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NacnopT

CTaHACPTHBIM OBPA3EL, YTBEPXAEHHOIO TMNA
rCO 12409-2024

MNapTa Ne

HaumeHoBaHME CTAHAQPTHOro o6pasua:
CTAHAQPTHbIM 0Bpa3eL, COCTABA APOTABEPUHA
TMAPOXAOPHMAC (M33-167)

Homep CAS v
985-12-6 1
MoAeKyAsIpHbIN BeC
433,9728 Da L
MoAeKkyAsipHas oopMyAd ~ O
C24H31NO4 - HCI ‘
XumMunyeckoe HasBaHue He
(1-(3,4-AMDTOKCUBEHIMAMAEH)-6,7-AMDTOKCHK-1,2,3,4-
TETPAMMAPOUIOXMHOAUHA TMAPOXAOPMUA

HasHa4yeHue: KOHTPOAb TOYHOCTM PE3IYALTATOB
UIMEPEHMMU U ATTECTALMA, BOAMAALMA METOAMK
M3MEPEHMM  MACCOBOM  AOAM  APOTABEPMUHA
TMADOXAOPUMAQ B MATEPMAACX M AEKAPCTBEHHbIX
CPEACTBAX.

CTOHAQPRTHBIM OBpAa3el, MOXET MCMOAb3OBATLCA
AAS:

- YCTOHOBAEHMS UM  KOHTPOAS  CTAOMABHOCTM
rPAAYMPOBOYHOM (KaAMBPOBOYHOM)
XAPOKTEPUCTUKM  CPEACTB  M3MEPEHUM - MpK

COOTBETCTBUM  METPOAOTUMHECKMX XAPOAKTEPUCTUK
CTAOHAQPTHOTO 0BPA3LO TPEBOBAHUAM METOAUKM
U3MEPEHUM;

- KOAMDPOBKM CPEACTB M3IMEPEHUIM MPU YCAOBUM
COOTBETCTBUA TPEBOBAHMIM METOAMK KOAMOPOBKM;
- XAPAKTEPMU3AUMKM  CTAHAQPTHbLIX ~0BPA3L0B,
MATEPUAAOB.

MeTpoAoruyeckme XxapakTepucTUKMU:
ATTECTOBOHHAS XAPAKTEPUCTUKA — MACCOBASA AOAS
APOTOBEPUHA TMApPOxAopUAd, %

ATTectoBaHHoe 3HavyeHue CO, % 97,72

IO AHULLBI 3HAYEHMM OTHOCUTEABHOM
NOrPELUHOCTU ATTECTOBAHHOTO 3HAYEHMS 0.5
CO (mpu P=0,95), £6 %

3HAYEHME OTHOCUTEABHOM
PACLUMPEHHOM HEOMPEAEAEHHOCTH
ATTECTOBAHHOrO 3HA4YeHMa CO (npu
P=0,95,k=2) U, %

0.5

OnucaHne CTaHAQpPTHOro obpasua: CTaHAQPTHbIM
obpasel, npeaAcTasaser cobor cybcTaHumo
APOTABEPUHA TUAPOXAOPUAQ, KPUCTAAAMYECKUI
MOPOLLUOK OT CBETAO-XEATOTO C 3EAEHOBATbIM
OTTEHKOM AO >KEATOTO C 3€AEHOBATHIM OTTEHKOM
LBETA, PACHACOBAHHbLIM maccom 100 mr, BO
ADOAAQKOH M3 CTEKAQ 06beMOM 10 CMm3, C OBXKMMHBIM
KOAMOYKOM.  PACGKOH  CHOOXEH  STUKETKOM,
MOMELLEH B ZIP-MAKET, CHABXEHHbIM ITUKETKOM,
OPOPMAEHHOM COrAacHO TpebosaHmam TOCT P

8.691-2010. B zip-nakeT MNOMELLEH COAQKOH M
nacnopTt ak3emnaapa CO.

Cnoco6 onpeaAeAeHus MeTpPOAOIrHMYEeCKUX
XAPAKTEPUCTUK CTAHAAQPTHOrO o6pasua:
ATTECTOBAHHOE 3HAYEHME CTAHACPTHOrO obpasud
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHMUM,
MOAYYEHHBIM  C  TMPUMEHEHMEM ATTECTOBAHHOM
METOAMKU U3MEPEHUI.

MeToAUKkM (METOAbI) UIMEPEHUH, NPUMEHEHHbIe
npu YCTOHOBAEHUH METPOAOIrMYECKUX
XAPAKTEePUCTUK CTAHAAPTHOro obpasua:
MBU-NICO-005 METOAMKA M3MEPEHMIN MACCOBOM
AOAM OCHOBHOTO BELLLECTBA B DAPMOKOAOTMYECKM
OKTMBHbBIX M BCIOMOTATEAbHbIX BELLLECTBAX METOAOM
MOTEPUAABHOTO BaAQHCq, CBUMAETEALCTBO
Ne241.0060/RA.RU.311866/2022.

YTBEpPXAEHUE O NPOCAEXUBAEMOCTH:
MPOCAEXMBAEMOCTb ATTECTOBAHHOIO 3HAYEHUS K
EAUHMLLE BEAMHMHBI (MACCOBASN AOAT KOMMOHEHTON
BOCMPOM3BOAMMOM [T 173 rOCYAQPCTBEHHbIM
MEePBMYHBIM STAAOHOM EAMHMLIBI MACCOBOM AOAM,
MOCCOBOM (MOASIPHOM) KOHLEHTPALMKM BOAbI B
TBEPAbLIX U XXUAKMX BELLLECTBAX U MATEPUAAOX U [T
208 rocyAQpPCTBEHHBIM  MEPBUYHBIM - STAAOHOM
€AUMHML, MACCOBOM AOAU, MOCCOBOM (MOAAPHOM)
KOHLLEHTPALMU  OPraHMYECKMX KOMIMOHEHTOB B
XKMAKMX M TBEPAbBIX BELLLECTBOX M MATEPUAAOX HA
OCHOBE >MAKOCTHOM M TFA30BOM XPOMATO-MACC-
CMEKTPOMETPUM C U3OTOMHBIM PA3DABAEHMEM U
TPOBMMETPMUM, obecneyeHa MPUMEHEHMEM
MOBEPEHHOIO CPEACTBA M3MepeHu «Komnaekc
QHOAUTUHECKMM  AAS  YCTOHOBAEHMS COAEPXAHMS
KOMMOHEHTOB B CDAPMOKOAOTMHECKM CAKTMBHbBIX W
BCMOMOTQATEAbHbIX BELLLECTBAXY, HOMEP B
roc. peectpe 84849-22, pPeaAM3YIOLLMM METOA
MATEPUAABHOTO BOAAQHCO MO  ATTECTOBAHHOM
METOAMKE U3IMEPEHUI.

AOMNOAHUTEAbHbIE CBEAEHMS

CuHOHUMBL:  1-[(3,4-AMBTOKCUAOEHUA) METUA]-6,7-
ANITOKCU-3,4-AUTUAPOUIOXMHOAMHA TUAPOXAOPUA,
Ho-LLIna, Isodihydroperparine hydrochloride.
Pe3yAbTaTbl M3MEPEHUM, MOAYYEHHbIE B PAMKOX
MOATBEPXXAEHMI ATTECTOBAHHOTO 3HAYEHMS:

- NOTEPS MACCHI MPU BbICYLLUMBAHWM — 2,03 %;

- MACCOBOS AOAS 30Abl — 0,03 %.

MOAAMHHOCTb MATEPUAAO CTAHAQPTHOTO 06pPA3LLa
NMOATBEPXKAEHA METOACMM:

- UK-cnektpometpum: UK-Pypbe crnekipomerp C
MPUCTABKOM AASI HOPYLLEHHOFO MOAHOIO BHYTPEHHETO
OTPAXEHMS

CTaHAQPTHbIM OBPA3EL, COCTABA APOTABEPUHA
TMAPOXAOPMAC (M3D3-167)
CepTMdULMPOBAHHbIM CTAHAQPTHbLIM 0OpaseL,
rCO 12409-2024
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- B3XX Macc-cnektpomeTpum:  TAOHAEMHbIM
KBAAPYMOAbHBIM ~ MACC-CMEKTPOMETP,  Crnocob
MOHM3ALMM — DAekTpocnpen (ESI)

UHCTpPYKUMS MO NPUMEHEHUIO

O6Lwue ykasaHus:

Mpu  MCNOAb3OBAHKMM CO B KOAMYECTBEHHOM

XMMMYECKOM QHOAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAB3YETCS (KAK €CTb).

MNepea MCNOAb3OBAHMEM CTAHAQPTHOrO OoBpasua
HEOBXOAMMO MPOBEPUTb KOMMAEKTHOCTb, YITAKOBKY,
HOAMYME MAPKUPOBKM M STUKETKM MYTEM BHELLIHETO
OCMOTPA. YMOKOBKA CTAHAQPTHOrO  06pasLa
AOAKHA  OblTb  TEPMETUHHOM M HE  UMETH
MOBPEXAEHMN. TPU NMOBPEXKAEHMM YNAKOBKM MAM
OTCYTCTBUM STUKETKM M MAPKMPOBKM CTAHAQPTHbIN
obpaseL, He MOXET ObITb MCMOAb3OBAH.
CTAHAQPTHBIM OBpa3eL, MOXET ObiTb MCMOAb3OBAH
AAS UAEHTUAOUKALLMM APOTABEPUHA TMAPOXAOPUAQ,
BXOAJLLLEFO B COCTOB AEKAPCTBEHHBIX CPEACTB M

MATEPUAAOB.
AAS MPOEAOTBPALLLEHMS MOTAOLLLEHUS MATEPUOAAOM
CO BAGMM M3  BO3AYXA HEOBXOAMMO Nepea

BCKPbITMEM BbIAEPXATb CDAQKOH MPU KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAOKOH CO CTOHAQPTHbIM ODPA3LOM BCKPbLIBAKOT
HEMOCPEACTBEHHO NEPEA MCMOAB3OBAHNEM.

He rapaHTMpyeTcs COXpaAHEHUE METPOAOTMHECKMX
XAPAKTEPUCTUK aK3emnagpa CO npwu:

- HOPYLUEHMM LLEAOCTHOCTU YMOKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UCTEKLLEM CPOKE FOAHOCTH.

AGQHHBIM CTAQHAGPTHbIM o6GpaseL, He fABASETCSHA
AEKAPCTBEHHbIM CPEACTBOM U He NMPEeAHd3HAYeH
AAfl ynoTpebAeHus 4YeAoBeKOM. CTAHAAPTHbLIA
o6pasel, NMPeAHA3Ha4YeH AAfl MAEHTUUKALUM,
KAOAMOGPOBKM MU KOAMYECTBEHHOrO ONpeAeAeHus
GHAAMUTOB in vilro B QHAAUMTUHECKMX M HAYYHO-
MCCAEAOBATEABCKHUX LLEASIX.

Mopsaok NPUMEHEHMUS: NPUMeEHEHME

OCYLLLECTBAAETCS B COOTBETCTBMM C MOAOXKEHUIMM
HOPAMOTUBHBIX AOKYMEHTOB, METOAMK MIMEPEHMMA,
MNPOLIEAYP  KOHTPOAS  TOYHOCTM  PE3YABTATOB
M3MEPEHUM, U3AOXKEHHbIX B METOAMKAX M3MEPEHMIA.
MPUTOTOBAEHME  TPOAYMPOBOYHbIX  POCTBOPOB
MPOBOAST B  COOTBETCTBMM C  TMOAOXKEHUIMM
NMPUMEHSEMBIX METOAMK M3MEPEHUM.

NocAe BCKpbITHA PAAKOHA AQAbHENLLEE XPAHEHHE
M NOBTOPHOE MCMNOAb3OBOHME HE MOAAEXAT

rapaHTUM.

YCAOBUSA  TPOAHCAOPTUPOBAHUA U XPOHEHMS:
CTOHAQPTHBIM  OBpa3eL, AOAKEH XPOHWUTbCH B
YNAKOBKE N3TOTOBUTEAA, B BEPTUKAABHOM
MOAOXEHWM, O6eCI'Ie‘-Il/IBO}OLLLeM MUHUMUM3ALLNIO

KOHTAKTA MOTEPUAAQ CTAHAQPTHOrO obpasua ¢
MOBEPXHOCTbIO KPbILLKM COACKOHQ, OTAEAbHO OT
MPOAYKTOB MUTAHMUA, B 3ALLMLLLEHHOM OT MOMAACHMA
MPAMbIX COAHEYHBIX AY4eM MeCTe Npu TemnepaTtype
(20£5)°C.  TpaHcnoptuposane CO  MOXeT
OCYLLLECTBAATLCH AIOOBIM BMAOM TPOHCMOPTA MPWU
YCAOBUM O0DecneyeHms COXPAHHOCTH yrnakoskm CO,
NPEeAOXPAHSIOLLLEM CcO oT MEXAHNYECKMX
MOBPEXAEHUM U OMNPOKUABIBAHUS, 3ATPAHEHUM,
MOMOACQHMSA BAQIM U KOHTAKTA C QrpPECCUMBHBLIMM
CPEeAOMM.

Tpe6oBaHusa 6e3onacHOCTU: ACHHbIM CTAOHAQPTHbIM

obpa3eL, HE ABAIETC AEKAPCTBEHHBIM CPEACTBOM
M HE MPEAHO3HAYEH AAS YITOTPEOAEHUS HEAOBEKOM.

MNpu pabote CO CTAHAQPTHBIM — OBPA3LLOM
HEODBXOAMMO MPUMEHATL CpeACTBd
MHAMBUAYOABHOM  3QLLIMTBI  OPraHOB  ABIXQHMS U

KOXXHbIX MOKPOBOB. MATEPUAA, B3ATbIM AAT OHAAM3A,
MOCAE U3MEPEHUM YTUAMIMPYETCH B COOTBETCTBMU C
TPEBOOBAHMIMM, YCTAOHOBAEHHBIMM B AQBOPATOPUM.

KoMnAekT nocTaBku: B zip-naker mnomeLleH
AOAGKOH 1 nacnopTt akzemnagpa CO.

CpoK AeMCTBUA YTBEPXAEHHOIO TMNA
CTAHAQPTHOro o6pasua Ao 02.02.2029

MNapTtra Ne 00T NpeACTABAEHA K YTBEPXKAEHMIO TUNA
CTAHAQPTHOro 06pa3La.

AaTa Bbinycka: [MapTtmig Ne BbiNyLLLEHO
CDPOK roAHOCTH: 2 rOAQ

foaeH Ao:
Ha4YaAbHMK OTAEAQ
MPOU3BOACTBA CTAHAQPTHbIX

o6pa3LoB PrYI «MOCKOBCKMIA
3HAOKpVIHHbIl;I 30BOAY MHULMOADI, PAMMAMS
M.M.

AQHHbIR nacnopt moxet GbiTb BOCMPOM3BEAEH TOABKO NMOAHOCTBIO, AOBbIe HV6/\VIKCLU/IVI VAU HOCTHU4HOE

BOCMNpPOM3BEAEHME COAEPXAHMA MNACNOPTA BO3MOXHbI TOABKO C MMCbMEHHOIO paspeLlleHus
npowussoanteas CO, BLIAGBLLETO AGHHbIM NACMOPT.
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