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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 - NUCbMEHHOMY, OpPraHoJIeNnTU4eCKOMY, MOJIHOMY XMMUYECKOMY, OTCYTCTBUSA
MeXaHU4eCKUX BKJIIOYEeHUHN

MnaBa V. KOHTPOJ1b KayeCcTBa JieKapCTBEHHbIX NpernapaTos

n.57 Bce U3roToB/ieHHble JIEKAPCTBEHHbIE NMpernapaThl NoanexaT 0653aTesIbHOMY NMUCbMEHHOMY,
OpPraHoNenTUYECKOMY KOHTPOJIIO Mpu OTMNYyCKe.
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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)

2. AHanus

Bonpoc 2.
BHyTprnanTteyHasi 3arotoBka: pacteop HuTpodypana 0,02% -200,0 gosxkHa NpeacTaBasTb cobon

XKEeNTYH C 3eJIeHOBAaTbIM NN KOPUYHEBATLIM OTTEHKOM MPO3payvHYyt0 XKUAKOCTb

2. MNpo3payHbIf pacTBOP C PO30BATbIM OTTEHKOM
3. >KenTbl Mpo3payHbll pacTBOpP C 3eneHon hayopecueHUnen

4. 3eneHOBaTO-XKeNTbI pacTBOp CO cNabbiM cneumpruyeckuM 3anaxom

MpaBunbHbIA OTBET:

1- XKeJITYyIo C 3eJIeHOBAaTbiM UJIN KOPpUYHEeBaTbiIM OTTEHKOM MPO3pPavYHYIO XKXUAKOCTb

®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.

FocypnapcTBeHHas 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 OpraHONENTUYECKOr0 KOHTPONA Cepum pacTBopa BHYTPUanNTEYHOM 3aroTOBKM
PerncTpupyloT B XXypHane no popme, B COOTBETCTBUM C TpeboBaHMAMU Npukasa MnHncTepcTea
34paBooxpaHeHnsa Poccuinckon ®epgepaumm Ne

1. 308
2. 403H

249H
4. 647H

MpaBunbHbIA OTBET:

3 - 249H

n.68 Pe3ynbTaTbl hM3NYECKOr0, OPraHONENTNYECKOro U XUMNYECKOr0 KOHTPOJIA N3rOTOBIEHHbLIX
NeKapCTBEHHbIX MpenapaToB, B TOM YuC/e B BUAE BHYTPUANTEYHOM 3aroTOBKM U (DaCoOBKM,
KOHLLeHTPUPOBaHHbIX PAaCTBOPOB, TPMUTYypaLMiA, CNUPTa 3STUJIOBOr0 PErMCTPUPYIOTCS B XXypHane
perncTpaunm pesysnbTaToB OPraHoaenTU4YeCcKoro, (hnsn4eckoro n XMMnM4eckoro KOHTpoas
JIEKapCTBEHHbIX MpenapaToB, U3roTOBJIEHHLIX MO peuenTaM, TpeboBaHUAM 1 B BUAE BHYTPUanNTe4YHON
3aroTOBKW, KOHLUEHTPUPOBAHHLIX PacTBOPOB, TPUTYypaLUKUin, CAMpTa 3TUI0BOIro U hacoBkun
NleKapCTBEHHbIX CPEACTB.

Mpuka3s MUHNUCTEPCTBA 3ApaBooxXpaHeHus Poccuinckon ®epgepauynm ot 22 masa 2023 r. N 249H "06
yTBEPXAEHUN MPaBU N3FrOTOBJIEHUSA U OTMYCKa JIeKapCTBEHHbIX NMpenapaToB AN MeOULUHCKOr0O
npUMeHeHUs anTevYHbIMN OpraHnu3aunaMu, UMeLWMMU JINLEH3UIO Ha apMaLeBTNYeCcKYyo
neaTenbHoOCTb"

(1)
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Bonpoc 4.

XKypHan perncrpaunm pesysbTaToB OpraHoienTn4eckoro, rUsn4eckoro n XMMmM4eckoro KOHTpoas
JleKapCTBEHHbIX NpenapaToB, N3roTOBJIEHHbLIX MO pelenTaM, TpeboBaHNAM 1 B BUAE BHYTPUanTe4YHON
3aroTOBKW, KOHLEHTPUPOBAHHbIX PaCcTBOPOB, TPUTYypPaLNN, CMpTa 3TUNOBOIro N (PacoBKU
JleKapCTBEHHbIX CPeACTB A0/KeH bbITb 0hopMaeH B COOTBETCTBUY € TpeboBaHMAMM Nprkasa M3 PO
Ne

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

MpaBunbHLIK OTBET:

1 - 249H

n.68 Pe3ynbTaTbl OpraHONEnTUYECKOro, PU3NYECKOr0 U XUMNYECKOIr0 KOHTPOJIA N3rOTOBIEHHbIX
NleKapCTBEHHbIX MpenapaToB, B TOM YuCJie B BUAE BHYTPUANTEYHOM 3aroTOBKM U (DaCoBKM,
KOHLIEHTPUPOBaHHbIX PAaCTBOPOB, TPUTYpaLIMiA, CMUPTa 3STUJIOBOr0 PErMCTPUPYIOTCS B XXypHane
perncTpaunm pesysabTaToB OpraHoaenTU4YeCcKoro, (hnsn4eckoro n XMMnM4eckKoro KOHTpoas
JIeKapCTBEHHbIX MpenapaToB, U3roTOBJIEHHLIX MO peuenTaM, TpeboBaHUAM 1 B BUAE BHYTPUanTe4YHOMN
3aroTOBKW, KOHLEHTPUPOBAHHLIX PacTBOPOB, TPUTYypaLUin, CAMpTa 3TUI0BOIro U hacoBku
NleKapCTBEHHbIX CPeacCTB.

Mpuka3 MUHNUCTEPCTBA 3apaBooxpaHeHus Poccuinckon Pegepaunm ot 22 masa 2023 r. N 249+ "06
YyTBEPXXAEHUN NPAaBUJI U3FOTOBJIEHUSA N OTMNYCKa JIEKAapPCTBEHHbIX NpenapaTos 419 MeAULNHCKOro
npUMeHeHUs anTe4YHbIMN OpraHn3aunaMu, UMeLWNMU JINLEH3UIO Ha apMaLeBTNYECKYIO
neaTenbHoOCTb"

(1)

Bonpoc 5.

B nacnopTe NUCbMEHHOr0 KOHTPOJIS HE NPUBOOAT

1. HanMeHoBaHWS B3ATbIX IeKapCTBEHHbIX cpeacTB (JIC) Ha NaTUHCKOM SA3blKe

2. noanucu nuu, U3roTOBMBLLENO 1M MPOBEPUBLLENO JIEKAPCTBEHHbIE cpeacTaa (J1C)
3. HOoMep peuenTa unu TpeboBaHns

BpeMA N3rotTosseHnda N aHainsa

MpaBunbHbLIA OTBET:

4 - BpeMsA U3roToBJIEHUS U aHasNiM3a

n.53B nacropTe NMCbMeHHOIro KOHTPOJIA YKa3blBaloTCA cleayrline ceeneHuns:

a) DaTa OCYLLEeCTBJIEHMNS KOHTPOJIS 1 HOMep Mo Nopsaky; +

6) Homep peuenTa, TpeboBaHNSA, HAMMEHOBAHNE MeANLIMHCKON OpraHM3aumnn, BblaaBLuen ux (npu
Hanmynn); +

B) HOMEp CepuUn NeKapCTBEHHOro CpeaCcTBa NMPOMbILLIJIEHHOrO NMPON3BOACTBA; +

) COCTaB IEKAapPCTBEHHOI0 CpeaAcTBa: onpeaessemMoe BeWecTBO UM NOH (YKa3blBaeTCs npu
hU3NYECKOM USIN XMMUYECKOM KOHTPOJIE SIeKapCTBEHHbIX (hOPM, U3rOTOBJIEHHbLIX MO peuenTam); +
) pe3ynbTaThbl (PU3NYECKOro, OPraHoeNTUYECKOro, KaYeCTBEHHOI0 KOHTPOIS (KaXKAblA Mo LWKane:
MONOXXUTENbHLIA MW OTPULATENbHbIN), XUMUYECKOro KOHTPOS (Ka4yeCTBEHHOE N KOJIMYECTBEHHOE
onpepnenexHuve); +

e) hamMmnnms, NMs, 0TYECTBO (MPU HaNM4YMK) Nnua, N3roTOBUBLLEro, pacacoBaBLUEro IeKapCTBEHHbIN
npenapart; +

)K) nognucb Nnua, MPOBEPUBLLENO N3rOTOBIEHHLIN JIeKAPCTBEHHbIN NpenapaT; +

3) 3aKJIl0YEeHMe No pe3ysibTaTaM NMMCbMEHHOI0 KOHTPOA: YAOBAETBOPUTENLHO UK
Hey0BJ/IETBOPUTENLHO.
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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 6.

HdonycTtumble npegensl B obwem obbEMe cepnn NpUroToBAEHHOW BHYTPUANTEYHOM 3aroTOBKMU
CcoCTaBnAlT %

1. 3
2. 5

1
4. 7

MpaBunbHLIK OTBET:

3-1

JonycTtnmoe oTkNoHeHue +1%

O®C.1.8.0001 JlekapcTBEHHbIE NpenapaThbl aNTEe4YHOro N3roToBneHns. Pasgen: icnbiTaHna (KOHTPOJb
KayecTBa). PM3nM4ecknim KoHTposb. Tabnumuya 1,2.

FocypapctBeHHas hapmakones Poccnimnckonm depepaunn XV usgaHma. MHCTUTYT hapMakonen v
CTaHZapTusauumn B cchepe obpalleHns NeKapCTBEHHbIX CPEACTB
MunHUCTepCcTBO 34paBooxpaHeHna Poccunckon depepaumn

(1)
(2)

Bonpoc 7.

Ona npeHTudnkaumm HUTpodypasia B paCTBOPE BHYTPUANTEYHOW 3aroTOBKN MOXXHO UCMOJIb30BaTb
peakuuio ¢

1. pacTBOpOM AudeHnNaMnHa B KUCJI0Te CEPHOM
pacTBOpOM HaTpua rugpokcnga 10%

3. pacTBOPOM HaTpua xaopuaa
4. peakTuBoM [pareHgopda

MpaBunbHLIK OTBET:

2 - pacTBOPOM HaTpusa rupgpokcuaa 10%
®C.2.1.0148.18 HuTtpodypan.

FocypapcTBeHHas apMakornes Poccunckonm ®epepaunm XV n3gaHusa. MHCTUTYT chapMakoneun un
CTaHAapTusauuun B chepe obpalleHns NeKapCTBEHHbIX CpeacTB MUHUCTEPCTBO 34paBOOXPaHEHNSA
Poccuinckonm depepaunmn

3.Ka4yecTBeHHasa peakuunsa +

PacTBopsatoT 10 Mr cybcTaHUumM B cMecn 5 mn Boabl U 5 Ma HaTpusA rmapokcuaa pacteopa 10%;
LOJI>KHO MOSABUTBLCA OpaH)XXeBO-KpacHoe okpaluvBaHue. Npn HarpesaHUM NoJjly4eHHoro pacrtesopa
BblAensieTcss aMMmak, obHapy>XMBaeMbll Mo 3arnaxy Wan rno NOCMHEHMIO BJIa>KHOW KpacHOM
nakMycoBon bymaru, BHECEHHOW B NMapbl KUMSLLEN XXNAKOCTN.

MedikCase - ®apMmaueBTuyeckasa xuMus n cbapMakorHosusa medikcase.ru - 6


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_ira5j7
https://library.mededtech.ru/rest/documents/farmakop15/?anchor=tab_ofs_1.8.0001_1#tab_ofs_1.8.0001_1
https://library.mededtech.ru/rest/documents/farmakop15/?anchor=tab_ofs_1.8.0001_2#tab_ofs_1.8.0001_2

Bonpoc 8.

OTcyTCTBME MEXaHUYEeCKUNX BKJIIOYEHW B I'IpI/IFOTOBJ'IeHHOI7I cepun pacTtBopa BHyTpI/IaI'ITe‘-IHOVI
3aroToBKM yCTaHaB/INBalOT

00 n nocne crepnainsaumnm

2. BO BpeMs MpUroTOBJIEHMS pacTBopa
3. [0 (hacoBKM pacTBOpa B CKISHKY

4. nocse puabTPOBaAHUSA NPUrOTOBJIEHHOINO pacTBOpa

MpaBunbHbIA OTBET:

1 - po u nocne crepunusauum

[o n nocne crtepnnmsaumm CTepusibHbIX PAaCTBOPOB BbIMNOJIHAETCA UX KOHTPOJIb Ha MeXaHn4yeckme
BKJ1IOHEHUA.

B npouecce N3roToBAeHUs CTEPUISIbHBIX PACTBOPOB OCYLLLECTBAAETCS NEPBUYHBIA U BTOPUYHBIN
KOHTPOJIb Ha MeXaHNYeckne BKJIoYeHNs. NepBMNYHbIA KOHTPOJIb OCYLLECTBASIETCS Nocsie
(pVIbTPOBAHMSA 1 PACOBKN U3rOTOBSIEHHOIrO pacTBopa. MNpu 0bHapPy)KEHUN MEXAHUNYECKNX BKIIOYEHUA
pacTBOP MOBTOPHO (PUSIbTPYETCS, BHOBb MPOCMATPMBAETCS, YKYMOPMBAETCS, MapKUpyeTCs 1
cTepunmsyeTcs.

PacTBOpbI, M3roTOBJIEHHbIE aCENTUYECKU, MPOCMAaTPUBAOTCS OAUNH pa3 nocse pacoBKK Nn
CTEPUNN3YIOLLETO (OUIbTPOBAHUS.

MepBUYHOMY 1M BTOPUYHOMY KOHTpoo noanexaTt 100% eMKocTen ¢ pacTBopaMu.

Mpuka3 MUHUCTEPCTBA 3apaBooxpaHeHus Poccuinckon Pepgepaunm ot 22 masa 2023 r. N 249+ "06
YyTBEPXXAEHUN NPAaBUJI U3FOTOBJIEHUSA N OTMNYCKa JIEKAapPCTBEHHbIX NpenapaTosB 419 MeAULNHCKOro
npUMeHeHUs anTe4YHbIMN OpraHn3aunaMu, UMeLWNMU JINLEH3UIO Ha apMaLeBTNYECKYIO
neaTenbHoOCTb"

KoHTpOJIb Ka4yecTBa JieKapCTBEHHbIX NpenapaTos, n. 80-81.
(1)
(2)

Bonpoc 9.

NHTepBan cogep>xaHnsa HUTpodypasa B COOTBETCTBUM C HOPMaTUBaMK, €C/IN NPU KOJIMYECTBEHHOM
aHanm3e HanpeHo 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

MpaBusbHbIA OTBET:

4 - 0,00016 - 0,00024

O®C.1.8.0001 JiekapcTBeHHbIe npenapaTbhl anTeYHOro N3roToBJIEHUS.
Pazpen: NcnbiTaHns (KOHTPOJSIb KayecTBa). XMMUYECKUIA KOHTPOb. Tabnnua 7.

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

(1)
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Bonpoc 10.

JlekapCTBeHHbIe npenapaTbl, U3roToBJIEHHLIE B BUAeE BHyTpI/IaI'ITe‘-IHOIz 3aroToBKKM, nognexat
PUn3N4EeCKOMY KOHTPOJIIO B KOJIMYECTBE HE MeHee YMNaKOBOK Ka)kaomn cepumn

1. 2
2. 6
@ 3

4. 5

MpaBunbHbIA OTBET:

3-3

n.69. JlekapCTBeHHbIE NpenapaTbl, U3roTOBJIEHHLIE B BUAE BHyTpI/IaI'ITe‘-IHOIz 3aroToBKK®, nognexat
qf)I/I3VI‘-IeCKOMy KOHTPOJIO B KOJINYECTBE HE MEHEEe TpeX YNaKOBOK KaXkaomn cepunn.

Mpukas MuHMUCTEpCTBa 34paBooxpaHeHus Poccuinckon depepauymm ot 22 masa 2023 r. N 249+ "06
YTBEPXXAEHUN NPaBUJT U3rOTOBJIEHNA N OTMNYCKa JIeKapCTBEHHbIX NpenapaToB 419 MeAULMHCKOro
MPUMEHEHNS anTEeYHbIMU OPraHM3aLMAMN, UMEIOLLVMU JINLIEH3UIO Ha (hapMaL,EeBTUYECKYIO
neaTenbHOCTbL"

(1)

Bonpoc 11.

JonycTUMble HOPMbl OTKJIOHEHUI cofep)XaHusa HUTpodypana B gaHHom JIC coctasnswoT £ %
1. 8

2. 15

3. 10

@20

MpaBunbHbIA OTBET:

4-20

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

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

(1)

Bonpoc 12.

Ha ocHoBaHUW pe3ysibTaTOB NMPOBELEHHOr0 BHYTPUANTEYHOr0 KOHTPOJIA MOXKHO caenaTb
3aKtyeHune, 4to JIC

1. He cooTBeTCTBYET TpeboBaHUAM hapMaKONenHon CTaTby
2. cooTBeTCTBYeT TpeboBaHNAM hapMaKOMNENHON CTaTbL

3. NpUroToBIEHO HEeY0BJIETBOPUTEJIbHO

@ yhoBneTBopseT TpeboBaHUAM

MpaBusbHbIA OTBET:

4 - ynoBneTBopseT TpeboBaHUAM

O®PC.1.8.0001 JlekapcTBEHHbIE NMpenapaThl aNTeYHOro N3roTosseHns. Pasgen: IcnbiTaHna (KOHTPOb
KavecTBa). OueHKa KavyecTBa N3roTOBJ/IEHHbIX JIeKAaPCTBEHHbIX MPenapaTos.
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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

FocypnapcTBeHHas apmakornes Poccunckon ®epepaunm XV n3gaHusa. MHCTUTYT chapMakoneun un
CTaHgapTusauumn B cchepe obpalleHns NeKapCTBEHHbIX CPeACTB
MunHNCTepcTBO 34paBooxpaHeHnsa Poccunckon depepaumn

(1)
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https://library.mededtech.ru/rest/documents/farmakop15/?anchor=paragraph_crs2vp#paragraph_crs2vp

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

MpaBusbHbIA OTBET:

3 - BecTepH-650T

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

«HacToswasn obwasn hapMakoneHasa cTaTba paclNpoCTpaHAETCA Ha MeTo BeCTepH-610T, oAMH U3
BaApMaHTOB UMMYHOBNOTTUHIA, KOTOPbIA MCNOJIb3YIOT A1 OLEHKM NOAJIMHHOCTU N YUCTOThI
MMMYHOBUNOIOrnYeCcKnx ekapcTBeHHbIX npenapaTos (MJ1M) Ha 0CHOBe BbICOKOOYMLLEHHbIX 6eskoB, B
TOM 4ucae, NoNyYeHHbIX MO TEXHONOr N pekoMmbrHaHTHonM OHK»

O®C. 1.8.1.0002.15 NmmyHOBMONOrnyeckme neKkapCTBEHHbIE NMpenapaThl

«WJIMN MoryT cofep>xaTh ... IMIMKONPOTENHbI; aHTUTEJIA K HAM 1 Apyrue AeicTBYyoLMe BellecTBa
610/10rMYECcKOro NPOMCXoXKAeHNs (HanprMMep, LUTOKMHbI, MOHOKJ/IOHa/IbHbIE aHTUTENa, ...)

Bonpoc 2.

MonekynspHasa Macca MOHOKJIOHa/IbHOTrO aHTUTeNa MoXeT bbiTh onpeneneHa MeTo0M
3/MleKTpodopesa B NpUCyTCTBUN

1. cynbdata ammMoHUA

aoneunncysbdaTta HaTpus

3. xnopupa HaTpus

4. aHTUreHa

MpaBunbHbIA OTBET:

2 - popeuuncynbdarta HaTpusA

0O®C.1.2.1.0023.15 3nekTpocopes B NMosiMakpnuiaMmmaHom rene

«HacToswasa obwasa dhapMmakonenHasa cTaTbsa PacrnpoCcTpaHAETCA Ha MeTO4 MONIEKYNapHON Bronorum
n Buoxmmum - anekTpodopes B nonmakpunammagHom rene (MAAl), ncnonb3yemblin Ana pasgeneHus
6eIKOB U HYKIEMHOBbIX KMCJI0T, KOTOPLIN OCHOBaH Ha ABUMXEHUWN 3apsXXeHHbIX bruonornyeckmnx
MaKpOMOJIeKYJ1 B MOCTOSAHHOM 3/1IEKTPMYECKOM MOJIe. ... DNEKTPOope3 B NOJIMAKPUIAMULHBIX Fefsx C
MCNoJsib30BaHMEM HaTpusa gopeuuncynbgaTta (SDS) - Hanbonee pacnpocTpaHeHHbIN cnocob
aneKkTpodopesa, NCNOJIb3yEMbIA A1 OLEHKU NOAJMHHOCTU N YNCTOTbl 6€IKOBbIX MPOAYKTOB. ...
SDS-nonmnenTuaHbie KOMMAEKChl MUTPUPYIOT Yepes NosiMakpuiaMmmnaHbie ream ¢ NogBMXHOCTLIO,
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MpsMO NMPOMOPLMOHaNIbHOM MOJIEKYISPHOM Macce noavnentTuaa.»

Bonpoc 3.

KpacuteneMm, KOTopblin Hanbosiee 4acTo UCMOJb3YIOT A9 OKPaLLUBaHUA BesKoB ¢ Npeaesiom
obHapyxeHus nopaaka ot 1 no 10 Mkr 6enka B nonoce, SBnseTcA

Kymaccu 6punnmnanToBbin R250

2. pacTBOp HUTpaTa cepebpa
3. aHWInH

4. 6pUNNNAHTOBLIN 3eNEHbIN

MpaBunbHbIA OTBET:

1 - Kymaccu 6punnumaHtoBbin R250

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

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

Bonpoc 4.

O6paboTKy pacTBOPOM MEPBbLIX aHTUTEN K aHann3mpyemomy 6esky npu nposeaeHUn aHaamsa
METOOM BECTEPH-6J10T OCYLLECTBASIOT Mpun

KOMHaTHON TeMnepaType

2. 5-15°C
3. 0°C
4. 10-20°C

MpaBunbHbLIA OTBET:

1 - KOMHaTHOM TeMnepaType

O®C.1.7.2.0022.15 OnpeneneHne NogJIMHHOCTA N YUCTOTbl UMMYHOBMOIOrMYECKNX JIEKAPCTBEHHbIX
npenapaToB MeToA0M BecTepH-610T (FP XIV)

«3aTeM MeMbpaHy 06pabaTbiBalOT pacTBOPOM MEPBbIX aHTUTES K aHaM3nmpyeMomy benky,
NMPUroTOBJIEHHLIM C UCMOJIb30BaHUeM BydepHOro pacTeopa AJa aHTUTEN (eCv HET APYIUX YKa3aHWii
B (hapMaKOoMenHon cTaTbe NIV HOPMATUBHON [OKYMEHTAL W) HENMOCPEACTBEHHO Nepen,
NCMoNb30BaHWEM B COOTBETCTBUM C MHCTPYKLUMEN Mo npumeHeHnto. O6paboTKy aHTMTenamm
NpoBOOAT NPV KOMHATHOW TeMnepaType»

Bonpoc 5.

Mpw npoBegeHnn 31eKTpoopesa B MOSIMAKPUIAMULHOM resie B KaXKayio JyHKy rens 6biio
3arpy»xeHo 5 Mkr 6enkoB. CornacHo FocyaapcTBeHHo ®apMakonee, Hanbosiee NoaxoOsLNM B
[aHHOM CJly4ae MeToAO0M OKpalUMBaHUA SIBJISETCSH OKpacka pacTBOPOM

Kymaccu

2. HWTpaTa 30J/10Ta
3. 6pomMdeHOsI0BOro CUHEro

4. HuTpaTa cepebpa

MpaBunbHbLIA OTBET:

1 - Kymaccm

O®C.1.2.1.0023.15 3nekTpochopes B NosnMakpniaMmaHom rene
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«OKpawunBaHne Kymaccm 6punnmnantobiM R250 - Hanbonee pacnpoCcTpaHEHHbIN METOA OKpalUMBaHNS
6enkoB ¢ npenenom obHapy>xeHus nopsaka oT 1 go 10 mkr 6enka B nosoce.»

Bonpoc 6.

B pesynbTaTe npoeBefeHnsa MeTona BeCTepH-GJ'IOT MOX>XHO CyANTb O TaKMX MapaMeTpax npenapaTa,
KaK

1. pacTBOpPMMOCTbL B iMnngax

MNOAJIMHHOCTb N YNCTOTa

3. pacTBOPUMOCTbL B BOoAe

4. npo3payHOCTb N LBETHOCTb

MpaBunbHbIA OTBET:

2 - NOAJIMHHOCTb U YUCTOTA

O®dC.1.7.2.0022.15 OnpepneneHne nNogJNHHOCTU U YACTOTbI UMMYHOBNOIOrNYECKNX JIEKAPCTBEHHbIX
npenapaToB MeTonoM BecTepH-610T (F® XIV)

«HacToswasa obwasa dhapMakonenHasa cTaTbs pacnpocTpaHAeTCs Ha MeToh BeCcTepH-610T, OAUH 13
BapunaHTOB I/IMMyH06}'IOTTI/IHFa, KOTOprVI NCNOJIb3YHOT ANnda oueHKU NoaMMHHOCTU N HACTOThI
MMMYHOBMONOrnyecknx neKapCcTBeHHbIX NpenapaTos (MJ1M)»

Bonpoc 7.

Pe3synbTaTbl aHa/M3a rnpenapaTta MOHOKJIOHAJIbHbIX aHTUTEs Ha NMNOAJIMHHOCTb METOLOM BECTep-6J'IOT
MOIr'YyT Y4HNTbIBAaTbCA, €CJIN MapKepbl

1. MonekynapHbIX Macc He pacrnpegesieHbl paBHOMEpPHO MNo BCEWN ANnHe COOTBETCTByIOLLI.el\/'I
OOPOXKWN rend

2. aTOMHbIX Macc pacnpefeneHbl pPaBHOMEPHO MO BCEN AJINHE COOTBETCTBYIOLWEN AOPOXKKN rens
3. MONeKynsApHbIX Macc pacrnpenesieHbl paBHOMEPHO MO BCEW LUMPUHE rens
MOJIEKYNAPHBIX MAacCC pacrnpeaesieHbl paBHOMEPHO Mo BCEN ANMHE COOTBETCTBYHOLLEN AOPOXKKU
rens

MpaBunbHbIA OTBET:

4 - MONIeKYIAAPHBbIX Macc pacnpeaesieHbl PAaBHOMEPHO No BCel AJINHE COOTBETCTBYIOLLEN
DOPOXXKHU rens

O®C.1.7.2.0022.15 OnpegeneHne NOAJNHHOCTU U HACTOTblI UMMYHOBNOOrNYECKNX JIeKAaPCTBEHHbIX
npenapaTos MeTOLOM BeCTepH-610T

«Pe3ynbTaThl MeTOAa BECTEP-6J10T MOryT YUMTLIBATbCS, €C/IN: MapKepbl MOJIEKYISPHbBIX MAcC
pacrnpefesieHbl paBHOMEPHO MO BCEW AJIMHE COOTBETCTBYIOLLEN AOPOXKKU FeNis...»

Bonpoc 8.

OLHUM M3 KpUTEepumeB NPUeMsIEMOCTU pe3ysibTaToB BeCTepH-ﬁﬂOTa, NCcnoJib3yemMmoro AJiad aHasim3sa
NOOIMHHOCTW NnpernapaTa MOHOKJIOHAJIbHbIX aHTUTEN, AB1A€eTCA

1. COOTBETCTBME COAEPXKAHUSA BbIABAAEMON NPUMECK B KOHTPOJILHOM 0Opa3ue AnanasoHy,
YCTaHOBJIEHHOMY B CBUAETENIbCTBE Ha CTaHAapTHLIA obpasey,

2. He cooTBeTCTBUE cooep>xaHums BbISIB1ISI€MOWA npmnMmecn B CTaHAapTHOM o6pa3u,e Onara3soHy,
YCTaHOBJIEHHOMY B CBNOETENIbCTBE Ha CTaH,EI,apTHbIIZ 06pa3eu,

COOTBETCTBUE COAEP)KXAHUSA BbISIBJISIEMOWN NMpMMecH B CTaHAapTHOM obpa3ue AnanasoHy,
YyCTaHOBJIEHHOMY B CBUAETENIbCTBE Ha CTaHAapTHbIN obpaseL

4. CoOTBETCTBME COAEPKAHWSA BbISIBJISEMON NPUMECKU B CTaHAapTHOM obpa3ue ananasoHy,
yCTaHOBNEHHOMY B aBHOM dapMakonee
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MpaBunbHbLIA OTBET:

3 - COOTBETCTBME COAEepPI)KaHUS BbiIBJIS€MOW NPUMecH B CTaHAAPTHOM obpasue
AVana3oHy, YCTAHOBJIEHHOMY B CBUeTeJIbCTBE Ha CTaHAapPTHbIA obpasew,

O®C.1.7.2.0022.15 OnpeneneHne NOogJMHHOCTA N YUCTOTbl UMMYHOBMOOrNMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB MeTO4OM BeCTepH-610T

«KpuTepum npnemMnemMmocT pesysibTaToB ... COOTBETCTBNE COOEPKAHNSA BbISBIAEMON NPUMecH B
cTaHOapTHOM obpasue AManasoHy, YCTAaHOBNEHHOMY B CBMAETENIbCTBE Ha CTaHAAPTHLIN obpaseL»

Bonpoc 9.

He nopsieXxuTt BanuanpoBaHMo Npu NpoBeAeH aHaiM3a MeToA0M BeCcTepH-610T

n3MeHeHne ypoBHAa oCcBelleHHOCTN nomMelleHna

2. 1CrnoJib30BaHWe pas/IN4HOro KomyecTtsa HAHOCUMbIX Ha resib |'|p06

3. M3MeHeHue ycoBuii NepeHoca 6esIKoB C refst Ha MeMbpaHy, BKJtloYas nu3MeHeHne
ncnonb3yemoro o6opyLoBaHNS

4. n3meHeHue cnocoba geTekuun nccnenyemoro eellecTtBa

MpaBunbHLIK OTBET:

1 - n3MeHeHue yPOBHA OCBELLEHHOCTMU NOMeLLeHUA

O®C.1.7.2.0022.15 OnpepeneHue NOAJIMHHOCTA N YUCTOTbl UMMYHOBMOIOrNMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB METOAOM BeCcTepH-6s10T

«Banupmauum noanexaT cneayloline N3MeHeHNs: UCNob30BaHne pa3InyHOro KoanmyecTsa
HaHOCUMBIX Ha refib Npob; N3MeHeHe yCcnoBuii NnepeHoca 6enkKoB c rens Ha MemMbpaHy, BKoYas
M3MeHeHNe NCnonb3yemMoro o6opyi0BaHNA; NU3MEHeHUs cocTaBa BydepHbIX pacTBOPOB; U3MEHEHUe
cnocoba aeTekuMn NCCIelyeMoro BeLlecTsa.»

Bonpoc 10.
,D,ﬂﬂ onpeneneHMa HNCTOThbl NpenapaTa Ha OCHOBE MOHOKJIOHAJIbHbIX aHTUTEN METOA40M BeCTepH-6J'IOT
MOXXeT ObITb NCMNOJIb30BaHa MembpaHa
1. PES
HUTPOLLE/NI0NI03Has

3. UesI0s103Has
4. MCE

MpaBunbHLIK OTBET:

2 - HUTpouesNJiloJiIo3Hana

O®C.1.7.2.0022.15 OnpepeneHne NOgJAMHHOCTN N YUCTOTbl UMMYHOBMOOrNYECKNX JIEKAPCTBEHHbIX
rnpenapaToB METOAOM BeCcTepH-610T

« ... 6eNIKM NEPEHOCAT Ha HUTPOLLEJITIONO03HYI MeMbpaHy nnm PVDF-membpaHy (MembpaHa 13
nonnenHUNgeHdpTOopMaa).»

Bonpoc 11.

AHTUTENa, NCNosib3yeMble B Ka4eCTBe BTOPbIX NMpu NpoBeLeHnN aHannsa BECTepH-6J'IOT, MOryT ObITb
KOHBHOIrMpoBaHbl C

weno4yHom cpochaTtason nam Nnepokcnaason xpeHa

2. aMMNa3on UM JIaKTa30M
3. uyuToxpomom P450 nnu JODPA-gekapbokcmnason
4. UWKIOOKCUreHa3on
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MpaBunbHbLIA OTBET:

1 - weno4yHou pocdaTazon Mam NEPOKCUOA30N XpPeHa

O®C.1.7.2.0022.15 OnpeneneHne NOgJIMHHOCTA N YUCTOTbl UMMYHOBMOIOrMYECKNX JIEKAPCTBEHHbIX
npenapaToB MeToA0M BecTepH-610T (FP XIV)

«B KayecTBe BTOPbLIX aHTUTEN UCMOJIb3YIOT MOJIMKJIOHAJIbHBLIE aHTUTENIA K UMMYHOIJIObYIMHaM Toro
BUAA XXNBOTHOIO, KOTOPOE MCMOJIb30BasIoCh A5 MOJlyHeHUs NepBbiX aHTUTeN. [JaHHble aHTUTena
KOHBIOMMPOBaHbl C hepMeHTOM (MepoKcuaasa N3 KOpHER XxpeHa Uaun WesiodHas gocdaTasa).»

Bonpoc 12.

CornacHo locynapcTBeHHoOM PapMakonee, MOryT NoABEpPraTbCsA NPOBEPKE HA MOLAJIMHHOCTb U
4YNCTOTY METOAOM BecTepH-610T

1. TOJIbKO roToBas NPOAYyKLMA
2. Hu¥ hapMaLeBTUYeckne cybCcTaHLUMN, HM FrOTOBas NPOoAYyKLMS

hapmaueBTuyeckune cybctaHLmMm nam roToBas NpoayKuus
4. TONbLKO (hapMaueBTUYeCcKMe cybcTaHuum

MpaBunbHLIK OTBET:

3 - chapMaueBTUYECKME CYOCTAaHL MU UM FOTOBasA NPOAYKLUS

O®C.1.7.2.0022.15 OnpepeneHue NOAJIMHHOCTA N YUCTOTbl UMMYHOBMOIOrNMYECKNX JIEKAPCTBEHHbIX
rnpenapaToB METOAOM BeCcTepH-6s10T

«McnblTaHne NpoBoAST C hapMaLEBTUYECKUMIY CYBCTaHUMSMU UKW C FOTOBOM NpoayKLUNens
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