LENUNA ANA GAPMALIEBTUYECKUX LIESEN

YacTtb 4
Buonornyeckne TpeboBaHnUs 1 MeToAbl UCCNief0BaHN

Elastomeric parts for parenterals and for devices for pharmaceutical use.
Part 4. Biological requirements and test methods

[ata BBegeHns —2011—11—01

1 O6nacTtb NpUMeEHEHUSA

HacTtoawuii cTaHgapT yctaHaBnuaeT 6uonormyeckme Tpe6oBaHns K 31aCTOMEPHbIM COCTaB/ALLMM
N3Aennam napeHTepasbHOro 1 hapmMaLleBTMYeckoro npuMeHeHnsi. OH Takxe onpegenseT MeToAbl uccieno-
BaHuWs, T.e. npeanaraeT Npoueaypbl 3KCTPaKLMU A8 3N1aCTOMEPHbIX COCTaBAOLMNX U NPUBOAUT CChIIKN Ha
WHCTPYKLMUW K COOTBETCTBYIOLLMM GMOMOTMYECKUM UCC/Ief0BaHNAM B dapmMakonee 1 ctaHaapTax.

2 HopmaTumBHbIE CCbIJIKK

B HacTosLweM cTaHAapTe UCnoNb30BaHbl CCbIIKM Ha cneayoLe HopMaTUBHbIe AOKYMeHTbI. MNpu gatu-
POBaHHOI CCbl/IKe NPUMEHMMO TOJIbKO YKasaHHoe usgaHue. MNpu ccbinke 6e3 Aatbl NPUMEHUMO nocnegHee
n3gaHvie ykasaHHOro JOKyMeHTa, BK/1loYas BCe nonpasku.

MCO 10993-5 OueHka 6nonornyeckoro feicTenst MeAULUHCKMX nsgenuii. Yacte 5. NiccnegosaHve Ha
LMTOTOKCUYHOCTL: METOAbI in Vvitro

USP, The United States Pharmacopeia, United States Pharmacopeial Convention. Inc., Rockville. MD,
USA

3 TepMuHbl 1 onpefeneHns

B HacTosWwem cTaHgapTe NPUMEHEHbI cnefytoLiie TEPMUHbI C COOTBETCTBYHOLMMU ONpeseieHUnsMu;

3.1 6akTepuanbHble 3HAOTOKCUHbI: JlInnononucaxapuabl rpaMoTpuLatesibHbIX 6akTepuii.

3.2 6uoHarpyska: CoOBOKYMHOCTb XXW3HECMOCOBHbIX MUKPOOPraHn3MOB Ha Uv B NpoAyKuMn u/mnu yna-
KoBke [MC011737-1,3.1].

3.3 UMTOTOKCMYHOCTbL: Bronornyecknin 0TBET KNETOUHbIX KyNbTyp M/IEKONUTAIOLLMX B YCNI0BUAX in vitro
C MCNO/Ib30BaHMEM COOTBETCTBYIOLLMX GMOMOrMYEecKnx napaMeTpoB Ha BbITAXKM 3/1aCTOMEPHbIX COCTaB-
NALLWNX.

3.4 TOKCUYHOCTb MPW BHYTPUKOXHOM BBegeHUN: MeCTHbIi OTBET MOC/AE BHYTPUKOXHOW MHDBEKL MK
KPO/IMKaM BbITSXKEK U3 31aCTOMEPHbIX COCTaBAIOLMX.

3.5 cnMcTemHas TOKCMYHOCTb: CUCTEMHbIN OTBET NOCNE MHBEKLMUW MbILLAM BbITSXEK U3 3/1aCTOMEPHbIX
COCTaBNAOLWMX.

M3paHne opuynanbHoe
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4 buonoruyeckne TpeboBaHus

4.1 O6was yacTb

DnacToMepHble COCTaB/ALWME He AO/KHbI BblAENATb HAKAKNX BELLECTB, CMOCOOHbIX OKa3bliBaTb Hera-
TUBHOE BAWSIHME Ha TepaneBTUYeckyl 3EKTUBHOCTb M 6e30macHOCTb hapMaleBTUYECKOro pacteopa,
BK/IlOYASA Takme BELLeCcTBa, KOTOpble MOTYT NPOSBUTbL TOKCUYECKMNE UIM MUPOTEHHbIE peakyuu.

Mpwv BbIGOPE METOAOB UCCNIEA0BAHUS U MHTEPNpeTaLmn pe3yibTaToB Npy 61MoNorMyeckoi oueHke Heob-
XOAMMO yunTbIBATb XMMUYECKUIA COCTAB MaTepMasioB, BK/IOUasi yCNOBUS BO3AENCTBUS, a TaKXe XapakTep, cTe-
NeHb. YacToTy U ANNTENbHOCTb BO3AENCTBUS HA MaTepuan.

LlMTOTOKCMHHOCTb, CUCTEMHasA TOKCUYHOCTb M TOKCUYHOCTb NMPW BHYTPUKOXHOM BBeAEeHUU ABAAKTCA
CTaHOapTHbLIMU UCC/IeloBaHNAMM CBOCTB MaTepunana. iccnefoBaHns Ha 3HAOTOKCUHbI U 6BMOHArpy3Ky siBNs-
I0TCA METoAamMN KOHTPONS.

4.2 JkcTparvpyemble 6akTepranbHble 3HAOTOKCHHbI

JonycTumblii ypoBeHb, 0603Ha4YaeMblii Kak e JMHNLbI 9HAO0TOKCUHA Ha KBadpaTHbIil caHTumeTp (E3/cm2)
371aCTOMEPHOIi COCTaBNAOLLEN NN KaK eANHULbI SHAO0TOKCUHA Ha MUNAMAnTp (E3/Mn) akcTparmpyembix aHA0-
TOKCVHOB. yCTaHaBMBaETCA MO COrlalleHnto Mexy NoCcTaBLUKOM 1 noTpebutenem.

MeTog nccnegosaHus oHKEH 6bITb 060CHOBAH.

MpumMeyaHue— B npuioxeHun A nprBegeH NpuMep BO3MOXHOTO ANsi NPUMEHeHUs MeTofa McCnefoBaHus
ANS onpefeneHns aKcTparupyemblx 6akTepuanbHbiX 3HAOTOKCUHOB.

4.3 buoHarpyska

LonycTuMbli ypoBeHb, 0603HAaYaEMBbI Kak YNC/I0 KOSTIOHMEOBPA3YIOLLNX e AUHUL, HA KBafpaTHbIA CaHTU-
meTp (KOE/cm2) nnn KOE Ha anacTOMepHyk COCTaB/sALWY0, YCTaHaBAMBaeTCA MO COrNalleHno Mexay
NoCTaBLLMKOM ¥ NoTpebuTenem.

MeTopg 61noHarpy3ku fo/mxkeH 6biTb 060CHOBaH.

MpumeyaHune— Bo3MOXHO ucnonbzoBatb MCO 11737-1 B KayecTBe PYKOBOACTBA MO YCTaHOBAEHWA W
060CHOBaHUI mMeToAa.

4.4 TOKCUYHOCTb

4.4.1 O6was yacTb

MaTepwuanbl AO/MKHBI UCCNef0BaTbCA Ha LMTOTOKCMYHOCTBL B YC/IOBUSAX in Vitro B COOTBETCTBUM C 4.4.2.
MaTepuansl, oTBevalLie TpeboBaHNAM faHHOTo ccnefoBaHuns, He TpebyeTca noasepratb ganbHelilemy
TecTupoBaHuio. Matepuasnsl, He oTBeyarLwme TpeboBaHNAM AHHOTO UCCef0BaHNsA, [JO/MKHbI 6bITb CCeao-
BaHb! iN Vivo Ha NpefMeT BHYTPUKOXHOW U CUCTEMHOI TOKCMYHOCTM B COOTBETCTBUN C4.4.3 n4.4.4.

4.4.2 LINTOTOKCUYHOCTb

[laHHoe wuccnepoBaHve MPOBOASAT COrMacHo npuaoxeHuwo B. [1ns oueHku cnepyloT TpeboBaHMAM,
0603HauYeHHbIM B USP (®apmakones CLUA), rnasa 87 «MccnenoBaHus 6U0I0rMYeCcKoil peakTUBHOCTM B yC/10-
BUSAX in vitro».

4.4.3 BHYTPUKOXHAasA TOKCUYHOCTb

[laHHoe wuccnepoBaHWe NPOBOAAT coOrfacHo npunoxexnuto C. [nA oueHkn cnepyoT TpeboBaHUAM,
0603HavyeHHbIM B USP. rnasa 88 «lccnefoBaHns 6M010rM4eckoin peakTMBHOCTY B YC/IOBUSAX in Vivo, BHYTpU-
KOXXHOE uccnegoBaHune».

4.4.4 CuctemHasa TOKCUYHOCTb

[laHHoe wnccnepoBaHne NPOBOAAT COrNacHo npuaoxeHuto D. Ana oueHkn cnepyloT TpeboBaHUAM,
0603HaveHHbIM B USP. rnasa 88.
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Mpunoxexve A
(pekomeHayemoe)

ViccnepgoBaHune akcTparmpyemMblx 6akTepmanbHbiX 3HAOTOKCUHOB

A.l O6was yacTb

HacToswee npunoxeHve onpeaenseTt pyTUHHbIA MeTof ANS CHATUS 6akTeprnanbHbiX 9HLO0TOKCUHOB C NOBEPXHOCTU
3/1aCTOMEPHbIX COCTaBAALWMNX. DKCTparupyemblie 6akTepnanbHble 3HL0TOKCUHbI ONpeAensoT B COOTBETCTBUM C MeTofa-
MU. 0603HayveHHbIMN B USP. rnaea 85 «MccneposaHune 6akrepuanbHbiX 9HAOTOKCMHOB» mnn Ph.Eur. (2). rnasa 2.6.14
«BbakTepnanbHble 3HAOTOKCUHbI*.

A.2 MpuHumn

3KCTpakuunio NpoBoAAT NyTeM BCTPAXMBAHUS 3/1aCTOMEPHbIX COCTaBAAKLWMX B BOJe, CBOGOAHON OT 3HA0TOKCHHOB.
OnpepgeneHune aKkcTparnpyembix 6akTepmanbHbiX 3HAOTOKCUHOB NMPOBOASAT € COOTBETCTBUM C METOAAMM, 0603HAYEHHBIMMN
B USP unu Ph.Eur. (2], ucnonb3ys nusat ame6ouuntos limulus. nonyyeHHblii n3 meyexsocta Limulus polyphemus n npuro-
TOBJ/IEHHbIN N 0XapaKTepu3oBaHHbIN ANA UCNONb30BaHKA B kavyecTBe LAL-peareHTa (JIAJI-TecT).

A.3 PeareHTbl © matepuanbl

A.3.1 AnuporeHHas cTteknonocynaKapocTolikue MHCTPYMEHTbI (Hanpumep, Wunubl).
A.3.2 Boga, cBo60gHasi OT 3HAOTOKCMHOB.
A.3.3 DOHOOTOKCUMHOBbLIE peareHThbl, kak 0603HavyeHo B USP unu Ph.Eur.

A.4 TlofroToBKa anMporeHHo CTeKNONOCYAbl M XapOCTONKUX NHCTPYMEHTOB

A.4.1 OunwaloT cTeknonocysy B 1abopaTtopHOii NocyfoMoeYHoi MawnHe. CnefyeT y6eAnTbCs, YTO OCTaTKu Mblna
NOSIHOCTbLIO yAasieHbl.

A.4.2 O6epTblBAOT CTEKIONOCY/Y B a/llOMUHUEBYIO (DONLry cneayow M obpasom.

- MOMIHOCTbIO 060paUnBaoT NPo6UPKY;

- 060paynBaloT TOMbKO rOP/IOBYI0 YacTb eMKOCTel 415 Npo6.

- MOJIHOCTbIO 060payYMBalOT WMMLbI.

A.4.3 [lennporeHnsnpyoT 06epHyTbie YacTu Npu NOAXOAALLNX YCIOBUSIX, HANPUMEpP, No MeHbluell mepe 30 MUH
npu temnepatype 250 “C.

A.4.4 HecnepyeTyaanaTb antoMUHNEBYO DObIY NOcne AenuporeHnsaunm.

A.5 JKCTparmpoBaHue 31acCTOMEPHbIX COCTABMAIO L UX

Cobniofas ycnosus acenTuku, NEPEHOCAT HECKO/IbKO 3/1aCTOMEPHbIX COCTaBAAIOLWMNX, COOTBETCTBYIOLNX NOBEP-
XHOCTM (100 + 10)cM2.B anMpOreHHy eMKoCTb 415 Npo6. OcTopoxHo Ao6aBnatoT 100mMa BoAbl, CBO6OAHON OT 3HAO0TOKCH-
HOB. HaKpbIBAIOT 3alNTHOW NAEHKOR 1 BCTpsxusatoT (opbuTanbHoe B36anTbiBaHWe) B TedeHne 5 MUH Npu KOMHaTHOM
Temnepartype.

Ecnu HeBO3MOXHO A0CTUYL NAOWaAN nosepxHocTH (100 + HO)cm2,406aBnsat0T (1+£0.1) M BOAI HA Kaxablii 4ON0-
HUTENbHbIN KBaApaTHbI CaHTUMETP.

B cnyyae anacToMepHbIX COCTaBAAOWMNX C TPYAHOAOCTYMHbIMU Yriy6neHnsaMu, Hanpumep, 13-MUNIMMETPOBbIe
npo6kn Ana Npo6UpPoK c NMMothnN3aToM, WapoBble KnanaHbl, NPeA0XPaHNTEIbHbIE HAKOHEYHVKI Ha Urbl U T.[., BO3MOX-
HO. noTpebyeTca paspesaTb o6paslbl nepes 3KCTpakunei ans afeksaTHOro ussneyeHus. Ecnn ob6pasybl paspesaHsbl,
BbIUYNCAT CyMMapHY0 UCTUHHYIO Nowajb NOBEPXHOCTY COCTABNSAIOLLUX.

A.6 ®opma npefcTaB/ieHUsa pe3ynbLTaTos

MpeacTaBnsioT pesynbTatsl a eguHuuax E3/cM2 ans o6pa3oB 31aCTOMEPHON COCTaBASIWEN UAN B eanHULAX
E3/MN ANsi 3KCTparnpyemMbix 3HLOTOKCUMHOB.
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Mpunoxexnne B
(pekomeHgyemoe)

NccnepoBaHne UMTOTOKCUUYHOCTM

B.1 MpuHumnn

[laHHOe uccnepoBaHue npegHasHayeHo AN onpefeneHns U3MeHeHUs GUONOrnyYeckoli akTUBHOCTU KNETOYHbIX
KyNbTyp M/IEKOMUTAIOLWUX NOC/E KOHTaKTa C BbITAXKAMU 3/1aCTOMEPHbIX COCTABNAOLMNX.

[nsa petaneii npoBefeHns cob6cTBEHHO 6Uoornyeckoro uccnegosanmst — cM. USP. rnaea 87. unm MCO 10993-5.

B.2 lMpurotoBneHne BbITAXKN

CnegfyloT ykasaHUsAM Mo NpUroTossieHnio BbiTsxkek USP. rnasa 87. unan MCO 10993-5. ncnosb3ysa CbIBOPOTOUHYIO
cpefy KNeToYHOW KynbTypbl MAeKonuTalLWwmnx. AKCTparnpyoT Npyu COOTHOWeHMM npoba/cpesa 2 cm2 Ha 20 mMn 3a 24 4 npu
Temnepartype (37 r 1} *C.

B.3 Mpoueaypa

CnepytoT ykaszaHmam USP. rnasa 87. unun CO 10993-5.

B.4 ®opma npeacTaBneHuns pesynbTaTtos

B 4.1 MMpeacTaBnsoT pe3ynbraThbl cnefyowmum o6pasom:

- UWTOTOKCWUYHO,

- HEUMTOTOKCUYHO.
B.4.2 Mpo6y npu3HalT He LMTOTOKCUYHOW, eC/lM OHa OTBeYaeT CeayLWwmnm Tpe6oBaHnsaM:

- ¢50 % KNeTok ABNSAKTCSH KPYrNbIMU U NNLLEHBI MHTPALMTONNA3MUYECKUX TPaHYII.
- OTCYTCTBYIOT OGLUMPHbIV IN3UC KNETOK M NyCTbie NPOCTPAHCTBA MeXAY KneTkamu.
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Mpunoxexne C
(pekomeHayemoe)

ViccnepoBaHne TOKCUYHOCTU NPU BHYTPUKOXHOM BBEAEHUN

C.1 MpuHuun

Cnepywouiee uccnejoBaHve npegHasHauyeHo AN onpejefieHns MeCTHbIX OTBETOB W KOXHbIX pasfjpaxeHuii B
pesynbTaTe aHyTPUKOXHbIX MHBEKLUI KPOMKaM BbITSXEK 3/1aCTOMEPHbIX COCTaBSAIOLLNX.
[na peTanei npoBeAeHns cO6CTBEHHO 6MOI0rMYecKoro nccnegosaHns — cm. USP. rnasa 88.

C.2 MpuroTtoBNeHNe BbITAXKN

CnepytoT yka3aHvusaM No NPUroToBaeHunto BoiTsxek B USP. rnasa 88. ucnones3sysa pactsop NaCl 9r/n.
C.3 lMpouepypa

CnepytoT ykasaHmsaMm, o603HavyeHHbIM B USP. rnaBsa 88.

C.4 ®opma npepacTaBneHUss pe3ynbTaTtosB

C.4.1 MMpeacTaBnAwT pe3ynbTaTbl CAeayowmnm o6pasom:
- TOKCUYHO;

- HETOKCUYHO.

C.4.2 [nA oueHkn cm. USP. rnasa 88.
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Mpunoxexnne D
(pekomeHgyemoe)

MccnepoBaHue cuctem HOIi TOKCMYHOCTK

0.1 MpuHuwmn

[laHHoe unccnefoBaHve npefHasHavyeHo ANA onpefesieHUs CUCTEMHbIX OTBETOB Ha BHYTPUBEHHbIE WHDBEKLMK
MblLLaM BbITSXXEK 31aCTOMEPHbIX COCTaBAIOLMX.
[na petanei nposefeHnsa co6CTBEHHO 61MOMOrMYecKoro uccnefosadns — cm. USP. rnasa 88.

0.2 MpuroTtoBieHNE BbITAXKN

CnepyroT ykazaHuam no npurotossieHunto BuiTsxek USP. rnasa 88
0.3 MMpoueaypa

CnepgytoT yka3aHusam USP. rnasa 88.

D.4 ®opma npejcrtaBneHna pe3ynbTaTtos

0.4.1 MMpeacTaBnAT pe3ynbTaTbl CAeAyoWwmM 06pasom.
- TOKCWUYHO;

- HETOKCMYHO.

0.4.2 [inAa oueHkn cMm. USP. rnasa 88
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MpunoxeHune JA
(cnpaBo4yHoe)

CBefleHNsi 0 COOTBETCTBMMN CCbIJIOYHbIX MEXAYHAPOAHbIX CTAH4APTOB
HauMoHaNbHbIM cTaHgapTam Poccuiickoii ®egepayun

Ta6nuuya JA1
O603HayeHVe 1 HaMMEHOBaHNe COOTBETCTBYIOLLIETO HALMOHA/IbHO CTaHaapTa

O603HayeHne CCbIIOYHOTO CreneHb

Mex/lyHapoJHO CTaHjapTa  COOTBETCTBUS

MNCO 10993-5:1999 0T FOCT P MCO 10993-5-2009 OueHka 61onornyeckoro geictens megu-
LUMHCKMX n3genunii. Yactb 5. NccnenoBaHue Ha LMTOTOKCUYHOCTb: METO-

Abl T v/tro
MpumMmeyaHune — B HacToAwel Tabnvue MCNonNb30BaHO cnegylollee ycnioBHoe 0603Ha4YeHne CTENEHN COOT-

BETCTBUA CTAHAApPTOB:
- KOT — nAaeHTUYHble cTaHgapThl.

Bubnuorpadus
(1J NCO 11737-1:2006 CTepunusauuns MeanuMHCKUX ngenuii. Hacte 1. OueHka nonynsauun MUKpoOOpraHM3mMoB Ha Npo-
AyKTax
(2) Ph.Eur.. European Pharmacopeia. European Directorate for the Quality of Medicines. Council of Europe. Strasbourg.

France
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