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CutyauuoHHas 3apada 0001 dapMaLeBTMYeCKas TEXHOMOr st

CutyauumoHHas 3apa4a 0001

12 BonpocoB - PapMaLleBTMHECKasA TexHoorus - Boicluee obpasoBaHue

1. YCJIOBUE CUTYALMOHHOM 3A0A4YU
1.1. Cutyauus

B anTeky nocTynun peuent:

Rp.: Emulsi oleosi 200,0

D.S. Mo 1 cTonoBon No)xke 3 pa3a B A€Hb

dapmMaueBT U3roToBUJ 3MYNbCUIO C MACJSIOM OJINBKOBbLIM Y »KenaTo30M.

1. Texnpouecc

Bonpoc 1

IMYNbCUN ABNAKOTCA IeKapCTBEHHOW hopMon, NpeacTaBasowen coborm cncremy

o reTeporeHHyo GUCNepCcHylo, C XXUAKOM AUcCnepCcHOU ha3om U Xuakom
OUCNEepPCUOHHOU cpenon

2 YJAbTPaAaMUKPOreTepoOreHHyto, B KOTOPbIX ANCMEPCMOHHON CPefon ABAAETCH
XXUOKOCTb, ANCnepcHon a3on - Mmuennbl

3 TreTeporeHHyro AncnepcHyr, coaep Kallyro ogHO NN HECKOJIbKO TBeEPAbIX
,D,eIZCTByIOIJ_l,I/IX BewecTB, pacnpegeneHHbIX B XUOKon ,D,I/ICI'IepCI/IOHHOIZ cpene

4 oAHO(aA3HYI0 NepeMeHHOro cocTasa, obpasyemMyio He MeHee, YeM ABYMS
HE3aBUCMMbIMU KOMMOHEHTaMu

MpaBuabHbIA OTBET:

1 - reTeporeHHylo AUCNEPCHYI0, C XKUA KON AUCnepCcHOU hpa3om n XUaKon
AUCNEepPCUMOHHOMN cpeaoun

OBOCHOBAHME

IMYNbCUN - XNOKas NIeKapCTBEHHas hopMa, NpeacTaBastolLas cobo reTeporeHHyto
OBYX(a3HY ONCMEPCHY CUCTEMY C XXUOKOW OUCMEPCHON ha3om N XXNOKON
ONCNEePCUNOHHOW Cpenon.

FocynapcTBeHHas hapMmakones Poccunckon ®depgepaunm XV nsgaHus

O®C.1.4.1.0017 Omynbcun (1)
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Bonpoc 2

SMySbCUM N3rOTaBAMBAOTCA METOLOM MO
1 obbemy (B KOHUEHTpauun 0o 10%), macce (B KoHUeHTpauuu 6onee 10%)
2 obbemy
€) macce

4 Macce (B KOHUeHTpauun 0o 10%), obbeMy (B KOHUeHTpauwum 6onee 10%)

MpaBunbHbLIAN OTBET:

3 - Macce

OBOCHOBAHME
CycneHs3nu v aMyJibCUN HE3ABUCMMO OT KOHLIEHTpPaL MM N3roTaB/MBalOTCA Mo Macce.

Mpnka3 MnHUCTepCcTBa 34paBooxpaHeHns Poccuinckon ®epepaunm ot 22 Mmasa 2023 r. N 249H "O6
YTBEPXXAEHUM NPABUJ N3rOTOBJIEHNS 1 OTNYCKaA JIEKAPCTBEHHbIX MPenapaToB AJ1S MeAULUHCKOro
NPVMEHEHUS anNTeYHbIMU OPraHM3aLUAMUN, UMELWNMN JINLEH3NIO Ha (hapMaLeBTUYECKYo
nestenbHocTb" (1)

Bonpoc 3

Tun aMynbcumn obycnoBneH rnaBHbIM obpasom
1 nNpupoaon BBOAUMbIX aKTUBHbIX (hapMaLeBTUYeCKNX CybCcTaHLMN
2 Macconm macna
3 MaCcCcow BOAbl O4YULLEHHOWN

@ npuvpopnoit U cBOWCTBAMU 3MyJibraTopa

MpaBunbHbLIA OTBET:

4 - npupooon U CBOMCTBaAMM 3MyJibraTopa

OBOCHOBAHMUE

Tun obpa3ytoLlencs sMyNbCUn onpenensaeTcs CBOMCTBaMN aMyJibratopa (ero
rMapounIbHO-IMNOPUIbHBIM BanaHCoM).

FocynapcTBeHHas thapmakones Poccunckon ®degepaunm XV nsgaHus

O®C.1.4.1.0017 3mynbcun (1)
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Bonpoc 4

KonunyecTBo Macna, Heobxogmnmoe ons N3roToBAEHUSA 3MYJIbCUM MO peLenTy, CocTaBnseT
1 2,0
2 20 Mmn

© 20,0

4 10,0

MpaBunbHbLIAN OTBET:

3-20,0

OBOCHOBAHME

Ecnn B cocTaBe /IeKapCTBEHHOIO NMpenapaTa HeT yKa3aHUi 0 coaep>XaHnm Macna, To
onsa npurotosnennsa 100,0 r amynbcum 6epyT 10,0 r macna.

KOHLEeHTpauns asMynbCumn Npu oTCyTCTBMM 0603HavYeHus B peuenTe coctasnasfeT 10%.
200,0 - 100%

X - 10%, x = 20,0 - macca macna

FocynapcTBeHHas hapmakones Poccuinckon degepaunm XV nsgaHus

O®C.1.8.0003 HecTepusibHble JileKapCTBEHHbIE NpernapaThl anTeYHOro U3roToBJEHUA B
BUAE XNIOKNX JIEKAPCTBEHHbIX hopmM (1)

Bonpoc 5

Macca »xenaTto3bl 419 N3roTOBJIeHUSA SMYNIbCNN COCTaBNdAeT

® 10,0

2 15,0
3 50
4 20,0

MpaBunbHbLIA OTBET:

1-10,0

OBOCHOBAHME

CTabuinsaTopbl reTeporeHHbIX CUCTEM

N n/n Ctabunusatop CycneH3um m MacnsaHasa ¢dasa 10 r
3MYJIbCUMA

1. >KenaTosa 5,0

2. Kpaxman 5,0
(ncnonb3yetca B Buge 10%
pacTBopa)

<..>

7. Cyxoe MOJI0KO 10,0

8. TBuH-80 2,0
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N n/n CtabunusaTop cycneH3svuu u MacnsHas ¢pasa 10 r
3MYJIbCUMA

9. Omynbratop T-2 1,5-2,0

Mpn aNnTe4YHOM N3rOTOBJIEHNM HECTEPUIIbHbBIX JIEKAPCTBEHHbIX MPENapaToB B BUAE
CYCMNEH3UNN N 3MYJIbCUIA U3 TMOPOGOOHbIX BELWECTB PEKOMEHOYETCS UCMOJIb30BaTh
cTabunmnsaTopsbl, yKasaHHble B Tabs. 8, y4nTbiBasd pU3NKo-XMMnyeckne CBONCTB
KOMMOHEHTOB JIEKAapCTBEHHOI0 NpenapaTa, ctabunnsaTopos, crnocoba NpuMeHeHNs
JleKapCTBEHHOr o NpenapaTa.

FocynapcTBeHHas hapmakones Poccuinckon degepaunm XV nsgaHus

O®C.1.8.0003 HecTepusibHble JiIeKapCTBEHHbIE NpernapaThl anTeYHOro U3roToBJEHUA B
BUAE XUIOKNX JIeEKAaPCTBEHHbIX hopmM (1)

Bonpoc 6
Ob6bem BOAbl ANA N3roToBJ1IeHUA I'IepBI/I‘-IHOI7I OMYyNbCUN COCTaBNdAeT _~ MN
1 20
2 7,5
€ 15
4 10

MpaBuabHbIA OTBET:

3-15

OBOCHOBAHME
M Bogbl (1) = (M macna + M ctabunmsaTtopa) /2 = (20 + 10) /2 =15T;
V Boabl = 15 mMn

Bony a1 06pa3oBaHNs NEPBUYHON 3MYJIbCUN PACCHUTLIBAOT Kak MoJlyCyMMYy MaccChbl
Macsa (MM MacsIsHOro pacTBopa) U Macckl cTabunmsaTopa.

dapMaLeBTUYECKasa TEXHONOINSA. TEXHOIOMNS NIeEKAaPCTBEHHbIX hopM : y4ebHuK / U. U.
KpacHtok [n ap. 1; noa pea. . N. KpacHioka, I'. B. Muxannoson. - MockBa :
S0TAP-Meguna, 2018. - 656 c. : un. - 656 c. - ISBN 978-5-9704-4703-1. (1)

Bonpoc 7
Ob6bem BOAObI ANA pa36aBneH|/m FlepBI/I‘-IHOI7I OMyJNbCN COCTaBndeT _ MN
1 177,55
© 155
3 140
4 170

MpaBunbHLIN OTBET:

2-155
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OBOCHOBAHME

M Boabl (2) = M 06w, - (M macna + M ctab. + M Boabl (1)) = 200 - (20 + 10 + 15) = 155
r; V Boabl (2) = 155 mn

Boay ona pasbaBneHns NepBUYHOM 3MYIbCUMN PACCYUTLIBAOT KaK PasHOCTb MacChl
BbIMMCAHHOWM 3MYJIbCUN U MacCbl Macja, a3MyJibraTopa U BoAbl, MpefHa3HAYeHHOWN 015
MoJly4eHnsa NEPBUYHON 3MYbCUN (Kopnyca).

dapMaLeBTUYEeCKas TeEXHONOIrNs. TEXHOIOrNS NIeKapCTBEHHbIX hopM : y4ebHuk / U. U.
KpacHiok [n gp. 1; nog pea. N. . KpacHioka, . B. Muxannosou. - Mocksa :
90TAP-Meguna, 2018. - 656 c. : un. - 656 c. - ISBN 978-5-9704-4703-1. (1)

Bonpoc 8

DTUKeTKa, HaklenBaeMas Ha N3roTOBJIEHHYO JIEKAPCTBEHHYIO hopMy, MMeeT
CUrHa/NbHbIA UBET B BUAE MOJIS

1 poO30BbIN
@ seneHuint
3 OpaHXeBbln

4 CUHWA

MpaBunbHbLIA OTBET:

2 - 3eJ5ieHbIn

OBOCHOBAHMUE
ITUKETKN UMeIT Ha 6benom CbOHe cneaywuine CurHasibHble LiBETa B BUOE MOJIA:
a) ans BHYTPEHHENro NpnMMeHeHNA - 3es1eHbIN UBeT

dapmMaueBTUYeCKas TEXHONOrns. TEXHONOrNA NeKapCTBEHHbIX hopM : y4ebHuk / U. U.
KpacHiok, I'. B. Muxannosa, T. B. leHucosa, B. . CknsapeHko; nofn pen. V. . KpacHioka,
. B. Mnxannoson. - Mocksa : F90TAP-Megua, 2023. - 656 c. - ISBN 978-5-9704-7791-5.
(1)
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Bonpoc 9

ITNKETKa N3roTOBJIEHHON SMYNbCNN O0JIKHa coaepXXaTb npeaynpeanTesibHble Haanncu

1 «XpaHWUTb B NPOXJa4HOM U 3alLULLEHHOM OT CBeTa MecTe», «ObpallaTbca C
OCTOPOXXHOCTbIO»

9 «XpaHUTb B NpOXJIafiHOM M 3alUMULLEHHOM OT CBeTa MecTe>», «lepepn,
ynoTpeb6neHuem B36anTbiBaTh», «XpPaHUTb B HEAOCTYNHOM ONA OeTen
MecTe»

3 «[lepen ynotpebneHnemM nooorpeTb», «XpaHUTb B HEAOCTYMHOM ANA AeTen
MecTe»

4 «XpaHUTb B NMPOXJIafiHOM U 3aLUMLLIEHHOM OT CBeTa MecTe», «M3rotoBneHo
acenTmndeckmn», <<O6pau.|.aTbc;| C OCTOPOXXHOCTbIO»

MpaBunbHbLIN OTBET:

2 - «xXpaHUTb B NPOXJIaAHOM M 3alUMULLEHHOM OT CBeTa MecTe», «lMepepn,
ynoTpebneHnem B36anTbiBaTh», «XpPaHUTb B HEA,OCTYNHOM AOJIA AeTen MecTe»

OBOCHOBAHME

1) 3MybCNM YNAKOBbLIBAOT BO h/TaKOHbI MM BaHKM C LULMPOKKMM FOpJioM (Ans
Hapy>XHOro NMpuMeHeHuns). YKynopumaatoT no obwmm npasunam. OGQopmMasatoT
3TUKeTKaMu «MukcTypa», «BHyTpeHHee» nnm «Hapy>xHoe», cHab>xas
npeaynpeanTesibHbIMU HaAMUCAMU NN AOMOJHUTENIbHLIMU 3TUKETKaMN: «COXpaHATb B
npoxJsiagHOM MecTe», «XpaHUTb B 3allMLLIEHHOM OT CBeTa MecTe», «[lepep
ynoTtpebneHnem B36anTbiBaTb>.

dapmMaueBTUYeCKas TEXHONOrns. TEXHONOrNA NeKapCTBEHHbIX hopM : y4ebHuk / U. U.
KpacHiok [ ap. 1; noa pean. . N. KpacHioka, I'. B. Muxannoson. - MockBa :
FS0TAP-Megua, 2018. - 656 c. : na. - 656 c. - ISBN 978-5-9704-4703-1. (1)

2) Bce aTUKeTKN 0693aTesIbHO O0/IXKHbI COAep)XaTb NpeaynpeanTesibHy Haanch
«XpaHUTb B HEOCTYMHOM AJ1si OeTEeN MecTe».

Mpnka3 MMHMUCTepCTBa 34paBooxpaHeHns Poccuinckon ®enepaunm ot 22 Mmaa 2023 r. N 249H "06
YTBEPXKAEHUM NPABUJI U3rOTOBJEHNS N OTMYCKA JIEKAPCTBEHHbIX MPenapaToB AJ1si MeAULNHCKOro
NMPYMEHEHNS anTeYHbIMU OPraHn3aLnuaMn, UMeLMMIN JINLEH3MIO Ha (hapMaLLeBTUYeCKYo
nestenbHocTb" (1)

2. KoHTpoOJsb KayecTBa

Bonpoc 10

CpoK XpaHeHUs 3MyJIbCUIA SKCTEMIMOPAJSIbHOI0 U3rOTOBIEHUS C UCMOJIb30BAHUEM
cTabunnsaTopa cocTaBnsieT CYyTOK

1 10
2 1
3 2

O 7

MpaBunbHbLIA OTBET:

4-7
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OBOCHOBAHME

CpOoKM rogHOCTY JIeKapCTBEHHbIX NpernapaToB.:

XK) ANA 3MYNbCUIA, CyCNEH3UN C UCNOJIb30BaHMEM CTabunmsaTopos - He 6onee 7 CyTOK,
6e3 cTabnnnsaTopos - 2 CyTOK;

Mpnka3s MMHKUCTepCTBa 34paBooxpaHeHnst Poccuinckon ®enepaunm ot 22 Mmaa 2023 r. N 249H "06
YTBEPXKAEHUM NPABUJI U3rOTOBNEHNS N OTMYCKA JIEKAPCTBEHHbIX MPenapaToB AJ1si MeAULNHCKOro
NMPYMEHEHNS anTeYHbIMU OPraHn3aLnaMn, UMeL MU JINLEH3NIO Ha (hapMaLleBTUYeCKYo
nestenbHocTb" (1)

3. HopMaTuBHblIe O,OKYMEHTbI

Bonpoc 11

I'IacnopT MNCbMEHHOIr 0 KOHTPOIA O0JI)KEH XPaHUTbCA B Te4eHNe _ MecC
1 3
2 1

3 12
0O 2

MpaBuAbHLIA OTBET:

4-2

OBOCHOBAHME

I'IacrlopTa MNCbMEHHOI0 KOHTPOJIA XPaHATCA B TEHEHNE ABYX MeCAUEB CO OHA
N3roToBJ/IeHNA NeKapCTBeEHHbIX NMpernapaToBs.

Mpuka3 MuHUCTepcTBa 34paBooxpaHeHnsa Poccunckon depepaumm ot 22 mas 2023 r. N 2491 "O6
YyTBEPXKAEHUM NPaBUJ N3rOTOBJIEHUSA N OTMNYCKa JIEKAPCTBEHHbIX NPenapaToB AJ1 MeANLNHCKOro
NPYMEHEHNA anTe4YHbIMN OpraHn3aunaMn, UMeL MU JINLLEH3MIO Ha (hapMaLleBTUYEeCKYo
neatenbHocTb" (1)

Bonpoc 12

Iﬂ,OI'IyCTI/IMbIe OTKJIOHEHUS B Macce n obbéme MNP N3roToBaeHUN nekKapCTtBeHHbIX
npenapaToB ojad MeANUNHCKOIo NpuMeHeHNa pernaMeHTnpyeT

1 [pwuka3 Ne 1175H
2 [lpuka3 Ne 183H
3 [pukas Ne 309

0 NNocypapcrtBeHHasa cpapmakonesa Poccuickon depepauum

MpaBunbHLIN OTBET:

4 - TlocypapcTtBeHHaa papmakonesa Poccunckon depepaumm

OBOCHOBAHME

[lonyCcTuMble OTKJIOHEHUS B Macce, 06bemMe, KOHLIEHTPaLUM 1 NOrPeLHOCTI NMpu
M3MeJsibYeHUM NPU U3FOTOBJIEHUM IEKAPCTBEHHbIX NpenapaToB Al MeauLMHCKOro
NpYMeHeHns npencTasfieHbl B Tabauuax.
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FocynapcTBeHHas hapmakones Poccunckon ®egepaunn XV nsgaHus

O®C.1.8.0001 JlekapCTBEHHbIE NMpenapaTbl aNnTEYHOro n3rotossaeHns (1)
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