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MaTepuanbl npeaHa3Ha4dYeHbl Ana UcToyHUK MaTepuasnos - PM3A

OAHoro rIOKynaTenﬂ BOﬂpOCbI N CNTYyaUMOHHbIe 3a4a4K NoJly4eHbl TOJIbKO
Ncnonb3ynTe aisibl TOSIbKO A5 INYHOM 13 ony6/IMKOBaHHbIX MaTepuranos MeToan4yeckoro
noAroToBkU. He nepepasanTe NX TpeTbUM InULaM, He LUEeHTpa akkpeanTauny cneunanmncTos.

nybnvkynTe, He pa3MeLllanTe B OTKPLITOM AoCTyne n
He nepernpoaaBanTe MONHOCTbIO AN YaCTUYHO.

OduumanbHbIi canTt fmza.ru >

OTBEeTbl MOXKHO NPOBEPUTHL CocTaB MaTepuanos MOXeT
CaMoCToATEeJIbHO obHOBNATbLCA

Ncnonb3ynTe KOMNIEKT MPU NMPOXOXXAEHNN DOM3A MOXKET U3MeHSATb POPMYJINPOBKN, MOPAAOK U
peneTULMOHHOro 3K3amMeHa 1 ybenmtech, 4To cocTaB 3adaHuii. Mepen NOArOTOBKOWM UCMONb3YyATE
BblbpaHHble 0TBETbI COBNAAaOT C pe3ysbTaToM aKTyaJIbHYl0 BEPCMIO KOMMJIEKTa 1 CBEpANTECH C
onumManbHOM CUCTEMBI. ourumanbHbIM NCTOYHUKOM.

OTKpbITb peneTuu.uoqulﬁ 3K3aMeH >

BaxkHo: MedikCase cuctemaTtunsmpyet matepuanbl PM3A ona CaMoCTOATENIbHOW NOAFOTOBKM, HE N3MEHSASA CMbIC/T BONPOCOB N OTBETOB.
AKTYaJIbHOCTb KOMMJIEKTa MOXKHO MPOBEPUTH B 0PULINANBHOM PENETULMOHHOM 3K3aMeHe.
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CutyauuoHHas 3apaya 0001

O6pa3oBaHue: Bbicluee obpa3zoBaHue | CneunanbHOCTL: PapMaLieBTUYeckas XMMUA U hapMakorHo3us
1. YCIOBUE CUTYALLUOHHOW 3A0A4YU

1.1. Cutyauusna

B anTeke nsrotoBuam 1 ceputo BHyTpuanTeyYHOM 3aroTOBKU:
PacTtBopa HuTpodypana 0,02% 200 mn

HeobxonvMmMo NnpoBecTn NOJIHbLIN aHaNn3 IeKapCTBeHHOro npenapaTta (JIM) n caenaTh 3aKkl04eHUE 0
ero KavecTBe.

1.2. Pe3ynbTaTbl NpOBEeAEHHOro aHanusa
* JlekapCTBEHHOE CPpeaACTBO NpeacTaBnsaeT cobon 3e/1eHOBaTO-XKENTYHIO MPO3PaYHYI0 XXNAKOCTb

* B macrnopTe MMCbMEHHOIr0 KOHTPOIS pacCYNTaHO, YTO 419 NPUroTOBJIEHUA pacTBopa Heobxoanmo
otBecuTb 0,04 r HUTPOdYpana n pacTBOPUTb Npu KunadeHun B 200 Ma BOAbl OHULLEHHOMN

* 06wnin o6 bemM NekKapCTBEHHOro cpeacTBa coctasmn 202,0 mn

* Npu nobaBneHUN Ha NpeaMeTHOM cTekse K 1 KanJie pacTBopa JieKapCTBEHHOro npenapaTta 1 kanau
pacTBopa HaTpus rnapokcmaa 10% nosiBMNoCh OpaH>XXeBO KpacHoe OKpallnBaHue

* MPU POTOMETPUYECKOM KOJIMYECTBEHHOM onpeaesieHnn Bblsiv NoJlydYeHbl 3HaYeHUA ONTUYECKUX
NMJIOTHOCTEN NCMNbITYEMOro pacTBOpa M pacTBopa CTaHAapTHoro obpasua:

AX = 0,525; ACT= 0,528; ktoBeTa 1 cM; O/IHA BOJIHbI A 0K0J10 450 HM.
C =0,0002 r/mn
CT

PacueT Benu no copmye:

A -C
C. =— "2 (2/ mn
. y ( )

ci

imagel.PNG

1. KoHTpOoab KayecTBa

Bonpoc 1.

JlekapcTBeHHble npenapaThbl (JIM) BHyTpManTe4yHOoM 3aroToBkKn ob6sa3aTenbHO NOABEPraloTCA KOHTPOJIIO

1. TO/bKO XNMN4eCcKomMy, Ka4eCTBeHHOMY U KOJIn4eCTBEHHOMY

2. OnpocHOMY, PU3N4ECKOMY N KaYeCTBEHHOMY

3. usn4ecKomy, onpPoOCHOMY, XUMUYECKOMY Ka4eCTBEHHOMY N KOJIMYECTBEHHOMY, MPUEMOYHOMY
MMCbMeHHOMY, opraHosenTn4eCckomMy, NOJIHOMY XMMNYECKOMY, OTCYTCTBUA MEXaHNYECKNX

BKJIIOYEHUN

MpaBunbHbIA OTBET:

4 - NMACbMEHHOMY, OopraHosnenTu4eckomy, NnoJIHOMy XMMU4eCKOMYy, OTCYTCTBUSA
MeXaHU4YeCKMUX BKJIIOHYEHUN

MnaBa V. KOHTPOJ1b KayecTBa JiIeKapCTBEHHbIX NpernapaTos
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n.57 Bce U3roToB/ieHHbIE JIEKAPCTBEHHbIE NMpenapaThbl NoAnexaT 0653aTesIbHOMY NMUCbMEHHOMY,
OpraHoNenTUYeCKOMY KOHTPOJIIO Mpu OTMNYyCKe.

Mpuka3s MUHUCTEPCTBA 3ApaBooXpaHeHus Poccuinckonm Pepgepauynm oT 22 masa 2023 r. N 249H "06
YTBEPXXAEHUN NPaBuJl U3roTOBJIEHNSA N OTMNYCKa JIeKapCTBEHHbIX NpenapaTos AJ19 MeAULMHCKOro
NPUMeHeHNs anTe4YHbIMU OpraHM3aunaMn, NUMeELLUMU NTINLLEeH3UI0 Ha hapMaLeBTUYECKY o
neATeNbHOCTL"

(1)

2. AHanus

Bonpoc 2.
BHyTprnanTeyHas 3arotoBka: pacTeop HuTpodypana 0,02% -200,0 nomkHa npeacTtaBnAaTb cobon

XKEJNITYH0 C 3eJ71IeHOBATbIM NJIN KOPUYHEBATBLIM OTTEHKOM MPO3PaYvHYI0 XNOKOCTb

2. npo3payHbIii pacTBOP C PO30BATbIM OTTEHKOM
3. >KenTbl NPOo3payHbIN pacTBOpP C 3esIeHON hayopecueHumen

4. 3eneHOBaTO-XeNTbI pacTBOp CO cabbiM cneumpruyeckuM 3anaxom

MpaBunbHbIA OTBET:

1- XKeJITylo C 3eJiIieHOBaTbiM UJIN KOPUYHEBAaTbIM OTTEHKOM MNMPO3pPa4HYIO XKMAKOCTb

®C.2.1.0148.18 HuTpOdypa.

BHyTpnanTe4yHasda 3arotoBka: PacTtBop HuTpodypana 0,02% - 200,0
OOJ1XXHa NpeactTaBndaThb cobon XKEeNITYH0 C 3en1eHoBaTbiM NN KOPUYHEBATLIM OTTEHKOM MPO3padHyto
XNOKOCTb.

FocypapcTBeHHas apmakornes Poccunckon ®epepaunm XV n3gaHusa. MHCTUTYT chapMakoneun un
CTaHAapTusauum B chepe obpalleHns NeKapCTBEHHbIX CpeacTB MUHNUCTEPCTBO 34paBOOXPaHEHNA
Poccuinckonm depepaunmn

®C.2.1.0148.18 HuTpOtypan , onucaHmne

Bonpoc 3.

Pe3ynbTaTbl OpraHONENTUYECKOro KOHTPONA Cepum pacTBopa BHYTPUanNTE4YHOM 3aroTOBKM
PerncTpupyloT B XXypHane no popme, B COOTBETCTBUM C TpeboBaHMAMU Npukasa MnHncTepcTea
34paBooxpaHeHnsa Poccuinckon depepaumm Ne

1. 308
2. 403H

249H
4. 647H

MpaBuNbHbIA OTBET:

3 - 249H

n.68 Pe3ynbTaTbl (U3NYECKOr0, OPraHONENTUYECKOIrO U XMMUYECKOr0 KOHTPOJISI M3rOTOBJIEHHbIX
JIEKapPCTBEHHbIX NpenapaTos, B TOM YuC/e B BUAE BHYTPUANTEYHON 3aroTOBKM 1 DACOBKM,
KOHLEHTPUPOBAHHLIX PACTBOPOB, TPUTYpPALINA, CMMPTA STUNOBOI0 PErMCTPUPYIOTCS B XXypHane
pernctpauum pesysnbTaToB OPraHoNeNTUYECKOr0, (U3NYECKOr0 N XMMUYECKOrO KOHTPOIS
JIEKAPCTBEHHbIX NpernapaToB, N3roTOBJIEHHbLIX MO peuenTam, TpeboBaHUAM 1 B BUAE BHYTPUANTEYHON
3aroTOBKW, KOHLUEHTPUPOBAHHbLIX PaCTBOPOB, TPUTYpPALMA, CMMPTA 3TUIOBOIO U (PaCOBKU
JIEKAPCTBEHHbIX CPeacTB.
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Mpuka3 MuHucTepcTBa 34paBooxpaHeHnsa Poccunckonm Pepgepaunmm ot 22 mas 2023 r. N 249+ "06
yTBEP)XXOEHUM NMPaBu U3roTOBJIEHNA U OTMNYCKa JIeKapCTBEHHbIX MpernapaToB AJ19 MeOULIMHCKOro
NPUMEHEHNS anTeYHbIMU OpraHn3aumsamMu, UMeLWMN JIMLEH3MIO Ha PapMaLleBTUYeCKYIo
hesaTenbHoCTbL"

(1)

Bonpoc 4.

XKypHan perncrtpauunmn pesysibTaToB OpPraHoNenTnYeckoro, Gusmnyeckoro 1 XMMm4eCckKoro KOHTPoI|
NnekKapCTBEHHbLIX NMpenapaToB, U3roTOBJIEHHLIX MO peuenTamMm, TpeﬁoBaHVIFIM n B BUOE BHyTpI/IaI'ITe‘-IHOI7I
3aroTOBKMW, KOHLEHTPUPOBAHHbIX PaCTBOPOB, TPUTYypaLMni, CMpTa 3TUI0BOIro N hacoBKU
JNIeKapCTBEHHbIX CPeacTB Ao/HKeH BbiTb 0hopMaeH B cOOTBETCTBUM C TpeboBaHUAMU Npukasa M3 PO
Ne

249H
2. 646H
3. 403H
4. 214

MpaBunabHbLIN OTBET:

1-249H

n.68 Pe3ysibTaTbl OPraHOJIENTUYECKOr0, (PU3NYECKOTO U XMMUYECKOTO KOHTPOJISI M3rOTOBJIEHHbIX
JIEKAPCTBEHHbIX NpenapaTos, B TOM Y/C/e B BUAE BHYTPUANTEYHON 3aroTOBKM U DACOBKM,
KOHLEHTPUPOBaHHbLIX PAaCTBOPOB, TPUTYpPALINA, CMMPTA STUNOBOr0 PErMCTPUPYIOTCS B XXypHase
pernctpauum pesysbTaToB OPraHoeNTUYECKOr0, (PU3NYECKOr0 N XMMUYECKOrO KOHTPOJIS
JIEKAPCTBEHHbIX NpenapaToB, N3roTOBJIEHHbLIX MO pelenTam, TpeboBaHUsAM 1 B BUAE BHYTPUANTEYHOM
3aroTOBKW, KOHLUEHTPUPOBAHHbLIX PaCTBOPOB, TPUTYpPaLMiA, CNMpTa 3TUI0BOIro U hacoBKK
JIEKAPCTBEHHbIX CPeacTB.

Mpuka3 MuHUCTepCcTBa 34paBooxpaHeHns Poccuinckon depgepaunmm ot 22 masa 2023 r. N 249+ "06
YyTBEPXLAEHUN NPAaBUJT U3FOTOBJIEHUSA N OTMNYCKa JIEKAPCTBEHHbIX NpenapaTos 419 MeAULUHCKOro
npUMeHeHUs anTe4YHbIMN OpraHnu3aunaMu, UMeLWMMN JINLEH3UI0O Ha hapMaLeBTNYeCKYIo
nesaTesnbHOCTL"

(1)

Bonpoc 5.

B nacnopTe NUCbMEHHOIr0 KOHTPOJIS HE NPUBOAAT

1. HaMMeHOBaHMS B3AThIX JIEKAPCTBEHHbIX CpencTB (JIC) Ha NaTUHCKOM fA3bIKe

2. nMoanucy inu, N3roTOBMBLLEro N MPOBEPUBLLEro JleKapCcTBeHHble cpencTaa (J1C)
3. Homep peuenTa unm TpeboBaHUA

BpeMA N3rotTossieHnNda U aHan3a

MpaBuabHbLIN OTBET:

4 - BpeMA U3roToBJIEHUSA U aHaNIM3a

n.53 B nacrnopTe NMCbMEHHOTr0 KOHTPOJIA YKa3bIBAOTCS c/ledytoLline CBefeHuns:

a) haTa OCYLLEeCTBJIEHNS KOHTPOJIS 1 HOMEep Mo Nopsaky; +

6) Homep peuenTa, TpeboBaHMNA, HAMMEHOBaHNE MeONLNHCKOW OpraHM3aumnn, BolgaBLuen ux (npu
Hanmuunn);, +

B) HOMEp CepUN NeKapCTBEHHOIro CpeaCcTBa NMPOMbILLIJIEHHOrO MPON3BOACTBA; +

) COCTaB IeEKapCTBEHHOI0 CpeaAcTBa: onpeaessemMoe BeWwecTBO UM NOH (YKa3blBaeTCs npu
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PU3NYECKOM USIN XUMUNYECKOM KOHTPOJIE JIeKapCTBEHHbIX (hOPM, M3FOTOBJIEHHbIX MO peuenTam); +

) pe3ynbTaThbl PU3NYECKOro, OPraHoIeNTUYECKOro, Ka4YeCTBEHHOI0 KOHTPO/IA (KaXKAbI MO LWKasne:
MOJNIOXKUTESTbHBIA NN OTPULL@TESIbHBIN), XMMNYECKOr0 KOHTPOJIS (Ka4eCTBEHHOE U KOJIMYECTBEHHOE
onpenenexHune); +

e) hamMunumsa, M4, 0TYECTBO (MPU HaNM4YMK) Nnua, N3roToBUBLLEro, pacdacoBaBLUero NeKapCTBEHHbIN
npenapart; +

»K) noAnNuUcb NuLa, NPOBEPUBLLENO U3rOTOBNEHHbIN IeKAapCTBEHHbIN NpenaparT; +

3) 3aKJIl04EeHMe No pe3ysibTaTaM NMMCbMEHHOI0 KOHTPOA: YAOBNETBOPUTENLHO UK
Hey[LOoB/IETBOPUTENBLHO.

Mpuka3s MuHMUCTEpCTBa 34paBooxpaHeHus Poccuinckonm depgepauymm ot 22 masa 2023 r. N 249+ "06
YTBEPXXAEHUN NPaBUJT U3rOTOBJIEHNA N OTMNYCKa JIeKapCTBEHHbIX NpenapaToB 419 MeAULMHCKOro
MPUMEHEHNS anTEeYHbIMU OPraHM3aLMAMN, UMEIOLLVMU JINLLEH3UIO Ha (hapMaL,EeBTUYECKYIO
neaTenbHOCTbL"

(1)

Bonpoc 6.

HOonycTuMble npenensl B 06wem o6bEMe cepn NPUroTOBIEHHOW BHYTPUANTEYHON 3aroTOBKM
COCTaBAAlOT %

1. 3
2. 5
1

NMpaBusbHbIN OTBET:

3-1

JonycTtnmoe oTKJIOHeHne *1%

O®C.1.8.0001 JlekapcTBEHHbIE NpenapaTbl anTe4YHOro N3roToBneHud. Pasaen: icnbiTaHnsa (KOHTPOb
KayecTBa). PU3NYECKUn KOHTpob. Tabnuua 1,2.

FocypnapcTBeHHas hapmakones Poccnnckon ®egepaunm XV nsgaHuna. MIHCTUTYT hapMakoneun v
CTaHgapTusaummn B chepe obpalleHns neKapCTBEHHbIX CPeacTB
MuHMCTepCcTBO 34paBooxpaHeHuns Poccunckon depgepaumn

(1)
(2)

Bonpoc 7.

Ons ngeHTUdUKaLMm HUTpodypasia B pacTBOpe BHYTPMANTEYHON 3aroTOBKM MOXXHO MCMOJIb30BaTb
peakumio ¢

1. pacTBOPOM AUGEHUIAMMHA B KUC/IOTE CEPHOW

pacTBOpPOM HaTpusa rnapokcnpa 10%

3. pacTBOPOM HaTpuUsa xJaopuaa
4. peakTuBoM [pareHgopda

MpaBusbHbIN OTBET:

2 - pacTBOPOM HaTpusa ruapokcupa 10%

®C.2.1.0148.18 HuTpodypan.
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FocypnapcTBeHHas apmakornes Poccunckon ®epepaunm XV n3gaHusa. MHCTUTYT chapMakoneun un
CTaHAapTusauumn B chepe obpalleHns NeKapCcTBEHHbIX CpeacTB MUHNUCTEPCTBO 34paBOOXPaHEHNSA
Poccuinckonm depepaunmn

3.Ka4vecTBeHHasa peakuunsa +

PacTBopsatoT 10 Mr cybcTaHUumM B cMecn 5 mn Boabl U 5 Ma HaTpusA rmapokcmaa pacteopa 10%;
LOJI>KHO MOSABUTBLCA OpPaH)XXeBO-KpacHoe oKpaluvBaHume. Npn HarpeBaHUn NnoJly4eHHoro pacrtesopa
BblAensieTcss aMMmak, obHapy>XMBaeMbll Mo 3arnaxy Wan rno NOCMHEHMIO BJIa>KHOW KpacHOM
nakMycoBon bymaru, BHECEHHOW B NMapbl KUMSLLEN XXNAKOCTN.

Bonpoc 8.

OTCYTCTBUE MEXAaHUYECKMX BKJIIOYEHWIA B MPUFOTOBJIEHHOW CEPUN PACTBOPA BHYTPUAMNTEYHOMN
3aroTOBKW yCTaHaBANBAlOT

0O 1 nocne crepunansaumm

2. BO BpeMs NMpuUroToBJieHNA pacTBopa
3. [0 (hacoBKM pacTBOpPa B CKASAHKY

4. nocne GuIbTPOBAHUS NPUTrOTOB/IEHHOrO pacTBoOpa

MpaBunabHbLIN OTBET:

1 - no M nocne crepunmsauum

o n nocne ctepnnmsaumm CTepUIbHbIX PACTBOPOB BbIMNMOJIHAETCA UX KOHTPOJIb Ha MeXaHn4yeckme
BKJ1IOYEHNA.

B npouecce n3rotoBieHUs CTepusibHbIX PaCTBOPOB OCYLLLECTBSETCS MEPBUYHbLIA N BTOPUYHBIN
KOHTPOJIb Ha MeXaHNYeCcKmne BKJIIoYEeHMS. NepBUYHbIA KOHTPOJIb OCYLLLECTBASAETCS Mocsie
(pVIbTPOBAHMA 1 PAaCOBKN U3rOTOBSIEHHOIrO pacTBopa. MNpu 0bHapy)XEeHUN MEXaHUNYECKNX BKIIOYEHWUA
pacTBOp NMOBTOPHO (pMUSIbTPYETCSH, BHOBb MPOCMaTpPMBAETCS, YKYNOPMBAETCS, MapKUpyeTcs 1
cTepunmsyeTcs.

PacTBOpbLI, M3roTOBJIEHHbIE aCENTUYECKU, MPOCMAaTPUBAOTCA OAUNH pa3 nocse pacoBKU Nn
CTEPUNM3YIOLLErO (UNLTPOBAHUS.

MNepBNYHOMY 1 BTOPUHHOMY KOHTpOJIO nogsiexaT 100% eMKocTen ¢ pacTBOpaMu.

Mpuka3s MuHMUCTEpCTBa 34paBooxpaHeHus Poccuinckonm depgepauymm ot 22 maa 2023 r. N 249+ "06
YTBEPXXAEHUN NPaBUJT U3rOTOBJIEHNA N OTNYCKa JIeKapCTBEHHbIX NpenapaToB 419 MeAULMHCKOro
MPUMEHEHNS anTEeYHbIMU OPraHn3auMAaMN, UMEIOLLVMU JINLLEH3UIO Ha (hapMaL,EeBTUYECKYI0
nesaTenbHOCTbL"

KOHTpO/Ib Ka4yecTBa SlIeKapCTBEHHbLIX npenapaTos, n. 80-81.
(1)
(2)

Bonpoc 9.

NHTepBan cogep>xaHusa HUTpodypasa B COOTBETCTBUM C HOPMaTUBaMu, €CJin NPU KOJIMYEeCTBEHHOM
aHanm3e HanmpeHo 0,00021 r/mn, cocTaBaseT r

1. 0,00017 - 0,00021
2. 0,00015 -0,00025
3. 0,00018 - 0,00020

0,00016 - 0,00024
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MpaBunbHbLIA OTBET:

4 - 0,00016 - 0,00024

O®PC.1.8.0001 JiekapcTBeHHbIE NMpenapaThl anTeYHOro N3roTOBAEHUNS.
Pazpen: NcnbiTaHnA (KOHTPOJSIb KayecTBa). XMMUYECKUIA KOHTPOb. Tabnnua 7.

locypapcTBeHHas hapmakones Poccninckonm depepaunn XV nsgaHma. IHCTUTYT hapMakonen v
CTaHZapTusaummn B cchepe obpalleHns NeKapCTBEHHbIX CPEACTB
MunHUCTepCcTBO 34paBooxpaHeHnsa Poccuinckon depepaumn

(1)

Bonpoc 10.

JlekapcTBeHHble npenapaThl, N3roTOBJIEHHbIE B BUAE BHYTPMaNTEYHOW 3aroTOBKM, NoanexaT
(p13N4EeCKOMY KOHTPOJIIO B KOJINYECTBE HE MeHee YMaKOBOK Ka)kaol cepumn

1. 2
2. 6
@ 3

4. 5

MpaBuNbHLIK OTBET:

3-3

n.69. neKapCTBeHHble npenapaTtbl, N3roToBJIEHHbIE B BUAE BHyTpVIaI'ITe‘-{HOVI 3aroToBKW, nognexat
q’.)I/I3VI‘-IeCKOMy KOHTPOJIIO B KOJINYECTBE HE MeHee TpeX YNaKOoBOK KaXkaomn cepun.

Mpuka3 MuHucTepcTBa 34paBooxpaHeHnsa Poccunckonm ®epgepaunm ot 22 mas 2023 r. N 249+ "06
yTBEP)XOAEHUM NMPaBW U3roTOBAEHNSA U OTNYCKa JIeKapCTBEHHbIX MpenapaToB 419 MeOUNLMHCKOro
NPUMEHEeHNA anTeYHbIMU OpraHn3aumsamMu, UMeLWMN JINLEH3MIO Ha PapMaLleBTUYeCKYIo
nesaTenbHoOCTbL"

(1)

Bonpoc 11.

JonycTuMble HOPMbl OTKJIOHEHUI cogep)XaHusa HUTpodypana B gaHHom JIC coctasnsawT = %
1. 8

2. 15

3. 10

@20

MpaBusbHbIA OTBET:

4 -20

O®C.1.8.0001 JlekapcTBEHHbIE NpenapaThl aNTe4YHOro N3roToBneHus. Pasaen: icnbiTaHnsa (KOHTPOJb
KayecTBa). XUMNYECKUN KOHTPOb. Tabnuua 7.

MocypnapcTBeHHas hapmakones Poccnnckon ®egepaunm XV nsgaHuna. MIHCTUTYT hapMakoneun v
CTaHgapTusaummn B chepe obpalleHns neKapCTBEHHbIX CPeacTB
MuHMCTepCcTBO 34paBooxpaHeHuns Poccunckon depgepaumn

(1)
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https://library.mededtech.ru/rest/documents/farmakop15/?anchor=tab_ofs_1.8.0001_7#tab_ofs_1.8.0001_7
https://library.mededtech.ru/rest/documents/prikazN249/
https://library.mededtech.ru/rest/documents/prikazN249/
https://library.mededtech.ru/rest/documents/prikazN249/
https://library.mededtech.ru/rest/documents/prikazN249/
https://library.mededtech.ru/rest/documents/prikazN249/#list_item_33d2va
https://library.mededtech.ru/rest/documents/farmakop15/?anchor=tab_ofs_1.8.0001_7#tab_ofs_1.8.0001_7

Bonpoc 12.

Ha ocHoBaHUW pe3ysibTaTOB NMPOBELEHHOIN0 BHYTPMANTEYHOr0 KOHTPOJIA MOXKHO caAenaTb
3aKayeHune, 4to JIC

1. He cooTBeTCTBYeT TpeboBaHMUSAM (hapMaKomnenHon cTaTby
2. cooTBeTCTBYyeT TpeboBaHUSM hapMaKoNenHom cTaTby
3. NpUroToBJIEHO HEYOBIETBOPUTENBHO

yaoBneTBopseT TpeboBaHMAM

NMpaBusbHbIN OTBET:

4 - ynoBneTBopseT TpebGoBaHUAM

O®PC.1.8.0001 JlekapcCTBEHHbIE MpenapaThl aNTeYHOro N3roTosseHns. Pasgen: IcnbiTaHna (KOHTPOb
KavecTBa). OueHKa KavyecTBa N3roTOBJ/IEHHbIX JIeKAapPCTBEHHbIX MPenapaTos.

FocynapcTBeHHas apMakones Poccunckon @epepaunm XV nsgaHua. MHCTUTYT dhapMakoneun u
CTaHgapTusaummn B chepe obpalleHns neKapCTBEHHbIX CPeacTB
MuHMUCTepCcTBO 34paBooxpaHeHuns Poccunckon depgepaummn

(1)
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CutyauuoHHas 3apava 0002

O6pa3oBaHue: Bbicluee obpa3zoBaHue | CneunanbHOCTL: PapMaLieBTUYeckas XMMUA U hapMakorHo3us
1. YCIOBUE CUTYALLUOHHOW 3A0A4YU

1.1. Cutyauusna

B aHanuTuyeckyto nabopaTopuio oTaena KoOHTponsa KavecTea (OKK) 61MOTEXHONOr M4eckoro
npeanpuATUSa NOCTYNWA NNOMPUIN3NPOBAHHbLIN NMpenapaT MOHOKAOHAJbHbIX aHTUTeN.

MpenapaT 6b1 NOABEPrHYT BCEM HEOOXOAUMBIM BMOAM KOHTPOJIS.
1. Bapuatus

Bonpoc 1.

Ona oueHKn NOANMHHOCTU MOHOKJIOHAJIbHbIX @aHTUTES MOXXET BbiTb MCNOJIb30BaH MeToq,
1. npoTo4Hada umTodsiyopnumeTpus

2. Macc-cnekTpoMeTpus

BecTepH-6n0T
4. nonuMmepasHas uenHasa peakuus

MpaBusbHLIN OTBET:

3 - BecTepH-6510T

O®C.1.7.2.0022.15 OnpeneneHne NOogJMHHOCTA N YUCTOTbl UMMYHOBMOOrMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB MeTOLOM BeCTepH-610T

«HacToswasn obwasn hapMakonernHasa cTaTba paclNpoCcTpaHAeTCa Ha MeTo BeCTepH-6/10T, oAMH u3
BapuaHTOB MMMYHOBNOTTUHIA, KOTOPbIA NCMOJb3YIOT AN OLEHKN NOAJANHHOCTU U YACTOThI
MMMYHOBUNOOrn4ecknx nekapcTBeHHbIX NpernapaTos (/J1M) Ha oCHOBe BbICOKOOYULLEHHbIX 6eNKOB, B
TOM 4MCAe, MOJIyYEHHbIX MO TEXHO0rN peKkoMbrHaHTHon OHK»

O®C. 1.8.1.0002.15 NmmMyHoBUuonormyeckne nekapCTBEHHbIE NpenapaThl

«WJN mMoryT cogep»xaThb ... FIMKOMNPOTENHbI; aHTUTEeNa K HUM 1 gpyrune AencTByolme BewecTsa
61O0I0rNYecKoro NPOMNCXoXXAeHus (HanpuMep, LMTOKWNHbBI, MOHOK/IOHaJlbHble aHTUTenNa, ...)

Bonpoc 2.

MonekynspHaa Macca MOHOKJIOHa/IbHOTO aHTUTeNa MoXeT bbITh onpeneneHa MeTooM
3MeKTpodopesa B NpUCyTCTBUN

1. cynbdata ammMoHUA

pogeunncynbdaTta HaTpus

3. xjnopuia HaTpua

4. aHTUreHa

MpaBusbHLIN OTBET:

2 - popeuuncynbcdata HaTpUA

O®C.1.2.1.0023.15 3nekTpochopes B NosnmakpniaMmaHom rene

«HacToAwas obwas dpapmakoneriHas cTaTbs PacnNpoCTPaHSAeTCs Ha MeTod MoJiekyasipHon 6uonornm
N BUOXNMUM - 351IeKTpogopes B NoanakpunammaHom rene (MAAI), ncnosib3yemblii Ana pasaesieHuns
6eNKOB 1 HYKNENHOBbIX KNCOT, KOTOPbIA OCHOBAH Ha ABUXXKEHUWN 3apsXeHHbIX B1oNornyeckunx
MaKpPOMOJIEKY/1 B MOCTOAHHOM 3JIEKTPUYECKOM MOJIE. ... DNEKTPOGOopPEe3 B NOAMAKPUNAMUIOHBIX Fenax C
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MCNoJsib30BaHMEM HaTpusa gopeuuncynbgaTta (SDS) - Hanbonee pacnpocTpaHeHHbIN cnocob
anekTpodopesa, UCNONb3yeMbIA AN OLEHKN NOAJINHHOCTU U YACTOTbI 6€NKOBbLIX MPOAYKTOB. ...
SDS-nonnnenTnaHble KOMMAEKChl MUFPUPYIOT Yepes NnosinakpuiaMmnaHblie rean ¢ NoABMXHOCTLIO,
NMpPsiMO NPOMOPLMOHANLHON MOJIEKYJISIPHO Macce noannenTruaa.»

Bonpoc 3.

Kpacutenem, KoTopbin Hanbonee 4acTo NCNOMb3YIOT OJ19 OKpawmBaHUs 6enkos ¢ npenesiom
obHapy>xxeHus nopsaka ot 1 no 10 mMkr 6enka B nosioce, ABAseTCH

Kymaccu 6punnnanTosbin R250

2. pacTBOp HUTpaTa cepebpa
3. aHWINH

4. 6pUNNVNAHTOBLIN 3€NEHbIN

MpaBunbHbIA OTBET:

1 - Kymaccu 6punnumaHtoBbin R250

O®C.1.2.1.0023.15 dnekTpodopes B noavakpmunammaHom rene (Fd Xiv)

«OkpawmBaHue Kymaccu 6punnuaHTosbiM R250 - Hanbonee pacnpocTpaHeHHbIN MeTOoA OKpaLlMBaHUA
6enkos ¢ npenenom obHapy>xeHus nopsaka ot 1 go 10 mkr 6enka B nosoce.»

Bonpoc 4.

O6paboTKy pacTBOPOM MEPBbIX aHTUTEN K aHann3npyemomy 6esky npu npoesegeHUn aHaamsa
METOOM BECTEPH-6J10T OCYyLLECTBASIOT Mpu

KOMHaTHOI TeMnepaType

2. 5-15°C
3. 0°C
4. 10-20°C

MpaBunabHbLIN OTBET:

1 - KOMHaTHOM TeMnepaType

O®C.1.7.2.0022.15 OnpepeneHne NOogJIMHHOCTA N YUCTOTbI UMMYHOBMOIOrMYECKMNX JIEKAPCTBEHHbIX
rnpenapaToB MeToAoM BecTepH-610T (F® XIV)

«3aTeM MeMbpaHy o6pabaTbiBaloT pacTBOPOM MEPBLIX aHTUTEJ K aHaNn3nMpyemomy 6esiky,
NMPUroTOBJIEHHLIM C UCMOJIb30BaHUEM BydepHOro pacTeopa AJd aHTUTEN (eCv HET APYIUX YKa3aHWii
B (papMaKornenHon cTaTbe WM HOPMAaTMBHON JOKYMEHTaLNM) HeNocpeACTBEHHO nepeq
MCMoJib30BaHNEM B COOTBETCTBUM C UHCTPYKLIMEN No npuMeHeHnto. O6paboTKy aHTUTenamm
NpoBoOOAT NP KOMHATHOW TeMnepaType»

Bonpoc 5.

Mpw npoBefeHWN 3neKTpodopesa B NOSIMaKPUIAMNAHOM resie B Kaxxaylo IYHKy rens 6110
3arpy>xeHo 5 mkr 6enkos. CornacHo F'ocynapcTtBeHHonm ®apmakonee, Hanbosiee NnoaxoaawmMm B
JaHHOM csly4ae MeTo0M OKpaluMBaHUA SABNSETCHA OKpackKa pacTBOPOM

Kymaccu

2. HWTpaTa 30J/10Ta
3. 6poMpeHOsI0BOro CUHEro

4. HuTpaTa cepebpa
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MpaBunbHbLIA OTBET:

1 - Kymaccmu

0®C.1.2.1.0023.15 3nekTpochopes B NoMakpuiaMmaHom rene

«OKkpawmnBaHne Kymaccm bpunnmaHToBbiM R250 - Hanbonee pacnpocTpaHeHHbI MeTOA OKpalUMBaHUS
6enkoB c Npenesnom obHapy>xeHns nopsaka ot 1 go 10 mkr 6enka B nosoce.»

Bonpoc 6.

B pesynbTaTe npoeBefeHnsa MmeTona BeCTepH-6J'IOT MOX>XHO CyANTb O TaKMX MapaMeTpax npenapaTa,
KaK

1. pacTBOpPMMOCTbL B iMnngax

MNOAJTIMHHOCTb N YNCTOTa

3. pacTBOPUMOCTbL B BOAe

4. npo3payHoOCTb N LBETHOCTb

MpaBusbHbIA OTBET:

2 - NOAJINHHOCTb U YUCTOTA

O®dC.1.7.2.0022.15 OnpeneneHne NogJINHHOCTUN U YACTOTbI UMMYHOBNOIOrNYECKNX JIEKAPCTBEHHbIX
npenapaToB MeToaoM BecTepH-610T (F® XIV)

«HacToswasa obwasn dhapmakonenHasa cTaTbs pacnpocTpaHAeTCs Ha MeToh BeCcTepH-610T, oAuH 13
BapMaHTOB UMMYHOBNOTTUHIA, KOTOPbIA MCNOJb3YIOT A1 OLEHKM NOAJIMHHOCTU N YUCTOThI
MMMYHOBNOIOrNYeCKNX eKapcTBeHHbIX NnpenapaTos (MJ1M)»

Bonpoc 7.

Pe3synbTaTbl aHa/M3a rnpenapaTta MOHOKJIOHAJIbHbIX aHTUTEs Ha NMOAJIMHHOCTb METOLOM BECTep-6J'IOT
MOT'YT Y4HNTbIBAaTbCA, €CJZIN MapKepbl

1. MonekynapHbIX Macc He pacrnpegesieHbl paBHOMEpPHO Mo BCEW AnnHe COOTBETCTByIOLLI,eVI
OOPOXKWN rend

2. aTOMHbIX MacC pacrnpepesieHbl paBHOMEPHO MO BCEN A/INHE COOTBETCTBYIOLWEN AOPOXKKN rens
3. MOJEeKyNAapHbIX Macc pacnpeaeseHbl PaBHOMEPHO MO BCEW WNPUHE rens
MONEKYNAPHbLIX MacC pacnpefesieHbl paBHOMEPHO Mo BCen ASIMHE COOTBETCTBYIOLLEN AOPOXKKMN
rensa

MpaBusbHbIN OTBET:

4 - MOJIEKYJIAPHBIX Macc pacnpenesieHbl PABHOMEPHO MO BCEW AJINHE
COOTBETCTBYIOLLEN OOPOXXKHU rens

O®dC.1.7.2.0022.15 OnpeneneHne NogJINHHOCTUN U YACTOTbI UMMYHOBNOIOrNYECKNX JIEKAPCTBEHHbIX
rnpenapaToB MeTOLOM BeCcTepH-610T

«Pe3ynbTaThl MeTOAa BeCTEP-6/10T MOryT YUMTLIBATLCS, €C/IN: MapKepbl MOJIEKYASPHbIX Macc
pacrnpefefieHbl paBHOMEPHO MO BCEW AJIMHE COOTBETCTBYIOLLEN AOPOXKKU Fenis...»

Bonpoc 8.

OgHunm n3 KpuTtepumneB npnemMsieMoCcTu pe3ysbTaToB BECTepH-GJ'IOTa, ncnoJibdyemoro aJzid aHasJim3sa
NOOIMHHOCTW NpernapaTa MOHOKJIOHAJIbHbIX aHTUTEN, ABJIAETCA
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1. COOTBETCTBME COAEP)KAHUS BbISBIIAEMON NMPUMECU B KOHTPOJIbHOM 06pa3Le AnanasoHy,
YyCTaHOBJIEHHOMY B CBUAETENIbCTBE Ha CTaHAApTHbIN obpa3eL

2. He COOTBETCTBUE COMEPXKAaHWUA BbIABISEMON NPUMeECKH B CTaHAapTHOM obpa3Lie gnanasoHy,
yCTaHOBJIEHHOMY B CBUAETENIbCTBE Ha CTAaHAApPTHbIN obpaseL

COOTBETCTBME COOEPKAHWS BbIABASEMON NPMMECU B CTaHAaPTHOM obpasLe gnanasoHy,
yCTaHOBNEHHOMY B CBMAETENbCTBE Ha CTaHAapTHbIN obpasey,

4. COOTBETCTBMUE COAEpP)XaHUS BbIABASEMON NMPpUMecH B CTaHOapTHOM obpa3sLie ananasoHy,
yCcTaHoBNeHHOMY B naBHon ®dapmakonee

MpaBusbHbIN OTBET:

3 - cooTBeTCcTBME cogep>XxaHua BbIIBJIAEMOM npuMmecu B CTaHAAPTHOM 06pa3u,e
ANaMNa3oHy, YCTaHOBJIEHHOMY B CBUaeTesibCTBe Ha CTaHAapTHbIﬁ 06pa3eu.

O®dC.1.7.2.0022.15 OnpeneneHne NogJANHHOCTU U YACTOTbI UMMYHOBNOIOrNYECKNX JIEKAPCTBEHHbIX
rnpenapaToB MeTOLOM BeCTepH-610T

«KpuTepum npnemMnemocT pesysibTaToB ... COOTBETCTBUE COAEP)KAHUSA BbISBISEMON NpUMecH B
cTaHOapTHOM obpasue AvanasoHy, YCTaHOBNEHHOMY B CBMAETENbCTBE Ha CTaHAAPTHLIN obpaseL»

Bonpoc 9.
He nogne)xnt BannanpoBaHMIo Npy NpPoBeAEHNN aHaIM3a METOLO0M BeCcTepH-610T

n3MeHeHne ypoBHA oCcBelleHHOCTN nomMelleHnsa

2. 1CrnoJsib3oBaHue pa3nn4yHoro Koan4ecTesa HaHOCUMbIX Ha rejb I'Ip06

3. M3MeHeHue ycoBuii nepeHoca 6esiKoB C refist Ha MeMbpaHy, BKJloYaa n3meHeHne
ncnosb3yeMoro obopynoBaHns

4. n3MeHeHue cnocoba geTekuun nccrienyemoro sellectBa

MpaBunbHbLIA OTBET:

1 - n~3MeHeHue yPOBHA OCBELLEHHOCTU NOMEeLLEeHUA

O®C.1.7.2.0022.15 OnpepeneHue NOAJIMHHOCTA N YUCTOTbl UMMYHOBMOIOrMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB METOAOM BeCTepH-6s10T

«Banupmauun noanexaT cneayloline N3MeHeHNs: UCNob30BaHne pa3InYHOro KoanmyecTsa
HaHOCUMbIX Ha refib Npob; N3MeHeHne yCcnoBuii NepeHoca 6eNkKoB C rens Ha MemMbpaHy, BKoYas
M3MeHeHNe NCnonb3yeMoro o6opyi0BaHNA; NU3MEHeHUs1 cocTaBa bydepHbIX pacTBOPOB; U3MEHEHMe
cnocoba aeTekuMn NCCIelyeMoro BeLecTBa.»

Bonpoc 10.
,D,ﬂﬂ onpeneneHnMa HNCTOThbl NpenapaTa Ha OCHOBE MOHOKJIOHAJIbHbIX aHTUTEN METOA40M BeCTepH-6J'IOT
MOXXeT ObITb NCNOJIb30BaHa MembpaHa
1. PES
HUTPOLLE/I0NI03Has

3. UesUIoJI03Has
4. MCE

MpaBuNbHLIK OTBET:

2 - HUTpoLUeJJIloJI03HanA
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O®C.1.7.2.0022.15 OnpepeneHne NOAJIMHHOCTA N YUCTOTbl UMMYHOBMOOrMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB METOAOM BeCTepH-6s10T

« ... 6eNKN NepeHoCcAT Ha HUTPOLE/TION03HY0 MeMbpaHy unan PVDF-membpaHy (MembpaHa n3
nonnemnHuUNgeHpTopmnaa).»

Bonpoc 11.

AHTWTEnNa, NCMoJib3yeMble B Ka4eCTBE BTOPbIX MPW NMPOBEeAEHMN aHanm3a BecTepH-6,10T, MoryT ObIThb
KOHBIOrMpoOBaHbl C

weno4vyHom ocdaTtason nam nepokCnaason XxpeHa

2. aMMNa3on Uian JIaKTa30M
3. uyutoxpomom P450 nnu JODPA-gekapbokcmnason
4. UWKIOOKCUreHa3on

MpaBunbHbIA OTBET:

1 - wenouyHou pocdaTason UM NEpPoOKCUAA30MU XpPeHa

O®dC.1.7.2.0022.15 OnpepneneHne NogJINHHOCTUN U YACTOTbl UMMYHOBNOIOrNYECKNX JIEKAPCTBEHHbIX
npenapaToB MeToAoM BecTepH-610T (F® XIV)

«B kKavecTBe BTOPbIX aHTUTEN NCNOJIb3YIOT MOJINKNIOHAJIbHblIE aHTUTEIa K VIMMyHOFﬂOﬁyJ'II/IHaM TOro
B Oa XMUBOTHOI0, KOTOPOE NCMNOJ1Ib30BaJIOCb ANA NoNny4YeHna nepBbliX aHTUTEN. ﬂ,aHHbIe aHTUTEeNna
KOHBIOrMpoOBaHbl C (hepMeHTOM (MepoKCMaa3a U3 KOPHEN xpeHa uau wenovHasa gocdaTasa).»

Bonpoc 12.

CornacHo lNocygapcTeeHHon ®apmakonee, MOryT NMoJBepraTbCs NPOBEPKe Ha NOAJNHHOCTb U
YNUCTOTY MeTOMOM BecTepH-610T

1. TOJIbKO roToBas NpPoAyKLUMS
2. HUW papMaueBTUYeckne cybCcTaHUMN, HM FrOTOBas MPoayKLUmMs

hapmaueBTnyeckne cybctaHuMmM nam rotoBas NpoayKUmns
4. ToNbKO (hapMaLeBTMYeckme cybcTaHumm

MpaBusbHLIN OTBET:

3 - ¢hbapMaueBTUYECKME CYOCTAaHL MU UM TOTOBaA NPOAYKLMUS

O®C.1.7.2.0022.15 OnpeneneHne nogJMHHOCTA N YUCTOTbl UMMYHOBMOOrMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB MeTOLOM BeCTepH-6/10T

«cnblTaHre npoBoOAT € (hapMaLeBTUYeCKNMU Cy6CTaHLI,I/IFIMI/I WUan C roOTOBOM npou,yKu,meVl»
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