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®EJAEPAJIBHAS CJIYXKBA IO BETEPUHAPHOMY
A ®PUTOCAHUTAPHOMY HAJ30PY
(Poccensxo3Han3op)

IIPUKA3

z

OT 12 cenrdtpa 2023 rona 1121

MockBa

O BHeceHnH M3MeHeHMil B npuka3s ®eaepaibHOM CiTyK0bI 110 BeTepHHAPHOMY
u QuTocaHuTapHOMY Haxzopy ot 10 aBrycra 2022 . Ne 1198 «O06 yTBep:xIeHHH
¢opMBI OLEHOYHOTO JIHCTA, COAEPIKALIEro CHHCOK KOHTPOIbHBIX BOIPOCOB,
OTBeThI HA KOTOPbIE JOKHbI CBHIECTEJbCTBOBATE 0 COOTBETCTBHH COHCKATE/IS
JHIEH3HH, THIEeH3HATA JIHIEH3HOHHBIM TPeOOBaHHAM, NPENbABISEMbIM NPH
ocymiecTB/ieHnH (papManeBTHYECKOH AefTeILHOCTH B cepe oOpameHus
JeKapCTBEHHDLIX CPeJCTB AJIf BETEPHHAPHOI0 IPUMEHEHHUSD

B COOTBETCTBMH ¢ uYacThio 8 craten 19' @enepanbHOro 3aKoHa
or 4 wMas 2011r. Ne 99-®3 «O JHMIUEH3WPOBaHMH  OTACIbHBIX
BHIOB  JEATEJBHOCTH», ToamyHkroM 5.2(1).5 nyHkra 5 [Tonoxenus
o ®enepanbHOl Ciyx0e MO BETEPHHAPHOMY M (HUTOCAHMTAPHOMY Hal30py,
YTBEPXK/EHHOr0 IOCTaHOBJEHUWeM [IpaBHTEIbCTBA Poccuiickoit  ®enepaiiua
or 30 wmrong 2004 r. Ne327, W NOOANYHKTOM «B»  IIYHKTa 3
[MojokeHuss  ©  JIMIEH3MpoBaHWM  (apMaleBTHYECKOH  [EATENIBHOCTH,
YTBEPXKIEHHOrO IIOCTaHOBJIEHHEM IIpaBuUTENBCTBA Poccuiickoit ®Penepanuu
or 31 mapta 2022 1. Ne 547, ipuKa3 b Balo:

1. Ilpukas @enepaibHOH CIyXObl MO BETEPUHAPHOMY U (bUTOCAHUTAPHOMY
Hamsopy oT 10 asrycra 2022 r. Ne 1198 «O6 yrBepxaeHun (bOpMBbI OLIEHOYHOTO
JIACTA, COZIEPKAIIETO CIIMCOK KOHTPOIBHBIX BOIIPOCOB, OTBEThI Ha KOTOPBIC OJLKHBI
CBUIIETENECTBOBATh O  COOTBETCTBMM  COMCKATeNs  JIMLCH3WM, JIALCH3MaTa
JMLEH3UOHHBIM  TpeOOBaHWSM,  NPEAbSBISEMBIM  TIPH  OCYIICCTBICHHM
(bapMarieBTHIECKON IesTeNbHOCTH B chepe oOpallleHHs JIEKapCTBEHHBIX CPEICTB
JUISL  BETGPHHAPHOTO TIPUMEHEHHs»  (3aperncTpupoBaH  MuHIOCTOM Poccun
8 cemrsiops 2022 T., perucrpauHoHHBIH No 69999) NOTIONHMTE ITYHKTOM 4
CIIEAYFOIIETO COAEPKAHMS:




«4. Hacrosuwii mprika3 IedcTByeT 1o | ceHTsIOps 2028 r.».

2. Baectu u3MmeHeHHs B (GOpMy OLEHOYHOIO JIUCTA, COAEPKALICro CIIUCOK
KOHTPOJIBHBIX BOMPOCOB, OTBETHI Ha KOTOpBIE JO/DKHBI CBHICTCIBCTBOBATH
0 COOTBETCTBHM COHCKATEJIS JIMIICH3HH, IMIIEH3UATa IUIICH3NOHHBIM TPEOOBAHMSM,
IpeIbSABIAEMBIM TIPU OCYLIECTBICHNH (PapMaLeBTHIECKOH JEATENbHOCTH B chepe
obpallieHusl  JIEKAPCTBEHHBIX ~CPEICTB U1  BETEPMHAPHOro  NMPHMEHCHUS,
yTBepIKIEHHYI0 npuKasoM @efiepanbHON  CIyXObl  TIO BETCPUHAPHOMY
u ¢uTocanuTapHoMy Hamsopy or 10 asrycra 2022 r. Ne 1198, cormnacHo
TIPHIOXKEHHUIO K HACTOSIIEMY TIPHKa3y (fajiee — CIHCOK KOHTPOIBHEIX BOIIPOCOB).

3. Tlymkte 68, 152 — 155, 160 cnrcka KOHTPONBHEIX BONPOCOB IIPUMEHAIOTCA
go 1 mapra 2025 T.

PykoBoaurens C.A. JlanxBeprt




[Ipunoxkenue K IpUKasy
denepanbHOit CIyXObI 110
BETEPUHAPHOMY U
(uToCaHUTapHOMY HAJ30DPY

ot 12 centabps 2023 r. Ne 1121

N3MeHeHuUs, KOTOPbIE BHOCATCS B (POPMY OLIEHOYHOTO JIMCTA, COAEPIKALICTO
CIIMCOK KOHTPOJBHBIX BOIIPOCOB, OTBETHI HA KOTOPBIC HODKHEI CBUICTCILCTBOBATE
O COOTBETCTBUM COMCKATENS JTULEH3MUH, TULIEH3UATA JTUICH3HOHHBIM
TpeGOBaHUAM, PETBABIIEMbIM IIPH OCYIIECTBIEHHH (apMaleBTHIECKOH
JEATEIHFHOCTH B cpepe 0OpalieHUs TEKAPCTBEHHBIX CPEACTB ANl BETEPUHAPHOTO
PUMCEHEHH, YTBEPXKIEHHYIO0 IpHKazoM DenepanbHoi CiyKOb! 110
BeTepUHapHOMY M (uTocaHMTapHOMY Haxzopy ot 10 aBrycra 2022 . Ne 1198

1. Bompoc, conepxanmiica B rpade « KOHTPOJIBHBIE BOIPOCH, OTPAXKATOIME
couepKaHHEe JMIEH3HOHHBIX TpeGOBaHMi» MyHKTa 7 CHHCKA KOHTPOJIBHBIX
BONIPOCOB, OTBETHl Ha KOTOPHIE JOJDKHBI CBHACTENBCTBOBATH O COOTBETCTBHA
COMCKATEII JIMIIEH3MH, JTNIIEH3UATa TUIIEH3MOHHBIM TPeOOBAHUAM (Jjasiee — CIHCOK
KOHTPOIBHBIX BONPOCOB), M3I0XKUTH B CIEAYIOMECH PCAAKIIAH:

«COOTBETCTBYIOT JIM Yy COMCKarenms iuueHsun TpeGoBanmsm IIpapur
W3TOTOBJIEHUS M OTIYCKAa JIEKApCTBEHHBIX TMPENaparoB Ul BETEPUHAPHOIO
IIPUMEHEHWS BETEPUHAPHBIMH aNITEYHBIMH OPraHU3AIMAMH, UMEIOLUIMH JTULCHINIO
Ha (hapMaleBTHYECKYIO AEATENLHOCTD, YTBEPKICHHBIX NPUKA30M MuHncenbxo3a
Poccuu ot 10 ampens 2023 r. Ne 353% (mamee — IlpaBmia M3rOTOBIEHHA H
OTITYCKa):».

2. CHOCKy 8 K MYyHKTYy 7 CIHMCKAa KOHTPOJBHBIX BOIPOCOB H3/I0XKHTH
B CJIEAYIOLIEN pelaKIHU:

«8  Bapermctpupoan Munnroctom  Poccun 1 wmroHA 2023 r,
peructpanuonnsiii Ne 73667. CoritacHo IyHKTY 3 HpHKasa Muncenpxo3a Poccun
ot 10 ampens 2023 r. Ne 353 gaHHbIi aKT mekcTyeT X0 1 centa6pa 2029 r.,
3a WCKIIOYEHHeM NyHKToB 17 (B 4acTM 3alONHEHMS Kopenika peienra
Ha JIeKapCTBEHHBI MTpenapar 1jis BETCpHHAPHOTO npumeneHus), 79, 80, 84 [pasun
M3TOTOBJIEHMS U OTIYCKa, KOTOpHIE AeiicTBYIOT 1o 1 MapTa 2025 r.».

3. Ilymkter 51-164 cmmcka  KOHTPOIBHBIX — BONPOCOB  M3JIOXHTDH
B CIIeAYIOIEH peaaKIun:

«

OCyIIeCTBIAIOTCA 4 M3TOTOBICHHE W
OTIyCK JIEKapCTBEHHbIX IMPCMapaToB
JUIS  BETEPUHAPHOTO  TIPUMEHEHWA
(mamee — JEKapCTBEHHBIC MpETIapaTHI)
BETepHHAPHBLIMU anTeYHbIMH
OpraHu3alyiIMH, UMEOIHUMH
IMIEH3H0 HAa  (hapMALEBTHYECKYIO
JIeSTeNILHOCTL ¢ TIPaBOM H3rOTOBICHUA
JEKapCTBEHHBIX IPETIapaToB (nanee —
BETEpUHApPHAs anTeka)?

Iyuxr 1 IIpaBun
W3TOTOBIICHHUS U
OTITyCKa

51.




52.

OCyIIECTBIAIOTCA JIM M3TOTOBIEHHE M
OTIYCK JIEKapCTBEHHBIX IIPENaparoB
BETEPUHAPHOI aNTEeKoH HO pelenTy Ha
JIEKapCTBEHHBIM IIpenjapar (mamee —
petienT)?

ITynxT 2 [IpaBun
H3TOTOBIEHUS U
OTHyCKa

53.

CooTtBeTcTBYET m
JieKapCTBEHHBIX
H3TOTOBIEHHBIX
anTeKoMn,
dapmaxorieiiHo# cTaTbu?

KadeCTBO
Tpenaparos,
BETEpHUHAPHOM
TpeOoBaHIIM

Iynkr 3 [IpaBun
H3TrOTOBJICHUS H
OTITyCKa

54.

OcytecTBIAIOTCA m pu
H3TOTOBJICHAH B BETEPHHAPHOM anTeke
TIeKApCTBEHHBIX pernapaToB
CIIEAYIONHE BUABI KOHTPOJIS:

54.1.

(bapManeBTHUECKHX
BKJTFOYEHHEBIX B
TOCYAapCTBEHHBIH peectp
JIeKapCTBEHHBIX CpeACTB Js
BeTepuHapHoro npumeHenns ) (nanee
— (apMaueBTHYECKas CyOCcTaHIMs)?

KOHTPOIIb
cyOcraHIyi,

54.2.

KOHTPOJIb 3apEruCTPHPOBAHHBIX
NeKapCTBEHHBIX MpenapaTos!*®?

54.3.

KOHTPOJb BCIIOMOI'aTCIBHBIX BemiecTs?

54.4.

KOHTPOIIb YIIaKOBOYHBIX MaTEPHAIIOB?

54.5.

KOHTpPOJIb TPOXYKTOB, IOTydacMBIX H3
(hapManeBTHICCKHX cybcrannuii,
3apErHCTPHPOBAHHBIX JIEKAPCTBCHHBIX
Mpenaparos, BCIIOMOTATENBHBIX
BEMIECTB (aliee — MCXOIHOE CHIphe)?

54.6.

KOHTPOJIb HU3rOTOBICHHBIX
JIeKapCTBEHHBIX IIpenaparoB (janee —
BHYTPHANTEYHEI! KOHTPOIb)?

TIynkr 5 [pasun
H3rOTOBIEHUS U
OTITyCKa

55.

OcyiecTBisAeTCs JIM BHYTPHANTEYHBINA
KOHTPOJIb PaGOTHUKaMU BETEPHHAPHOH
anTeku,  JEATENBHOCTH KOTOPBIX
HEIOCPEACTBEHHO CBA3aHa c
H3TOTOBJICHUEM u OTITYCKOM
JIeKapCcTBEHHBIX Tpenaparos (najnee —
anTednsle pabOTHHKK), H (MIIH) JTHIIOM,
OTBETCTBEHHHIM 33 BHYTpHANTEUHEIH
KOHTpOJNL (Jaslee — OTBCTCTBEHHOE
JULO)?

TTynxkr 6 [Tpasun
H3rOTOBJICHHUSA U
OTIyCKa

56.

Ocymiectsisfer M OTBETCTBEHHOE
MO, HAa3HAYEHHOE pPYKOBOAWTEIEM
BeTEpUHApHOH anTeKH, BUIBI
BHYTPHANTEYHOTO KOHTpOJIA,
ompe/ielieHHBIE B €ro  JIOMKHOCTHBIX
HHCTPYKIIHAX, B COOTBETCYBHH C

ITynkr 6 [Ipasun
W3rOTOBNCHUA H
OTIyCKa




tpeboanusasmMu rnaBbl  VII  IlpaBun
H3TOTOBJICHHUS H OTITyCKa?

57.

Ob6ecnicudBaer 1M PYKOBOJWTENH
BCTEPUHAPHONW  aNTeKd HIM  €ro
3aMECTHTE]Ib, B CIyd4ae OTCYTCTBHSA
aNnTeYHoro paboTHMKa 1§
OTBETCTBEHHOTO JIHLA, BBIIOIHEHHE
BHYTPHANTEYHOTO  KOHTpONd,  3a
HUCKITIOYCHUEM KOHTPOJIA,
OCYIIECTBISEMOTO B COOTBETCTBHH C
nyukrtoM 28 IIpaBun M3roToBIeHUS U
ormycka?

[yuxt 7 IpaBun
M3TOTOBJICHUA H
OTITyCKa

58.

OCyLIECTBIAIOTCA JTH B BETEPHHAPHON
anTeke:

58.1.

BelleHHEe BHYTPEHHEH TeXHHYECKOH
JOKYMEHTaluH (Janee — CTaHAAPTHBIC
onepalHOHHEIE TpOLEYPHI) B
cooTBeTcTBMM ¢ myHKTOoM 9 Ilpasun
M3rOTOBIICHUS W OTITyCKa?

58.2.

opranuzauus paboOThl BETEPHHAPHON
anreku?

58.3.

OpraHU3aiyA YCIOBHH /s BHIIOTHCHHUA
BHYTPHANTEYHOTO KOHTPOINA?

58.4.

XpaHeHHe BCIIOMOTaTeNbHAIX BEMIECTB U
YIIaKOBOYHBIX MarepuasoB B
COOTBETCTBUM ¢ TpeboBaHusMH (B
cllyyae MX HaJM4¥f), yCTaHOBJIEHHBIMH
HX TIPOW3BOAMTENEM, M TPeOOBAHUAMU
dapmakoneiHbIX cTaTel?

ITynkr 8 Ilpasun
M3TOTOBJICHUA H
OTITyCKa

59.

YTBEpKICHEI m BETEPUHAPHOI
aNTEKOH CTaHJAapTHHIE ONEPallMOHHBIC
MPOLEAYPHI?

IIynkt 9 Ipasun
U3TOTOBICHUA U
OTITyCKa

60.

Omucan JH B CTaHHAPTHBIX
OTNIEPAIMOHHBIX TIPOLIEAYPAX MOPAMOK
OCYILIECTBICHUS M yYeTa CIEAYIONMHX
NEeUCTBUIL:

60.1.

BBIOOD
ocymliecTBIsIonen
HCXOIIHOTO CBIpBA
ITOCTABIIHK)?

OpraHu3alHH,
TIOCTaBKY
(nanee -

60.2.

W3rOTOBJIICHUE TIPOAYKTOB, TTOY4aEMbIX
W3 HCXOJAHOTO CHIpbS (Jamee —
MPOMEXYTOUHBIE MPOTYKTHI)?

60.3.

MU3TOTOBJICHUE
npenaparoB?

JCKAapCTBCHHBIX

60.4.

YIIaKoBKa H (I)aCOBKa JIEKApCTBEHHBIX

ITyukr 9 IIpaBun
W3TOTOBIICHHS U
OTITyCKa




npenaparoB?

60.5.

HpOIECCHl  CTEPHUITH3ANMH  UCXOAHOTO
CBIpbA " H3rOTOBIEHHEIX
JIEKaPCTBEHHKIX ITpenapaTtoB?

60.6.

OCYIIIECTBIICHAE BHYTPHANTEYHOTO
KoHTpONA?

60.7.

OTITyCK U3TOTOBJIECHHBIX
JIEKapPCTBCHHBIX NPENapaToB?

60.8.

orbop mpod ON1  TPOBEJECHHA
MHKPOOHOIOTHIECKOT0 KOHTpOIA?

60.9.

OYHCTKa 3| ne3nHpexuus
obopynoBanus?

60.10.

OUNCTKA 7| CTepUNH3aLUL
1aGopaTOPHOM HOCYABI, HCMONB3YEMOM
TPH  HM3TOTOBJICHHH  JIEKapPCTBEHHBIX
mpenaparoB?

60.11.

yGopKa 1 Je3UHEKIH TOMEIIEHNH?

60.12.

npoBeeHWEe  pacClefOBaHMUA  TpU
OOHapyXeHUM HEA0OPOKAaUECTBEHHBIX,
KOHTpa(aKTHBIX,

¢danbCHHLIIMPOBAHHEIX JIEKAPCTBEHHBIX
TpenaparoB (anee — paccieoBaHus)?

60.13.

IpUMEHEHUE KOPPEKTUPYIOIIUX M (MIH)
OpeynpexIalomux  JCHCTBHA 1O
pe3yibTaTaM pacciel0BaHuii?

6l.

Bxmouatot plecs CTAaHIAPTHHIC
OTICPAlIMOHHEIE NIPOLEAYPhIL

61.1.

y4eT JaHHBIX IIPH  BHIIIOTHEHHH
CTaHIAPTHBIX OnepaIMOHHBIX
TpoLenyp (BKrOYas COCTaBIEHHE
aKTOB, BeJIeHHE JKypHAJIOB)?

61.2.

OCYILECTBICHHE aHAIH3a CTaHJApTHBIX
ONEpPaIOHHEIX IPoNeAyp?

61.3.

YCTAHOBJICHHE DPWYMH  HapyIICHHUS
CTaHIAPTHBIX OnepanroHHbIX
mpouenyp?

ITynkr 10 ITpaBun
U3TOTOBJICHUS H

OTIyCKa

62.

[IpexycmMarpuBaeT 1M CTaHAapTHAs
olepalMOHHas Tpouexypa BeOOpa
[IOCTABIIHKA cobmogenue
MOCTABIIHKOM:

62.1.

CPOKOB MOCTaBKH MCXOAHOT'O CLIpI:}l?

62.2.

YCIIOBHIA TIOCTaBKH HCXOAHOTO CHIPhS?

ITynkr 11 IIpaBun
U3TOTOBJICHUA H
OTIIyCKA




NpOBEPKH  BETEPUHAPHOH  alTeKoi
Halu4Hs Y HOCTaBIIMKA JMIECH3MK Ha
ocymecTsieHre  ¢apMaleBTHIECKOH
JieATeNBHOCTH B cdepe obpamieHus

JIeKapCTBEHHBIX CpeacTs Juist
62.3. BETEpHHAPHOTO NMpUMEHEHUS c
yKa3aHUEM  BBINOJNHAEMBIX  pabor,
OKa3BIBAEMBIX YCIIYT WIH JMUEH3UH Ha
MPOM3BOZCTBO J1EKAPCTBEHHEIX CPEICTB
JUIL  BETEPUHAPHOrO MPUMEHEHHS C
yKa3aHHeM nepedns pabot?
CPOKOB MOCTABKH 3apPETHCTPUPOBAHHBIX
62.4. JIEKapCTBEHHBIX penapaToB "
{apMaueBTHIECKHX CyOCTaHLMH?
YCIIOBHH MOCTaBKH
62.5 3aperuCTPUPOBAHHBIX JIEKAPCTBCHHEIX
e npenapatoB MW (apMaleBTUYECKHUX
cybcranmmii?
npeAcTagieHns — WHGOpMamuu 00
YCIIOBUAX XpaHeHHS
3aperHCTPUPOBaHHBIX  JICKAPCTBEHHEBIX
MpenapaTos, YCTaHOBIIEHHBIX
HHCTPYKLMAMHU 10  BETEPHHAPHOMY
62.6. MPUMEHEHHIO JIeKapCTBEHHBIX
TIpenapaToB, W YCIOBHAX XpaHEHHUs
dapmareBTHIECKHX cyOcTaHIui,
KOTOpBIE cofepxaTcs B
roCyAapCTBEHHOM peectpe
JIEKAPCTBEHHBIX CpencTB IS
BETEPUHAPHOTO IPUMEHEHHA?
[penycmaTpuBaeT 1M CTaHAapTHas
oltepanoHHas npouexypa
H3TOTOBIICHUS TMPOMEXYTOUHBIX Tysxr 12 Tpaswn
63. NPOAyKTOB TOCTEAOBATENBHOCTD | 0 o o
IEHCTBUH aNTeYyHbIX PaGOTHHUKOB HIH otnycka
OTBETCTBEHHOTO T2 110):
H3TOTOBIICHUN IIPOMEKYTOYHBIX
TPOAYKTOB?
TMpenaycMaTpuBaeT 1M CTaHOapTHas
orlepanuoHHas npoHeRypa
W3TOTOBJICHUA JIeKapCTBEHHEIX Tlynr 13 Tipasun
64. nperapaTos TOCHE/IOBATENBHOCTD | e
JeCTBHI anTe4YHbIX paGOTHHKOB HIIM oniycxca
OTBETCTBEHHOTO VLA pH
H3TOTOBICHUHN JIEKapPCTBEHHEIX
npenapaToB?
IMpenycmaTpuBaeT &M CTaHOapTHas
onepalMonHas mpoueaypa ynakoBku H | ITynkr 14 TIpasun
65. $acoBku JIeKapCTBEHHBIX TPENAPATOB | W3rOTOBJICHUA U

HOCJIEAOBATEIBHOCTH neiicTBuii
anTe4YHBbIX pabOTHHKOB HIIH

OTITyCKa




OTBETCTBEHHOTO JIMIIA TIPU YNIAKOBKE M
dacoBKe JIEKapCTBEHHLIX NIPeNapaToB?

66.

IlpemycMaTpuBacT [H CTaHIApTHAA
orepanyoHHas MpoleAypa TPOIECCOB
CTECPUIIM3ALUH  HCXOJHOTO  CHIPBA,
HU3TOTOBIECHHBIX TIeKapCTBEHHBIX
npenapaToB MOCNe0BAaTENLHOCTD
JNEWCTBHI aNTeYHbIX pabOTHUKOB WIH
OTBETCTBEHHOI'O mua npu
CTEpWIIM3allMA  MCXOJHOTO  CHIPBS,
HU3rOTOBIEHHBIX JIEKapCTBEHHBIX
mpenaparoB?

Hynxr 15 [pasun
H3TOTOBJICHHUA H
OTIyCKa

67.

TpegycMaTpuBaeT I
onepavoHHas npolexypa
OCYIIECTBIICHHA BHYTPHAIITEYHOTO
KOHTPOJIS  TIPOBEPKY  COOTBETCTBHS
H3TOTOBICHHBIX JIEKapCTBEHHBIX
HpenapaToB TpeboBaHUAM
¢apmakomneiHbIX cTaTeH?

CTaHAapTHasA

Iynukr 16 IIpasun
H3COTOBIECHUS U
OTITyCKa

68.

MpexycMmaTtpuBaeT 1M CTaHOapTHas
omepai{oHHas IpoLeaypa OTIycKa
H3TOTOBIIEHHBIX TIeKapCTBEHHBIX
[penapaToB OTHMYCK JIEKAPCTBECHHBIX
npernapaToB B COOTBETCTBHH €
perentoM  (BKMIOYas  3alONIHEHHE
KOpellKka pewenta, HpuIaraeMoro K
H3rOTOBICHHOMY JIcKapCTBEHHOMY

npemnapary)?

ITynxr 17 lIpaBun
W3TOTOBICHUI U
OTITyCKa

69.

MpexycMaTpuBaeT JIM  CTaHOapTHas
ONepanuoHHas mpoLexypa orbopa mpod
ISt MpoBeReHNA
MHKpPOOHOIOTHIECKOTO KOHTPOJIS
[IOCTIEI0BATENBHOCTE neicTBUi
anTevHBIX pabOTHNKOB WIH
OTBETCTBEHHOI'O JIWIIA TIpH 0TOOpE MPod
hiuct TIPOBEACHUA KOHTpOJIA,
NpeAyCMOTPEHHOTO  ITyHKToM 39
[TpaBui M3rOTOBJIEHNS K OTITYCKa?

Iynxr 18 [pasun
H3rOTOBJICHUS U
OTITyCKa

70.

[MpeaycMaTpuBaeT JM  CTaHIapTHas
ONEpalOHHas NpoLeaypa OYHCTKH H
ne3nHGEKIUH o6GopyzoBaHu1,
HCIIONIB3YEMOTO MPH  H3TOTOBJIECHHH
JICKapCTBEHHBIX MpenapaToB,
MOCHeA0BATENBHOCTD nefcTBUi
aITEeTHBIX pabOTHHKOB WK
OTBETCTBCHHOTO JIMIA II0 OYMUCTKE H
ne3uHdexunu 00opyHoBaHus?

IMyuxr 19 [Tpasun
HM3TOTOBJICHHSA U
OTIyCKa

71.

TMpemycMaTpuBaeT NnM  CTaHAapTHas
ONepalyoHHas NPOLEAypa OYHCTKH W
CTEpUIM3AIMM J1abOPaTOPHOM MOCYIbI,
UCHONE3YEMOW  NIPU  H3TOTOBICHHM

IMynkr 19 Ipasun
U3TOTOBJICHUS H
OTITyCKa




JICKapCTBEHHBIX penaparos,
OCNIEeA0BATENLHOCTE nelicTBHIA
afTEYHBIX pabOTHHKOB WIIH

OTBETCTBEHHOTO JHMIA IO OYHCTKE H
CTepUIM3aLKU Tab0paTOPHOI MOCybI?

72.

MpemycmaTpuBaer I CTaHAapTHas
onepalMOHHas Tpoueaypa ybopku H
ne3uH(pexunn TOMEIIEHUH
mocneJoBaTeNbHOCTh JeticTBUit
anTeYHBIX pabOTHHKOB WIH
OTBETCTBEHHOrO JHIA INpH yOOpke H
Je3uHpEKUNH TOMEIIEHHIH?

ITyrkr 20 Ipasun
H3TOTOBJICHUA M
OTIyCKa

73.

[IpexycMaTpuBaeT 1M CTAHAApPTHAs
ollepallioHHas NpoleNypa MPOBCACHU
paccienoBaHui YCTaHOBIICHHUE
OTBETCTBEHHLIM JIHTIOM WK
PYKOBOJMTENIEM BETEPUHAPHON aNTEKH
TPHYMH TOCTYIUICHHS:

73.1.

He100poKaueCTBEHHBIX JIEKAPCTBEHHBIX
npenaparoB?

73.2.

KOHTpaghaKTHBIX
npenaparoB?

JICKapCTBCHHBIX

73.3.

PanbcnUIIPOBAHHBIX JTEKAPCTBEHHBIX
mpenaparos?

ITynkr 21 IIpaBun
W3TOTOBJICHUS ¥
OTIycKa

74.

IIpexycMaTpuBaeT IH  CTaHAApTHAsA
onepanuoHHas NMpouexypa NpPOBEICHHUS
pacciaenoBaHui yCTaHOBIECHHUE
OTBETCTBEHHBIM THIOM HIH
PYKOBOJMTENIEM BETEPUHAPHON aNTEKH
NpPUYMH  XpaHeHHs  BETEPUHAPHOH
anTeKoMH:

Iysxr 21 Ipasun

74.1.

HEA00POKAUECTBEHHBIX JIEKAPCTBEHHBIX
mpenaparoB?

H3TOTOBJICHUS U
OTITyCKa

74.2.

KOHTpadaKTHEIX,
npenaparos?

JICKApCTBCHHBIX

74.3.

¢anscHpUIPOBaHHBIX JIEKAPCTBEHHBIX
npenaparoB?

75.

[IpeaycMaTpuBaeT JIM  CTaHJapTHas
omepanxoHHas Ipoueaypa NpoBeACHUs
paccienoBaHuH [pHHSITHE
Hpeaynpex JAFOLX Mep?

Iynxr 21 IIpaBun
H3TOTOBIICHUS B
OTITyCKa

76.

IpenycMaTpuBaeT 1M CTaHAApTHAST
ollepaliioHHas Ipoleaypa IPHMCHEHN
KOPPEKTHPYIOUINX " (umn)
NpeAyNpexXJAoMHUX  JEHCTBAH  TI0
pe3yibTaTaM paccie/10BaHHid
ompecieHre OTBETCTBEHHBIM JHIIOM

IMynxr 22 IIpasun
W3rOTOBJICHHUS U
OTITyCKa




WIH PYKOBOAUTENECM. BETCPUHAPHOH
anTekH NepeyHeHd KOPpeKTHPYIOUIMX H
() TpexyNpexAAIOWIX JeHCTBUH H
CPOKOB HCIIOITHEHNS TaKUX JACHCTBUM]?

71.

Conepxar M
CTaH/apTHbIE OTICpaLMOHHEIE
TOpOUEAYps  YKa3aHME Ha MPHYHUHBI
BHOCHMBIX U3MEHEHUH?

HU3MCHCHHA B

Tynxr 23 [pasun
H3TOTOBJICHUS H
OTITycKa

78.

HpnnaranTcx M HU3MCHCHUA B
CTaHIApPTHHIC OncpaluOHHEIE
TpOIeAyps K JOKYMEHTaM, KOTOPHIMU
YTBEPXKACHEL COOTBETCTBYIOLIHE
CTaHAapTHHIC OTICPALIMOHHBIC
poLeayps?

ITynxT 23 [Ipasun
W3TOTOBIICHHUS H
oTHycKa

79.

Opranu3oBaHo J1TH B BETEPUHAPHOH
anTeke XpaHeHHe CIIEAYIOIHUX
JIOKYMEHTOB:

79.1.

aKToB?

79.2.

JOKYMEHTOB, coepKkalux
uH(bopMalLHIo, HpeTyCMOTPEHHYIO
myHkroM 75 Tlpasunm M3rOTOBNCHHS H
otmycka?

79.3.

3aIIMCEN 110 TPOBEACHHUIO HCCIIEN0BAHUI
KOHTPOJISi KadecTBa H3TOTOBJICHHBIX
JIEKapCTBEHHBIX IIPenapaToB?

79.4.

JOKYMEHTOB U JKYPHAJIOB, COCTaBJICHUE
(BemeHHe) KOTOpPHIX MPEAYCMOTPCHO
nyakrtamu 46, 59, 70, 74, 77 u 81
ITpaBui1 H3TOTOBJICHHS H OTITYCKa?

Tlynkr 24 IIpasun
M3TOTOBJICHUA H
OTMyCKa

79.5.

petienToB?

79.6.

COIPOBOJIMTENBHBIX JTOKYMEHTOB —Ha
HCXORHOE CHIphe?

79.7.

COIIPOBOAUTENBHBIX JIOKYyMEHTOB Ha
yIaKOBOYHBIE MaTepHabl?

79.8.

JOKYMCHTOB TIIPOU3BOIUTENS,
HOJITBCp)I(I[ﬂIOIlIPIX COOTBETCTBHE
KadyecTBa HCXOOHOrO CBIpL)I?

79.9.

JOKYMEHTOB [POU3BOAUTEN,
MOATBEPKAAIONIMX COOTBETCTBHE
Ka4ecTBa YIIAKOBOYHBIX MaTepHajoB (B
clydae UX Haluu4aus)?

80.

OmnpeniesieH T BeTEpPHHAPHON alTeKOM
CpOK XpaHEeHHs JOKyMEHTallHH,
TpexycMoTpeHHO# myHKToM 24 Tlpasun
H3TOTOBICHUA H OTITyCKa

IMTyuxT 25 [Ipasun
W3TOTOBIICHHS H
OTIyCcKa




(3a UCKITIOUEHHEM KYPHAJIOB), KOTOPHIA
He MOXET COCTaBIATh MEHEE TPEX JIET €
JaThl OTITyCKa H3TOTOBJICHHOTO
JIEKAPCTBEHHOTO Npenapara?’

81.

Onpezenex 1M BETCPUHAPHON aNTEKOH
CPOK XpaHeHHA KypHAIOB,
[peayCMOTPEHHBIX ITYHKTOM 24 IIpasui
H3TOTOBJIEHUS M OTITyCKa, KOTOPBIH HE
MOXET COCTAaBIATH MEHEE TPeX JET ¢
JlaThl BHECEHUs TIOCIEIHUX 3allUCEd B
KypHaIb?

IMynxt 26 Ipasun
W3TOTOBIICHHUS H
OTITyCKa

82.

VeraHoBeHBI M IIOJTHOMOYHA M
00S3aHHOCTH aNTeYyHBIX PabOTHHKOBR,
OTBETCTBCHHBIX JIUI JODKHOCTHEIMU
HHCTPYKUMSIMH?

ITynkr 27 IIpaBun
W3rOTOBJICHUA H
OTITyCKa

83.

OCyIIeCTBIAIOTCS 1M BETEPUHAPHON
aNTeKoll  CaMOCTOSTENBHO MIM €
TPHBIEUYECHHEM UCIIBITATENHHOH
na0opaTopul  CIEAYIOIIHE BB
KOHTPOJLS:

83.1.

(pH3UKO—XUMIYECKUH KOHTPOIIb?

83.2.

onpeAeNcHUe  CTEPWIBHOCTH  ANA
CTEPHIILHBIX TMPOMEXyTOIHBIX
MPOAYKTOR?

83.3.

olpedeNneHiHe  MHUKPOOHOIOrHYECKOH
YHCTOTHL ans HECTEPHUJIBHBIX
HPOMEKYTOYHBIX TPOJAYKTOB (Hajee —
MHKPOOHONIOTHIECKHiA KOHTpPOIb
IPOMEXYTOYHBIX TIPOLYKTOB)?

83.4.

ompeselieHHe  CTEPMIBHOCTH  JUIA
CTEPHIIBHBIX H3rOTORJIEHHBIX
JIeKapCTBEHHBIX TIPeNnaparoB?

ITynkr 28 IIpaBun
U3rOTOBIICHAA H
OTIyCKa

83.5.

ONpe/IE/ieHHe  MHUKPOOHOTIOTHYECKOH
YHCTOTHI ISt HECTEPUIBHBIX
H3TOTOBICHHBIX JIEKAPCTBEHHEIX
npemnaparon?

83.6.

onpezneneHUe  MUPOrEHHOCTH  JUIA
HHBLEKIHOHHBIX PacTBOPOB?

83.7.

onpejieJleHHe HaIU4us GakTepHalbHbIX
3HIOTOKCHHOB [UIS TapeHTepalbHBIX
JIEKapCTBEHHBIX IIPENapaToB H APYTHX
moxasareineii B COOTBETCTBUH C
TpeOoBaHUAMH thapMakoIneRHbIX
cTarei?

83.8.

MHKPOOHONOTHYECKHIH KOHTPOIIb,
OPOBOMMMBIH B COOTBETCTBHH  C
nyakroM 39 IlpaBun M3rOTOBICHHA H
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oTtmycka?

PazMmemaeTcs id 060pyHOBaHAE TaKUM
oGpaszom, uroObl OblIa oOecmeucHa

MMynkT 29 [Ipasun
BO3MOXHOCTE JJIS €10 OUHCTKH C LEIBHO
84. H3TrOTOBJIEHUA H
PEAOTBPAICHHA KOHTaMUHAIUI
OTITyCKa
H3TOTOBIEHHBIX JIEKapCTBEHHEIX
npenapaton?
HUcnons3yercs 11 060pyA0oBaHHE TAKUM
oOpasoMm, 4roOBl OblTa obecredeHa
P ’ Iyuxr 29 [Ipasun
BO3MOXHOCTD JUISI €70 OUHCTKH C LIENBI0
85. H3TOTOBJICHUS H
TIPEeAOTBpALLICHHA KOHTaMHHAIUH
OTITyCKa
HM3TOTOBICHHBIX JIEKAPCTBEHHBIX
npenapatoB?
O0opynoBaHEI m MTOMETIEHUS
BETepHHApHOH anTekd, B KoTophlx | [Tynkr 30 IpaBun
86. OCYTIECTBIACTCA H3TOTOBJICHUE | W3TOTOBICHHSA H
TieKapCTBEHHEBIX [penapaTos, OTITyCcKa
HPUTOYHO-BHITSDKHON BEHTHIIALMEH?
ObecinedeHsl M TIOMELIECHUA
BETEPUHApHOH AamTeKkH, B KOTOPBIX
OCyIIeCTBIACTCA HM3TOTOBIICHUE
87. JICKapCTBEHHBIX IIpenapaToB,
CHEOYIOUMM  O0OpYNOBaHUEM  JUIA
M3TOTOBIICHUSA JIEKApCTBEHHBIX
MpenapaToB:
1abopaTopHEIM  00OpYIOBAHHCM  H
1 CPeZCTBAMH W3MCPCHHH, B TOM HTHMCHE | [Tyyyr 30 [Ipapw
1L TEXHUIECKAMHU CPEACTBAMH VLA | pororonnomva u
MOCTOSHHOTO KOHTPOJS TEMIIEPATYPhl U oTmycKa
BIAXHOCTH?
XONOMUILHUKAMHE, €CIH H3TOTOBIECHHE
872 JNIeKapCTBEHHOTO mpemnapara Tpebyer
- colmoneHns TEMIIEPATYPHBIX
pexumMoB?
87.3. naGopaTopHOi Mocynoi?
87.4. mkadamu (Creriaxamu)?
3anpemieH M IOCTYN NMOTPEOUTENIM B
TIOMEIlEHNs] BETEPHHAPHOH anTeKH, 3a
o PHHAPHOY ’ Iynxr 31 [IpaBun
HCKIIIOUEHHEM TIOMEIIEHHH, B KOTOPBIX
88. H3TOTOBIICHUS U
OCYILCCTBISAETCS OTIIYCK
OTITyCKa
H3TOTOBIICHHEBIX JIEKapCTBEHHBIX
mpernaparos?
NMeroT M TIOMENICHUS BETEPUHAPHOM
anTeKy, ocymecteisiomet | [Tynxr 32 Ilpasuin
89. H3TOTOBJICHUE HECTEPUILHEIX | M3TOTOBJCHUS U
JIeKapCTBEHHBIX MperapaTos, OTIyCKa

CICOYIOLINE 30HBI:
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89.1.

30Ha JJI% W3TOTOBJICHUS IEKapCTBEHHBIX
npenaparoB?

89.2.

30HAa 19 MOWKH M CTEpHIM3aLHH
naGopaTtopHoii mocyas?

89.3.

30Ha JJIs1 XpaHCHUS UCXOAHOI'O CBIpI:H?

89.4.

30Ha I XpaHEHWs W H3TOTOBJICHHSA
HPOMEKYTOUHBIX TPOXYKTOB?

89.5.

30Ha A1 XpaHeHHs W HW3TOTOBICHHA
PEeaxKTHBORB?

89.6.

30HA U1 XpaHEHHs H3TOTOBJIECHHBIX
JEeKapCTBEHHHIX IIperapaTos?

89.7.

30Ha JUI1 XPAaHEHUA YNMaKOBOYHEBIX
MaTepHalloB, BCTIOMOTaTENBHBIX
MaTtepHaloB, Tapbi?

89.8.

30Ha JNS KOHTPOJIBHOH MAapKUpPOBKH H
TEPMETHIHOTO YKYIIOpUBAaHUS
H3TOTOBJIEHHBIX JieKapcTBEHHBIX
mpenaparoB?

89.9.

30Ha Ui YIAKOBKU M3rOTOBICHHBIX
JIeKapCTBEHHBIX IpenapaTos?

89.10.

30Ha OTITyCKa JEKapCTBEHHBIX
npenapaToB MOTPeOUTENIM?

89.11.

30Ha JIJI4 OIYYeHUS BOAbI OYNIIECHHOH,
B Cllyyae HEOOXOXHMOCTH MONydEHHS
BOJIbI OUHIEHHO#?

90.

HcKIroueHsl JT1 IPH pactioNoKeHUH 30H
BETEPHUHAPHOH aNTEKU BCTPCUHBIC UIH
HmepeKpecTHbie  MOTOKM — HMCXOAHOTO
CBIPBS " M3TOTORNEHHBIX
JIEKApCTBEHHBIX TMpenaparos?

ITyuxr 33 [IpaBun
U3TOTOBICHUA U
OTITyCKa

91.

Pacromaraercs 1 pabodee MECTO
ATTEeYHOTO paboTHHKA,
3aHUMAIOIIETOCS H3TOTOBJIEHHEM
JIEKApPCTBEHHBIX MPENapaToB M (MIH)
OCYILIECTBIAIOIETO  BHYTPHANTEUHBIH
KOHTpPOJb, B MOMEIICHUH, B KOTOPOM
H3TOTABIHBAIOTCA JieKapCTBCHHbIE
mpenaparst?

ITynkr 34 IIpaBun
W3TOTOBIICHUA 1
OTITyCcKa

92.

3ampemeHo M B IIOMEIICHHAX
BETCPUHAPHOH anmTekd, B KOTOPHIX
W3rOTaBIMBAIOTCS JIEKApCTBEHHEIC
Hpenaparsl:

92.1.

XpaHCHHE XO3AWUCTBEHHOTO M JPYroro
WHBEHTapd, HE WCIOIb3YEMOro TIpH

Ilynxr 35 [lpaBun
M3TOTOBNISHUS U
oTmycka
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HU3TOTOBIIEHUH TIEKapCTBEHHBIX
npenaparos?

92.2.

XpaHeHHe 01K IbI PaGOTHHKOB?

92.3.

pasMenicHUE 30HBI OTABIXAa M MpHCMa
iy ?

92.4.

OCYILIECTBICHHE TOPTOBIIH
JIEKapCTBEHHBIMH IIperapaTamMuy’

93.

HMeer nu BeTcpHHapHas  amnTeka,
OCYLIECTBIIOMAs H3TOTOBNEHNE
CTEPHIBHBIX JIeKapCTBEHHBIX
TpenapaToB B aCENTUYECKUX YCIOBUSIX,
acenTHYeCKuit 610K?

ITynkr 36 IIpaBun
H3TOTOBIICHUS K
OTIyCcKa

94,

BxmouaeT JdM acemTHUECKHil O1oK
CIETYIONIHE IOMEILCHH:

94.1.

NUIFO3HL I8 paOOTHUKOB IpH BXOJE B
acenTHuyeckuit 0mok?

94.2.

U036 JUIA IMOCTYIIAKOMIUX HUCXOIHOI0
ChIpbA ¥ YIIAKOBOYHBIX MaTepnanos?

94.3.

NUTIO3HI IJIS TIepeiadl M3rOTOBIEHHBIX
JIEKapCTBEHHBIX MPENapaToB, KOTOPHIC
3AMUMIAIOT BO3OYX IOMEMICHUS s
H3TOTOBICHHUS JIEKapCTBEHHBIX
npernaparoB 0T KOHTAMWHALMHU?

94.4,

[IOMENIEHHe JUI1 TIONYYSHUs BOMBI JIA
WHBLEKIMIT (IOMyCKaeTcs COBMEILEHUE C
30HOH I TIOTYYCHUSA BOJIBI
OUMIIEHHOM B CiIydae MOIY4YEeHUd B
BETEPUHApHOH afnTeke BOJIBI
OYHMIICHHON U BOABI [ HHBEKIIHNIL)?

ITynkrer 36 u 38
IIpasun
H3TOTOBJICHUS H

94.5.

TIOMEIIEHHE s W3TOTOBJIEHHUS
JIEKapCTBEHHBIX - TpernapaTosB,
060pyn0BaHHOE TJAMHHAPHBIM GOKCOM?

OTITyCKa

94.6.

MOMETIECHHUE pilis:d CTEpUIH3ALMH
H3rOTOBICHHBIX JIeKapCTBEHHBIX
npenaparoB  (HeoOs3aTenpHO IS
BeTepUHAPHBIX anTek,
OCYMIECTBIMIOIINX  H3TOTOBICHHC B
aCEMTHYECKNX  YCIOBUAX  TOJBKO
IIa3HBIX Kanens)?

94.7.

HIOMeEIIlEHHE IUTS KOHTpPOJBHOH
MapKUPOBKH i TEPMETHYHOTO
YKYNOpHBaHUA H3TOTORIICHHBIX
JIEKapPCTBEHHBIX MpenaparoB
(HeoOs3aTenbHO U1 BETEPHHAPHBIX
amnTex, OCYIECTBIAIOMINX
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HU3roTOBJIICHHUC B ACCIITHYCCKUX
YCJIOBHSAX TOJNBKO I'Ta3HbIX KaHC.IIL)?

noMemnieHne ans VIIaKOBKH
94.8. W3TOTOBIICHHBIX NIeKapCTBEHHBIX
npenaparoB?
WMeroT 1M JOCTYH B acENTHUYECKHiA
OIIOK TONBKO anTeyHble pabOTHUKH, Tynxcr 37 Ipasu
95. OIpeICICHHbIE PYKOBOIMTEIEM H3TOTOBIICHHA U
N o OTITyCKa
BETEPUHAPHOM anTeky’
IMpoBoauTCA M B acenTHYECKOM Omoke
nepexn HA4YalIoM H3TOTOBJICHUS
96. JICKapCTBEHHBIX IIpenapaToB
MHKpOOHONOTHIECKIH KOHTPONb
CIEQYFOUIMX 0OLEKTOB!
96.1. BO31yXxa?
962 Boasl oumMmeHHOM W Boael s | ITymkr 39 Ilpasun
) HHBEKIIHI? U3TOTOBJICHUS H
OTHyCKa
96.3. obopymoBanus?
96.4. nabopaTopHo# nocyasl?
PYK ¥ OAEKIBI alTEUHbIX pabOTHHKOB,
96.5. HEMOCPEJCTBEHHO 3aAeHCTBOBAHHBLIX B
H3TOTOBIEHHUA JIEKapCTBEHHBIX
npenapaToB?
[poBoguTCsA MU MHKPOOHOIOTUYECKUI
KOHTpOJb B MOMENICHUAX
BETEPUHAPHOHN anTeKH, 3a | llynkr 39 IlpaBun
97. HCKITIOUEHHEM TIOMEIEHHA T OTITyCKa | U3TOTOBJIEHHA U
JIEKAPCTBEHHBIX [IpenaparoB OTITyCKa
IOTpeOUTENAM 1 acenTHIeCKoro OnokKa,
He pexe OHOro pasa B KpapTan?
COOTBETCTBYIOT 1M BCTIOMOTATENbHEIE
BEMIECTRA, HCHONb3yeMBIE Tpu
HM3rOTOBIECHUH JICKapCTBEHHEIX
TpenapaTos, TpeOoBaHNAM
(dapMakoneiHbIX crarei TTynxr 41 Tpasmn
08, (BCIIOMOTATENBHBIE BEIIECTBA, | ORJICHHS H
OITUCaHHBIE B FroCyJapCTBEHHON
OTITyCcKa
dapmakonee) wiIM  TpeOOBAHHAM,
YCTAHOBJIEHHEIM HX IPOM3BOAMTEIIEM
(BcroMoraTenbHBIE  BEIIECTBA,  HE
OITMCaHHBIE B FOCYAapCTBEHHOI
thapmaxkomnee)?
3ampenieHo JH IPU  HM3TOTOBICHHH
TIEKapCTBEHHBIX npenapatoB | IIyaxrt 42 [Tpasun
99. HCTIONB30BaHUE AMOBHTHIX,| W3rOTOBJICHUS U
HApKOTHYECKUX, TICHXOTPOMHBIX, OTIyCcKa
CHIIbHOICHCTBYIOIMX BEIECTB,
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PanHOHYKIUIOB (paxoaKTUBHBIX
H30TONOB), @ TaKke OMOIOTHMYECKOTO
MaTepyana JKMBOTHBIX Y INTaMMOB
MHKPOOPTaHU3MOB?

100.

3anpenieHo b1
BETEPUHAPHBIMU anTeKamMu
JIEKapCTBEHHBIX MIpenapaTos,
3aperuCTpMpPOBaHHbIX B Poccuiickon
Oenepamn?

HU3roTOBJICHHUC

ITyuxT 43 [Ipasun
H3TOTOBJICHHUS H
OTITyCKa

101.

Ucnonszyrores m
3aperiuCTPHPOBAaHHEIE  JIEKAPCTBEHHEIC
npenaparsl Tpu W3TOTOBIEHUH
JEKapCTBEHHBIX  [pENaparoB A
npueMa BHYTpPh M [JI1 HapyXHOTO
MPHUMEHEHHUS TOIBKO B CIy4ae, ECIH 9TO
yKa3aHO B peELENTe M COOTBETCTBYET
HHCTPYKIIMH 10 BETEPHHAPHOMY
IPUMCHEHHI0  3apETHCTPUPOBAHHOTO
JIeKapCTBEHHOTO IperapaTa’?

MynxT 44 [pasun
H3TrOTOBJICHUS 1
OTITyCKa

102.

3ampenieH0 M TPH  U3TOTOBJICHUM
JIeKapCTBEHHEBIX MpenapaToB
WCTIONB30BATh JIEKapCTBEHHBIE
npenaparsl, BKIIOUeHHsIC B Ilepedens
JIeKapCTBEHHBIX MPEnaparos.,
npeAHasHaueHHbIX  JUIA  JIEYEHMs
WHQEKUMOHHBIX M TapasHTapHBIX
Gones3Helt KMBOTHBIX, BBHI3BIBACMEIX
MATOTE€HHEIMH MHKPOOPTaHU3MaMH U
YCIIOBHO—TIaTOr €HHBIMH
MMKPOOpTaHW3MaMH, B OTHOIICHHH
KOTOPEIX BBOJATCS OTPAHMYEHHS Ha
IpHMEHEHHE B JICYeOHBIX LENIX, B TOM
gucne I JeYEeHHs
CEIBCKOXO3AMCTBEHHBIX ~ MBOTHBIX,
YTBEPKICHHBIHA TIPUKA30M
Muncensxo3a Poccunt oT 18 HoA6ps
2021 r. Ne 7711942

[Tynkr 45 IIpasun
H3rOTOBIICHN U
OTIyCKa

103.

3amonHdeTcds M B mpoliecce
HM3TOTOBICHUA JIEKapCTBEHHOI'0
npemnapara  anTedHsIM  PaGOTHHKOM
JOKYMEHT, COAepXKaiui MHGOpMaIHIo,
PEeIyCMOTPEHHYIO TMYHKTOM 75
TpaBun M3rOTOBIEHHA M OTIyCKa
(mamee — macmopT  MMCBMEHHOTO
KOHTpoOIs)?

ITynkt 46 ITpaBun
H3TOTOBAEHUA H
OTITyCKa

104.

BHocsTcs 1M B MacropT MHCBMECHHOI'O
KOHTPOJIsA CICAYIOIINE CBEACHMA.

104.1.

HoMep M 1aTta ohopMIIeHHs perenta?

104.2.

HauMECHOBaHNC i KOJHYCCTBO
HUCMONB30BaHHOI0 HCXOJHOT'O CLIpBSI?

ITyuxt 75 IpaBun
M3TOTOBJICHUS H
OTITyCKa
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104.3.

HOPSIOK BBEICHHS BELIECTB U IIEPEYEHb
TEXHOIOTMYESCKHX Omeparuii?

104.4.

HaMMEHOBaHUA UCTONb3YEMBIX
000py/I0BaHHSA, CPEACTB H3MEPEHHIA,
peaxTUBOB?

104.5.

oOmas Macca WM 00beM
JIEKapCTBEHHOTO Tpemapara, YHCIIO
no3?

104.6.

CTencHb pasBeleHIA
TOMEONATHYECKOTO HCXOTHOTO CHIPhA (B
Ciydae  HCIONB30BAHMA  HCXOIHOrO
TOMEOITaTHHIECKOTO CHIPhA)?

104.7.

Macca  OTHAENBHBIX  JO3HUPOBAHHBIX
eIMHMI] M HX KONU4YecTBO (TIpH
H3TOTOBICHUH MOPOIIKOB %
CYNTMO3UTOPHUEB)?

104.8.

KOHIEHTpauus © obseM  (macca)
J00aBIEHHOTO H30TOHHPYIOIIETO
BelecTBa (MpH K00aBICHUH B TTIA3HEIE
Kallld, PAcTBOPHI [ MHBEKIMH H
uudy3nit)?

104.9.

cOCTaB, KOHUEHTpamus H  00BeM
KOHIIEHTPMPOBAHHBIX PacTBOPOB (1IpH
WCNONIL30BAaHUU AN M3TOTOBICHHA
JIEKapCTBEHHBIX TPENapaToB)?

104.10.

HCTIONB30BaHHEIC npH pacudere
K03 PHIHEHTH] BOAOIIOTTIOMEHH J1JIA
PACTHTENBHOTO CBHIPhs, MCIIONB3YEMOTO
OpH  HU3rOTOBICHHM JIEKAPCTBCHHOT'O
npenapara?

104.11.

HCITONb30BaHHEIE pu pacuere
Ko3(uieHTsl yBenudeHHs o0beMa
BOJHBIX PACTBOPOB NPH PAaCTBOPEHHH
BEIIECTB, BXONIIMX B  COCTaB
JeKapCTBEHHOTO npemnapara?

104.12.

JaTra W3TOTOBIIEHHA JIEKAPCTBEHHOI'O
npemnapata?

104.13.

HOMEp 3amUCH B JXypHaJZe KOHTpPOJSA
H3TOTOBIEHHBIX JIEKapCTBEHHBIX
nipenapaToB?

104.14.

damunusa, uMs, OTYeCTBO  (MpH
HaJW4dH) ¥ T[OANHCh  ANTEYHOIO
paboTHHKa, H3TOTOBHUBILIETO
JIEKapCTBEHHBIH MPenapar, H anTeqHoro
palOTHHKA WM OTBETCTBEHHOrO JIMIIA,
OCYMIECTBUBLIETO  BHYTPUANTEYHBIN
KOHTPOIJIb H3TOTOBJICHHOTO




JIeKapCTBEHHOT'0 Tpenapara?

105.

XpaHUTCA JH MCXOJHOE CHIPHE IIOCIE
BCKpHITHA TICPBHYHON YIAaKOBKM B
HpPOIIEIIUX OUUCTKY €MKOCTAX C
coOmomeHHeM  CPOKOB  XPaHEHHS
VKa3aHHOTO  CBIpbS BO  BCKPBITOI
ymakoBke?

Iynxt 47 Ipasun
M3TOTOBJICHUS U
OTITyCKa

106.

Vka3aHa 1 Ha 3THKETKAaX €MKOCTEH C
HUCXOJHBIM CBIPHEM! ’

106.1.

HaUMCHOBAHHUEC HCXOJAHOTO CBIpBiI?

106.2.

YCIIOBHS XpaHEHYsA

106.3.

JaTa BCKPHITHS YIAKOBKH HCXOXHOIO
CrIpba?

106.4.

J1aTa 3alloJIHCHUA eMKOCTH?

106.5.

¢damumusg, WMA, OT4eCTBO  (UpH
HaIM4MH)  anTeYyHOro  paboTHHKa,
3aII0JTHUBLIETO €EMKOCTH?

106.6.

MOATIHCH aITEYHOTO paboTHAKa,
3aTI0JIHUBIIET0 EMKOCTE?

ITynkr 48 IIpaBun
W3TOTOBIICHHUS U
oTmycKa

107.

Vka3aHsl 1M HA 3THKETKaX €MKOCTEH C
HPOMEXYTOIHBIMU IIPOTYKTAMH:

107.1.

HaUMCHOBAHHE IPOMEKYTOIHOTO
mpoaykra?

107.2.

comepxaHHe JeHCTBYIOILETO BENIECTBA
(nns PacTBOpOB YKa3kIBaeTCA
KOHITEHTPAIHsA)?

107.3.

aTA M3TOTOBIEHHS TIPOMEXYTOHYHOIO
mpoxykTa?

107.4.

lcpoKk  TOEHOCTH  IIPOMEXYTOUHOTIO

npoaykra?

107.5.

YCIOBMS XpaHEHUA MPOMEKYTOYHOTO
npoaykra?

107.6.

dammug, MMA, OT4eCTBO  (TpHU
HAIWYMW)  anTeyHoro  paboTHMKa,
W3rOTOBHBIIETO TPOMEXKYTOHHBIH
apoaykT?

107.7.

TTOAIIACH afnTeyHoro pa6OTHI/IKa,
HU3roTOBHUBLICTO HpOMC)KYTO‘:IHI:IfI

nponykr?

107.8.

damunua, uMA, OT4ecTBO  (IpH
HaJM4MH) aNTeyHOro pa0OTHHKA MIH
OTBETCTBEHHOTO Vg,

Iyukr 49 [Ipasun
H3TOTOBJICHHUA M
OTIyCKa
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OCYIIECTBUBIIETO
KOHTpOJH?

BHYTpHANTCYHbIH

OoaANuCh AanTCYHOro paﬁOTHI/IKa WA

107.9 OTBETCTBEHHOTO nvna,
o OCYIIECTBHBIIETO BHYTPHAIITECIHbIN
KOHTpPOIB?
MMeoT 1 eMKOCTM € MCXOAHBIM
108 CBHIPbEM, YIIAKOBOYHBIMH MaTepHanaMH
' ¥ TPOMEXKYTOYHBIMH  IIPOXYKTaMH
CIIEAYIOULYHO MApKHPOBKY:
108.1. «Ocymecn;JmeTcsx BHYTPHANTETHBIA | [Tymer 50 TIpapun
KOHTPOIIE) ! H3TOTOBIIEHMS U
OTIyCKa
108.2. |«Pa3pelmieHo HCIONB30BaTh»? my
108.3. «3arnpenieHo NCIoNb30BATE)?
108.4 «3abpakoraHo TIpA BXOJHOM
o (IpHEMOYHOM) KOHTpOIEN?
IMpoxoAuT JM OYMCTKY JabopaTopHas
n(])pc z(eil KOTOpast Mcr?onw eI;csI ’ u Myricr 51 Hpasu
109. yAa, P Y P srorosnenus n
H3TOTOBIEHUHI JIeKapCTBEHHBIX
oTnycka
npenapaTos?
Crepunusyercs 1 1abopaTopHas
mocyga, KOTopas WCIONB3yeTcsl HpH
yaa, P Y P ITynxt 51 Ilpasun
H3TOTOBICHUH JICKapCTBEHHBIX
110. H3TOTOBNICHUS U
npenapaTtoB, B COOTBETCTBHH  CO
. N OTITyCKa
CTaHAapTHOM OIICpPalUOHHOMN
mpoueaypoi?
3akynopHBaerca M J1abopaTopHas
nocyrxllap KOTOpast MCTIOJB3 CI’)I‘C}I pn U Mynicr 51 Hpasur
111. yAa, P Y PH  sroToBnenus u
HM3TOTOBJICHUN JIEKapCTBEHHBIX
OTHYyCKa
npenaparos?
Xpanurca nmu JabopaTopHas HOCyZa
P patop yAa, Ilyuxr 51 [IpaBun
KOTOpas HCTIONB3yeTCA npu
112. M3rOTOBIICHUS U
H3TOTOBJICHUHR JIEKapPCTBEHHBIX
OTITyCKa
NPENApaToB, B 3aKPHITHIX MIKagax?
Cobmonaercs 1M CpPOK  XpaHCHHA
CTEPUNBLHOH J1abOpaTOpHOH IOCYIBI
P patop AR, ITynkr 52 [IpaBun
KoTOpas UCTIONB3YeTCA pu
113. U3TOTOBJICHUS H
H3TOTOBJICHUN HECTEPUIBHBIX
oTmycka
JIeKapCTBEHHBIX TIpemnapaToB, He Gojee
TPEX CYTOK C JIaThl CTEpUIN3alluK?
Cobmogaercss 1TH CpPOK  XPaHCHUA
CTEpUNEHOH NabopaTOpPHON  MOCYIBI
p patop YRR, Iynkr 52 IIpasun
KOTOpas UCTIONB3YETCS opu
114. U3TOTOBJICHUS U
H3TOTOBICHUN CTEPHIBHBIX
OTIycKa
JIEKAPCTBCHHEIX TIpenaparoB, — HeE

6onee CYTOK C MOMEHTA CTEPHIH3aLH
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naGopaTopHoOi mocyas?

Tlognexur I TMOBTOPHOMN
cTepunM3alEH 1abopaTopHas Iocyaa B

ciyyae, eciM oOHa He  Obiia

HCIONB30BaHa B cpok He Oonee cyrok | ITynkt 52 [Npasun
115. (Ip  M3TOTOBICHHM  CTEPMIIBHEIX | H3TOTOBJICHHS U

JIeKapCTBEHHBIX [penapaToB) MO0 He OTITyCKa

fonee Tpex CYTOK (IPU H3TOTOBJIEHUH

HECTEPHILHBIX NEeKapCTBEHHBIX

npenaparos)?

3anpeleHo T OJTHOBPEMEHHOE

H3TOTOBJIEHHE Ha OHOM paboyeM MecTe

HECKONBKUX pacTBOPOB IS HHBEKIMH H Tywxr 53 Tpasmn
116. (wim) JIEKapCTBEHHBIX  IIPENapaToB, AFOTORICHIS I

COJIEPXKAI[MX BELIECTBA C PA3IHYHLIMH oTmycKa

HaMMEHOBAaHHSMH WM BelIeCTBA

OJHOr0O  HAUMEHOBaHHMA, HO B

PAa3THYHBIX KOHIIEHTpAIUIX?

OcymecTBisercs N CTepwIN3anus Tlynxr 54 Tpasmn
17, PAacTBOPOB HE MO3HEE TPEX 9acoB C| . 0 0 o o

Hayalla  MX  HM3rOTOBNEHHA, 34

OTITyCKa

UCKIIOYEHHEM PAcTBOPOB [IIFOKO3bI7

Ocymiecteisierca s crepunusanus | [Tynkr 55 [pasun
118. pacTBOPOB [IIIOKO3bI Cpa3y NOCHE WX | H3TOTOBJIEHHS U

H3TOTOBICHUS? OTHYyCKa

3amnpemicHa m nosTopHad | [Tyaxr 56 IIpasun
119. CcTepunM3alusi  HWHBEKLUOHHBIX M| W3TOTOBICHHA U

AH(Y3HOHHBIX pacTBOPOB? OTITyCKa

Ucmonp3yerca TH A1 H3TOTOBJICHUA

HapeHTepabHBIX JIEKapCTBEHHBIX

mpemapaToB, koropble He moanexar |IIymkr 57 Ipasun
120. TEPMHYECKOH CTEPUIN3AllMM ¥  B| HM3TOTOBJICHUA H

M3rOTOBICHHN KOTOPBIX B KAuECTBE OTITyCKa

pacTBOpHMTENS  HCIONB3YETCS  BOAA,

TOJIKO BOJA 11 UHBEKIHIT?

[poBoguTcs W A  H3TOTOBJICHUA

HapeHTepaTbHbIX JICKAPCTBEHHBIX

[IPENaparoB, KOTOpPHIE HE MOANEXaT

TEPMHUYECKOH CTEpHIM3AUMU W B

W3TOTOBJICHHH KOTOpelX B Kauectse | [TyHxTt 57 IlpaBun
121. PACTBOPHTENA  HMCIONB3YeTCd  BOJAA,| H3TOTOBICHUA U

QuHambHAs ~ CTepWIM3AaLMA  IIyTEM OTIyCKa

¢unbTpauMy B JIAMHHApHOM HOTOKE

BO3AyXa C IIOMOIIBI0 MEMOpPaHHBIX

(GWILTPOB ¢ HOMHHAILHEIM Pa3sMEPOM

nop He 6onee 0,22 MkM?

Hcnons3yeTcss TH A W3rOTOBJICHHUA Ilynxr 58 Tpasu
122, TIa3HBIX Kallelb, KOTOPEIE HE MOMERAT | © o oo o

IanbHeHmen TepMHYECKOH

OTIycKa

CTEpUITU3ALIMH, BOJA A1 HHBEKLMH?
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123.

IpoBogutrcs 1M U1 W3TOTOBICHUS
TIa3HBIX Kalelb, KOTOPBIE He MOATEKAT
JNabpHEHIIEH TEPMHYECKON
CTEpHIU3AIHH, ¢uHaNbHaA
cTepunu3anus nyTeM QuiubTpamuu B
JaMHHAPHOM  TIOTOKE  BO3AyXa €
MIOMOIIBI0 MEeMOpPaHHBIX (GUIBTPOB C
HOMHHAJGHBIM pa3MepoM Top He Golee
0,22 MKkM?

ITynkt 58 IIpaBun
M3TOTOBIICHHUA
OTIyCKa

124.

Begercs i B BeTepHHapHOH amTeke
KypHan pETHCTpaHH pexuMa
CTEPUIU3ALNH !

ITynkt 59 IlpaBun
H3TOTOBIICHHUS H
oTiycKa

125.

Baocsarcs mu B XypHajl perucrpanuu
peXKHMa CTEpUIU3AUM  CICTYHOIIHC
CBCICHHA!

125.1.

JaTa U MOPAIKOBBIH HOMEP IPOBEACHHUS
cTepum3anuu?

125.2.

HAaNMCHOBAHUC HUCXOAHOrO
MMOAICKAIICro CTCpI/IJ'II’I3aIII/II/I?

CHIPHA,

125.3.

KOJIHYCCTBO HCXOMHOTO
OANICKAIICTO CTCpI/IJ'II/BaI.II/IPI?

CBIpBSI,

125.4.

HaNMEHOBAaHUE H3TOTOBIEHHBIX
JIEKapCTBEHHBIX MIPEIapaTos,
MOJUIEKAUTHX CTepUIH3aLUn?

125.5.

KONWIECTBO W3TOTOBIICHHEIX
JIEKApCTBEHHEBIX TIpenapaToB,
TOJUIEXKAITHX CTEpHIH3aIu?

125.6.

HauMeHOBaHUE 1a0OpaTOPHOH NOCYHBI
¥ TIPOYUX MATEPHANOB, MOMIEXAUIMX
crepunu3auun’?

125.7.

KOJMYECTBO J1ab0paTOpPHOM TIOCYIbI H
OpOYMX MAaTepHanoB, MOMIEKAIIHX
CTepUIH3alLHN?

125.8.

YCIIOBUSA CTEPUWIN3AaLMU (TeMIIepaTypa,
BpeMs)?

125.9.

pe3ynbTaTH TepMoTecTa?

125.10.

DOANMKCh  amnTeyHoro  pa0oTHHKa,
NPOBOJUBINErO CTEPUIN3ALMIO?

IMynxT 59 [pasun
H3TOTOBIICHUS
OTIIyCKa

126.

OcyriecTBIISeTCS JTH BHIOOP YIIaKOBKH U
YKYIIOPOYHBIX CPEICTB B 3aBHCHMOCTH
OT CBOMCTB, HA3HAYCHUSA W KOJMYECTBA
H3TOTOBIEHHOTO JIEKapCTBEHHOTO
mperiapatTa B COOTBETCTBHM €
TpeGOBaHUAMU (apmakoneiHbIx
crareii?

IMynkr 60 ITpasun
H3TOTOBJICHAS 1
OTIyCKa
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127.

YnaxkoBaHb! T CTEpUNBHEIE
JIeKapCTBEHHBIE npenaparsl B
CTEPUIILHYIO YIIAKOBKY?

ITynukr 61 IIpaBun
H3rOTOBJICHUA U
OTITyCKa

128.

ViakoBaHbl mm JIEKapCTBEHHbIE
npenapatsl, TpeOyomue 3alliMThl OT
EfiCTBUA CBETa, B CBETO3AILIUTHEIC
€MKoCTH?

IMynxT 62 [pasun
H3TOTOBIICHUS H
OTITyCKa

129.

YnakoBaHEI am TIEKapCTBEHHEIE
npenaparel, COAEpXKalHe IETYYHe
BeilecTBa, TpeOylomue 3allUThl  OT
yIeTyYyuBaHHS, THTPOCKOITUYHBIE
BellecTBA M BEIIECTBA, KOTOpLIE
OKHCIIAIOTCS, B TEPMETHYHbIE EMKOCTH
u3 HETPOHMIIAEMBIX bi ¢
COOTBETCTBYIOIIUX BEIIECTB
MaTepuaioB?

[yuxkT 63 IIpaBun
H3TOTOBIICHHUS H
OTITyCKa

130.

VYnakoBaHBl M JIEKapCTBEHHEIC
mpenapaTsl, cofepXaliMe JIETyuHe
BemecTBa, TpeOyioume 3alluThl  OT
YACTYIHBAHUA, THIPOCKOTINIHEIE
BEIlECTBA W  BEUIECTBA, KOTOpPHIE
OKHCIIIIOTCS, B TepMETHYHBIE €MKOCTH,
YKYIIOPEHHBIC ~ HAaBHHYHMBAIOLIHMHUCH
KOINMAYKaMH  WIM  KPHIIKaMH B
KOMIUIEKTe ¢ NpoOKaMM  HIH
NpOKIagKaMd € YIUIOTHSIOIIMMH
3neMeHTaMH?

Ilynxr 63 [IpaBun
U3roTOBIEHUA U
OTIIYCKa

131.

OcymecTBisgeTcs M
JIeKapCTBEHHEBIX IIpenapaToB,
cojepxammx  JeTy4de  BEUIECTBA,
Tpebyrolnue 3aUThl 0T YAeTYYUBAHNS,
WK BelllecTBa C 3alax0OM, OTAEIBHO OT
VIAKOBKH  OPYTHUX  JIEKAPCTBEHHBIX
npenaparos?

yMaKoBKa

Ilynkr 64 IIpaBun
W3TOTOBIICHUS U
OTIyCKa

132.

Hamecensl 1M  Ha  YIaKOBKY
U3TOTOBIEHHBIX JIeKapCTBEHHBIX
penapaToB STHKETKH, COIEpiKallue
creayouyro HHpopMaIro:

132.1.

HOMED pellenTa (Ipy HanWauu)?

132.2.

COCTaB JIEKapCTBEHHOTO TIperapaTa’?

132.3.

HaANuCh «Hns
TIPUMEHEHUS»?

BETCPUHAPHOTO

132.4.

JaTy U3rOTOBACHHUA?

132.5.

crocod TpUMEHeHNs JIEKapCTBEHHOIO
npemapara (BHYTpeHHee, HapyXHOE,
Ui MHbEKImi)?

132.6.

CPOK TOTHOCTH («T0/I€H 10 »)?

[Tynkr 65 [Ipasun
H3TOTOBIEHHUS U

OTITyCKa
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132.7.

YCIOBHUS XpaHEHUA

132.8.

HpefRocTepexKeHIe «XpaHUTh B
HEJIOCTYITHOM 1A AeTeil MecTen?

132.9.

IS CTEPHIBHBIX IEKapCTBEHHBIX (HopM
JIOTIONIHUTETEHO yKa3bIBaeTCA
«CrepunsHo»?

133.

VkaswiBaeTcd 1TH B 3aBHCHMOCTH OT
cocTaBa HM3TOTOBICHHOTO
JAeKapcTBEHHOTO TIIperapara M €ro
CBOWCTB JIOTIOITHUTENbHAS
uHpopManus:

133.1.

«bepeyp oT OTHS» (mns
JIETKOBOCILIAMEHSFOIIMXCS o4
JErKOTOPIUNX JIeKapCTBEHHBIX
mpenaparos)?

133.2.

ocTopoxHo!»  (mns
JIEKapCTBEHHBIX

«O0pamaTbes
B3PBIBOOTIACHBIX
nipenaparos)?

133.3.

«llepen mpuMeHeHHEM B30ANTHIBATE»
(oA mekapCTBEHHBIX IPENAparoB, ITPU
XpaHeHUH KOTOPBIX obpazyercs
0Caiok)?

Ilyuxr 65 IIpaBun
M3TOTOBJICHUA U
OTHYyCKa

134,

OdopMileHBI  TH  JOKYMEHTAJIBHO
JIEWCTBHA, TOATBEPXKHAIOIIUE,  YTO
VKa3zaHHBIE METOJA HIM  Ipollece
COOTBETCTBYIOT TpeOoBaHMAM
¢dapMakoneiiHeIX cTaTeil B OTHOLICHHH

CICOAYIOINX METOAOB KOHTPOJIS:

134.1.

HCXOJIHOTO CHIPhA?

134.2.

TPOMEXYTOUHBIX MPOTYKTOB?

134.3.

H3rOTOBJICHHBIX
npenapaTos?

JIEKaApCTBCHHBIX

134.4.

TIPOLIECCOB W3TOTOBIEHHA
JIEKapCTBEHHBIX IIPEnapaToB?

IynxTt 67 [Tpasun
H3TOTOBJICHUS U
OTITyCKa

135.

IMogeepratoTcst MH  MOCTYNANOIIUE
HCXOIHOE CBHIpbE M  YIAKOBOYHEIC
MaTepHaNEl BXOTHOMY (IPHEMOUYHOMY)
KOHTPOI0?

ITyuxr 68 [Iparun
H3TOTOBIICHUA U
OTITyCKa

136.

Bxitodaer 1M BXOJHON (TPHEMOYHBIN)
KOHTPONB  HMCXOIJHOIO  CHIpbi W
YIIAKOBOYHBIX MaTEpPHAIIOB:

136.1.

IpPOBEPKY BHEWTHETO BUAa?

136.2.

TIPOBEPKY arperaTHOro COCTOSHHSA?

Hynxr 69 [pasun
H3TOTOBIIEHUS H
OTIyCKa
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136.3.

NIPOBEPKY 1[BeTa?

136.4.

TPOBEPKY KOHCUCTCHINH?

136.5.

[POBEPKY OAHOPOIHOCTH CMEIIHBAHMA?

136.6.

HPOBEPKY OTCYTCTBUS HWIIH HaIHIHs
MEXAHWYECCKUX BKIIOUCHM?

136.7.

BH3YAIBHYI0  OHEHKY  IEJIOCTHOCTH
YIaKOBKH?

136.8.

BU3YalNbLHYIO OLECHKY COOTBETCTBUS
MapKHUPOBKH thapMarieBTHUECKHAX
cyOcrantmii?

136.9.

COOTBETCTBHE MapKHUPOBKU
3apEruCTPHPOBAHHBIX J1€KAPCTBEHHBIX
mpenapaToB TpeOoBaHHAM CTaThH 46
®enepansHoro 3akoHa Ne 61-03?

136.10.

IpoBEpKy TPaBHIBHOCTH O(QOpMIEHHS
CONPOBOIUTENBLHEIX IOKyMEHTOB?

136.11.

IIPOBEPKY HaJIU4nA JOKYME€HTOB
HpOH3BOOMTEA, TIOATBEPKAALOIIHX
COOTBECTCTBUC MCXOJHOI'O CHIpEI H
YIIaKOBOYHBIX MaTepHajIoB
NOKa3aTenIM KauecTBa?

137.

BHocATcs 1M B KypHal BXOJHOIO
(IpUeMOYHOr0) KOHTPOIA CHEAYIOIIHE
CBEICHHUS:

137.1.

MOPSAKOBBIH HOMEp 3aMHCH?

137.2.

HAMMEHOBAHHE MCXOIHOTO CBIPhS WM
YIIaKOBOYHBIX MaTepHaoB?

137.3.

JaTa YOCTYIUIEHWS HCXOJHOIO CBIPbS
HITH YIaKOBOYHBIX MAaTEPHATIOB?

137.4.

Jata M HOMEP CONPOBORUTEILHOIO
JOKyMeHTa?

137.5.

HOMEP 3aMUCH B TIOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CpPENCTB AMs
BETEPUHAPHOTO MPUMEHEHUS (B CITydae
HNOCTYIUICHHS (papMaleBTUHECKUX
cyOcTaHIMii B KadecTBE MCXOIHOrO
ChIpbA)?

137.6.

| ylocToBepeHUsT Ha  JIE€KapPCTBEHHBIN

HOMED PErUCTPAIHOHHOTO

npemapar (B ciydae NOCTYIUICHHS
3aperuCTPHPOBAHHEIX  JIEKAPCTBEHHEBIX
MpenaparoB B Kau4€CTBE HCXORHOIO
CHIpHA)?

Itynkt 70 [IpaBun
H3TOTOBIICHUA H
OTIIyCKa
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137.7.

pe3yneTaThl BXOJHOTO (TIPHEMOYHOTO)

KOHTPOJIS Ha COOTBETCTBHUE
HOKA3aTeNsM KadecTBa, YKAa3aHHBIM B
tapmaxoneitHoR cTaThe
(«COOTBETCTBYET» 150 %1 «He
COOTBETCTBYET»)?

137.8.

dammius, UM, OTYeCTBO  (IIpH
HaIM4MM)  anreyHoro  paboTHHKa,
OCYILIECTBUBIIETO BXOIHOH
(TpHeMOYHEL) KOHTPOb, HIH
OTBETCTBEHHOTO JIHIa?

137.9.

MOAMKCHL  anTe4yHOro  paboTHHKA,
OCYLICCTBUBILETO BXOXHOH
(mpueMoyHEIif) KOHTPOIb, WIH
OTBETCTBEHHOTO JTHIA?

138.

HamnpagnsoTest 1 06pa3ibl HCXOTHOIO
CHIPBS I UCCIIEOBAaHUS (MCTIBITAHUSA)
B 1a0OpaTOPHIO TMPH BO3HHKHOBEHHH B
paMKax OpTaHOJNEHTHIECKOTO KOHTPOJIS
HUCXOAHOTO CHIpb IPH  BXOAHOM
(IpHeMOYHOM) KOHTpOJIC COMHEHUN B
KauecTBe HCXOJHOIO ChIpbA?

ITynxt 71 [pasun
M3TOTOBIICHUS H
OTITyCKa

139.

Hampasmnsorcs M 00pasisl
YTIaKOBOYHBIX MartepuaioB pins:
HCCIICAOBAHNUA (McTIBITaHMA) B

71a00paTOpUI0 MPH BO3HHKHOBEHHH B
paMKax OpraHoJIeTITHIECKOr0 KOHTPOJIA
YITAKOBOYHBIX MaTepHaioB pu
BXOAHOM (IPUEMOYHOM) KOHTpOIE
COMHEHHMH B Kaye€CTBE YNaKOBOYHBIX
MaTepuaioB?

ITynkt 71 [IpaBun
H3TOTOBIICHHS U
OTITyCKa

140.

Xpansarcs 4 X0 NOTY4YEHHs NPOTOKOJIA
UCIbITaHuil  ¥3  7abopaTopuu B
BETEPUHAPHOH anTeke H30JIUPOBAHHO
HCXOJHOE CHIphe HIHM YIAKOBOYHEIE
MaTepHansl TpPH BO3ZHUKHOBEHMH B
paMKax OpraHONEITHIECKOI0 KOHTPOIA
TpH BXOAHOM (IPHEMOYHOM) KOHTPOIE
COMHEHHH B KAYECTBE HCXOMHOTO CHIPBI
MIIA  YIAKOBOYHBIX MATepHa OB  C
MapkupoBkoif  «3abpakoBaHO  IIpH
BXOAHOM (IIPHEMOYHOM) KOHTpONEN?

ITynxr 71 Ilpasun
H3TOTOBIICHUA U
OTMycCKa

141.

3anpemieHsl MM K HCIHONIB30BAHUIO
UCXOIHOEC CHIph€ HIH YNAKOBOYHEIE
Marepualbl B Clydac TMONy4YeHHS W3
1abopaTopul [POTOKONA HCIBITAHHH,
KOTOPBIM YCTaHOBJIEHO HECOOTBETCTBUE
KayecTBa TAKOTO UCXOIHOTO CHIpbA HIIH
yMaKOBOYHBIX MaTepHaoB?

ITynkr 71 [IpaBun
U3TOTOBIICHUS U
OTIycKa

142.

OCYU.ICCTBJ'IS[CTC}I N npun

ITynkr 73 IIpaBun
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HU3TOTOBJICHUA U

MPOMEXYTOYHOM KOHTpOJE
MPOMEKYTOYHBIX MIPOLYKTOB B OTITyCKa
COOTBETCTBUHU c TpeGoBaHUAMU
(apmakoneHBIX cTarteit s
JIEKapCTBCHHOM (bopMEI
JIEKapCTBEHHOIO mpernapara,
olpeneneHue:
142.1. ¢u3ryecKuX Mokasarenei?
142.2. | XuMUueCKHX NOKazaTencii?
1423, KOJIMYECTBA JCHCTBYIOIIETO BenlecTBa?
142.4 MOJUTHHHOCTH JEHCTBYIOUIETO
o BemecTsa?
OcyuiecTBIsAeTCSA m npu
MPOMEXKYTOYHOM kouTporne | [Tyaxr 73 TIpasun
143. MIPOMEKYTOUHBIX TIPOAYKTOB | M3TOTOBIICHUS U
MHUKpPOOMOIOTHIECKH KOHTPOIb OTITyCKa
[IPOMEXKYTOYHBIX MPOTYKTOB?
BHocarcs ™ B KypHaI
144 TIPOMEKYTOYHOT O KOHTPOJIA
) MIPOMEKYTOYHBIX MIPOAYKTOB
CIIEAYIOUINE CBEACHUS:
144.1. TIOPSIKOBEIN HOMeEp 3aluch?
144.2 JaTa W3TOTOBJICHHA TPOMEXYTOYHOIO
" |nponykta?
1443 CpPOK  XpaHeHHsA  MOPOMEXYTOYHOTO
" |npomykra?
ONHCAHUE TPOMEXKYTOYHOIo MpPOAYKTa
144 .4 (onucanue BHEIIHETO BUAA,
o arperaTHoro COCTOSHHA, LBETAa,
KOHCHCTEHI[H)? IMynkr 74 IIpaBun
W3TOTOBIEHUS U
JaTa Hadaua IIpOBEJEHMS KOHTPOIA oTmycKa
144.5. [IPOMEXYTOYHOTO MpOAYKTa o
TOKa3aTeNsIM KadecTsa?
JaTa OKOHYaHHS TIPOBEACHI KOHTPOIs
144.6. MPOMEXYTOYHOTO TIPOAYKTa o
noka3aTensaM KadecTBa?
HAMMEHOBAHHUs TIOKa3aTeneil KadecTsa
1447 (c ykazaHmeM  HOPMATHBHBIX H
""" |monmydeHHBIX 3HAYCHHUIl IoKasaTeleil
KayecTBa)?
pe3yALTATHl TIPOMEXYTOUHOTO
144.8 KOHTpOJA Ha COOTBETCTBHE
o ToKa3aTeisIM KayecTBa

(((COOTBCTCTByCT» HIIA «HE
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COOTBETCTBYET»)?

144.9.

Gbamunus, UMA, OT4ECTBO  (pH
HAIWYMH) aNTeYHOro PabOTHUKA HITH
OTBETCTBEHHOTI'0 THIa,
OCYII{ECTBUBILETO HPOMEXYTOYHBIN
KOHTpOIb?

144.10.

MOATHICE anNTeyHOro paboTHHKA WM
OTBETCTBEHHOTO nUna,
OCYIIECTBUBILIETO  IPOMEKYTOUHBIN
KOHTPOJIb?

145.

OCyImeCTBIAIOTCS 1M1 HpPHU  KOHTpOJIE
H3rOTOBIIEHHOTO JIEKapCTBEHHOIO
mpenapaTa, B COOTBETCTBUH  C
TpeOOBaHUAMH (hapMaKoTEeHHbBIX
craTei:

145.1.

MPOBECPKA BHCIIHETO BI/II[a?

145.2.

MPOBEPKa OAHOPOAHOCTH CMEITHBAaHUA?

145.3.

IIpOBEpPKAa OTCYTCTBHSA HIH HAJIIHYHAA
MEXaHWYECKIX BKITIOUSHUH?

IMynkr 76 [pasun
H3TOTOBIEHUS U
OTITyCKa

145.4.

OpoBEpKa KadecTBa  YKYIOpUBaHUS
H3TOTOBJICHHOTO JIEKApCTBEHHOTO
npenapara?

145.5.

npoBepka ofmeit Maccel MM 00beMa
H3TOTOBIEHHOTO JIeKapCTBEHHOTO
npemnapata?

145.6.

HpOBEPKA KOJIHYECTBA, 00bEMa ¥ MacChl
OTJEABHBIX I03UPOBAHHBIX CANHAL?

145.7.

MIPOBEPKA BOAOPOHOrO MOKa3aTeNs?

145.8.

MPOBEPKA TTOTHOCTH?

145.9.

MIPOBEPKA BA3KOCTH?

145.10.

TpOBEepKa MaccOBOH JONH BiIaru?

145.11.

poBepKa Ha TIOTUHHHOCTD
JCHCTBYIONIMX BEMIECTB?

145.12.

onpeeneHe KOITMIECTBEHHOTO
COIEPXKAHU NEHCTBYIONMX BELIECTB,
KOTOpBIE BXOISAT B COCTaB
JIEKapCTBEHHOTO Tpenapara?

146.

OcyumecTBisieTcd N TP KOHTPOIIE
H3TOTORJIEHHOTO JIEeKapCTBEHHOTO
npenapara MHKPOOHOTOrHIECKHiA
KOHTpOIIb W3TOTOBIIEHHOTO
JIEKapCTBEHHOTO IIperiapaTta’?

ITynkt 76 IIpaBun
U3TOTOBIICHHS H
oTIycKa
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147.

OcyumectBusercd 1M alTeYHBIM
paboOTHMKOM M (MIH) OTBETCTBEHHBIM
JIHLIOM TIPOBEpKa:

147.1.

3aMONHEHAA TaclopTa MHUCEMEHHOTO
KOHTpOJIA ~ HEMOCPENCTBEHHO MOCIE
U3TOTOBIICHUS JIEKapCTBEHHOI'O
npemapara?

147.2.

3aMONHEHHA  JKYpHAJIOB  BXOAHOIO
(IpHEMOYHOTO) M NPOMEKYTOYHOIO
BHYTPHUAIITCYHOT0 KOHTPONA?

147.3.

COOTBETCTBMA 3alliicel B macmopre
MMCBEMEHHOTO KOHTPOJIA U penente?

147.4.

MpaBIWIFHOCTH MPOBEJICHHBIX PAcucTOB
IpH H3rOTOBIECHHH JIEKapPCTBEHHOIO
mpenapara?

ITynxTt 76 IlpaBun
U3TOTOBJICHUA U
OTITyCKa

148.

BesieT M OTBETCTBEHHOE JIULO U (¥IIH)
anTeyHsli pabOTHMK, MPOBOJUBIINH
HCCNIEIOBaHUS TPU KOHTpPOJIE Ka4ecTBa
HU3TOTOBACHHOTO JIEKapCTBEHHOTO
mpernapara, 3amucH 10 INPOBENECHHUIO
HCCIENOBaHNH (flajiee — KOHTPONBHBIN
muct)?

Hynxkr 76 [pasun
W3TOTOBIECHUS U
OTIyCKa

149.

BxirouaroTcs M B KOHTPOJBHBIH JIUCT
CIIEIYIONINE CBEACHUS:

149.1.

IaTa Hadana TPOBEACHUS
HCCIIeIOBAHMI ¥ 1aTa UX OKOHYAHHA?

149.2,

mHpopMauus 00  H3TOTOBICHHOM
JIEKapCTBEHHOM npenapare
(HauMeHOBaHUE, HOMEp peuenTta)?

149.3.

HAVMCHOBAHKE WIH HOMEpP METOAUKH
HCIIBITAHU#, B COOTBETCTBUHU C KOTOPOH
IPOBOAATCS HCCIIeTOBaHUSL npu
OCYIIEeCTBICHHH BHYTPHUAIITEYHOTO
KOHTpoONA?

149.4.

pacdeTsl TIpH TPOBENEHHH KOHTPOIS
KauecTBa?

149.5.

Macca B3ATBIX HABECOK, pa3BEICHUS
(Mpu  HATWYMH) TpH TpPOBEICHUM
KOHTpOJIA KauecTBa?

149.6.

I/II[CHTI/I(bI/IKaI_IPIOHHLIC HOMepa?

149.7.

HauMeHoBaHHe?

149.8.

naptus?

149.9.

H3pacxXoJ0BaHHOC KOJHYECTBO?

[Tynkr 77 IpaBun
H3TOTOBIICHUS H
OTIycKa




CpoK TogHOCTH?

149.11.

TeMIlepaTypa HHKYOHMpOBaHMS (17
IUTATeNbLHEIX cpen)?

149.12.

uHbOpMaNus 0 CTaHAAPTHHIX 00pasLax,
pacTBOpax, peaKTHBaX, MHTATEThHAIX
cpemax, JAMarHOCTHYECKUX Habopax,
TECT - CUCTEMaX, MPUMCHSIEMBIX IpH
IPOBEICHAN HCCIEJOBAaHUA?

149.13.

HONpaBoYHE  Ko3dumueHT  (Ons
THTPOBaHHbBIX PacTBOPOB)?

149.14.

JaTa CMCHBI IapTHH, B CIIy4a€ CMCHBL

MAPTHU MCIONB3YEMOTO pEaKTHBA HIIU
cTaHjaprHoro ofpasila B  Xofe
[IPOBEICHUS HUCCITETOBAHMINA?

149.15.

daxTHHECKHE pe3yIBTaTHl
NPOBEACHHBIX  HCCICAOBAaHWH  IIpH
KOHTpOJNE KadecTBa (IO KaKAOMY
OTIpeseNsIEMOMY TIOKa3aTelll0 KauecTBa

YKa3biBaeTcs COOTBETCTBHE
(bapmaKorneiiHbIM CTATBSIM:
«COOTBETCTBYET» WIN «He
COOTBETCTBYET»)?

IpoBoguTcs M HpPU  OTIIYCKE
H3TOTOBIICHHBIX JIEKApCTBEHHBIX

150.
OpEnapaToB  KOHTPONb  YIIAKOBKH
JICKapCTBEHHOTO MPeMapaTa:

150.1. Ha NEeNOCTHOCTL?

150.2. |Ha repMETHMYHOCTE?

150.3.

Ha 3arpsA3HeHus?

ITynxr 78 [IpaBun
HM3TOTOBIICHUS U
OTITyCKa

151.

IMpoBogutcs 1M OpH  OTIYCKE
H3TOTOBIEHHBIX JeKapCTBEHHBIX
Hpenaparos:

151.1.

KOHTPOJIbL MapKHAPOBKH JIEKAPCTBEHHOTO
npemapara B YacTH COOTBETCTBHA
TpeGOBaHIAM K MapKHpOBKE,
YCTaHOBJICHHBIM TTpaBunamu
W3TOTOBNEHHUA ¥ OTITyCKa?

151.2.

KOHTpOIh uHGOpMaLH,
conepaierics B periente?

[Tynkr 78 IlpaBun
U3TOTOBIICHHUS H

OTITyCKa

152.

3anonHAeT JH anTeuHbl pabOTHUK,
HM3TOTOBHBLINH JIEKapCTBEHHBIH
[IpENapar, anTedHblii pPabOTHHK WU
OTBETCTBEHHOC JIUIO, OCYIIECCTBUBILNE
KOHTPOIIb H3TI'OTOBICHHOTO
JIEKapCTBEHHOTO  MpemapaTta, IOCHe

[Tynkt 79 HpaBun
H3TOTOBJICHUA U
OTIyCKa
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H3rOTOBJICHHUA JICKApCTBCHHOI'O
npenapara U OKOHYAHHA IIPOBEACHHS
KOHTPOJS HU3rOTOBJICHHOTO

JICKApCTBEHHOTO TMpenapaTa KOpPELIOK
pelenTa B COOTBETCTBHH ¢ (opMOii

PperentTypHOro Omanka Ha
JIeKapCTBEHHBIN rpenapar bin
BETCPUHAPHOTO TIPUMEHEHHU,

YTBePKAAEMOHI B COOTBETCTBHH ¢
9acTEK TpeTheif crath 16 3akoHa
Poccuiickoii ®enepammu or 14 Mas
1993 1. Ne 4979-1 «O BeTepHHAPHN»?

153.

TloamuceEBaEeT M KOPEMIOK peLenta
aITeYHBIH paboTHHK WU
OTBETCTBEHHOE JIMIO, OCYIECTBHBILHE
OTITYCK W3rOTOBIIEHHOTO
JIEKAPCTBEHHOTO TpenapaTa’?

ITynxT 80 [IpaBun
H3TOTOBJICHUA H
OTHyCKa

154.

VKa3bIBAET JIH aNTeYHBIH pabOTHHK UK
OTBETCTBEHHOE JIUIIO, OCYILECTBUBIINE
OTIYCK U3TOTOBIEHHOTO
JIEKapCTBEHHOTO TIperiapaTa, Ha
KOpEILKe pelenTa CBoH GaMUITHIO, UM,
0T4eCTBO (IpY HANUYUM)?

ITynkt 80 [IpaBun
W3TOTOBJICHHS 1
OTITyCKa

155.

VKasbIBaeT 1 aNTe4YHbIH pabOTHUK HIH
OTBETCTBEHHOE JIHIO, OCYIIECTBURILIIE
OTITYCK H3TOTOBIICHHOTO
JICKapCTBEHHOrO  IIpemapara, Ha
KOpellKe pelenTa Jary OTIycKa
M3rOTOBJICHHOTO JIEKapCTBEHHOTO
npenapara?

Iynkr 80 [TpaBun
H3TOTOBIICHUS H
OTITyCKa

156.

BHOCHT I anTeYHBI pabOTHHK WIIH
OTBETCTBEHHOE IIUII0, OCYINECTBUBIIHC
OTHYCK H3rOTOBIEHHOTO
JICKapCTBEHHOI O nperapara,
COOTBETCTBYIOILUE 3allUCH B IKypHAI
KOHTpOJIA H3TOTOBIICHHBIX
JIeKapCTBEHHBIX [IpenaparTos?

ITynxt 80 IIpaBun
U3TOTOBJICHHS U
OTITyCKa

157.

BHocATCcs U alnTEUYHBIM pa60THI/IKOM
HUIH OTBCTCTBCHHBIM JIMIIOM B XXYpHAJI
KOHTPOJIA HU3TOTOBJICHHBIX
JICKapCTBCHHBIX penapaToB
CICAYIOIIUE CBEACHUS:

157.1.

TIOPAAKOBLIN HOMED 3aliCH?

157.2.

HOMED H Aata odopmiIeHMs perenTa?

157.3.

damunus, WM, oTdecTBO  (NpH
HAJMIHH) buU3MIECKOTO hi i’ 11¢:1
BIajeNbiia XXMBOTHOTO HIIH TIOJTHOE MITH
COKpALIECHHOE (npu HAaJIHIUHN)
HAMMEHOBAHHE IOPUANYECKOTO JMIA —
BJajieTbIia XKUBOTHOTO?

[Tynxr 81 IIpaBun
W3TOTOBIICHUS U
OTIIyCKa
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157.4.

HaMMCHOBaHHC " KOJIIHYECTBO
HCIIONL30BaHHOI0 HCXOJHOTO CLIpBSI?

157.5.

NiekapcTBeHHas! popMa H3TOTOBJIEHHOTO
JIeKapCTBEHHOTO TIperapara?

157.6.

Jara WM3TOTOBJEHHSA JIEKApCTBEHHOI'O
pemnapara?

157.7.

CPOK  XpaHEHHd  W3TOTOBJIEHHOrO
JIEKapCTBEHHOTO Npenapara?

157.8.

JaTa HaJaja TIPOBCHCHHA KOHTPOILA
KayecTBa H3TOTOBIECHHOTO
JIeKapCTBEHHOTO TIpernapaTa?

157.9.

JlaTa OKOHYAHHA IIPOBCACHUSA KOHTPOJIA
KayeCcTBa H3TOTOBJICHHOTO
JCKApCTBEHHOTO npenapaTa?

157.10.

OIHCAHHE H3rOTOBJIEHHOTO
JIEKapCTBEHHOTO [Ipenapara (OMHUcaHue
BHEIIHETO BUJIA, arperaTHoOro
COCTOSHHS, IBETA, KOHCUCTECHIIHH)?

157.11.

HOMepa (papMakoTeHHBIX CcTaTeH, Io
KOTOPBIM ~ OCYIIECTBIISUICH ~ KOHTPOJIb
KayecTBa H3TOTOBJICHHOIO
JIeKapCTBEHHOTO Ipenapara?

157.12.

HaMMCHOBaHHE TOKa3arelied KadecTsa,
10 KOTOPHIM OCYIUECTBILICA KOHTPOIb
KayecTra H3TOTOBJEHHOTO
JIEKapCTBEHHOTO mpemnapara (c
YKa3zaHHEM HOPMAaTHBHOTO u
MOTYYEHHOTO 3HAa4eHMH IIOKa3aTels
KauecTBa)?

157.13.

JIATHI ¥ HOMEPA IPOTOKOJIOB HCITHITAHKH
B CIyuae OCYIIECTBIEHHS (U3HKO-
XHMHYECKOTO, MHKPOOHOIOTHYECKOTO
KOHTpOJIA H3rOTOBJICHHOTO
JIEKapCTBEHHOTO npenapara B
naboparopuu?

157.14.

pe3ynmpTarsl  KOHTpONA  KadecTsa
HU3TOTOBJICHHOTO JIEKapCTBEHHOTO
npemnapara Ha COOTBETCTBHE
(hapMakoneiHbIM CTaThiAM
(«COOTBETCTBYETY WITH «He
COOTBETCTBYET»)?

157.15.

Jara OTIIyCKa H3rOTOBICHHOIO
JICKApCTBEHHOTO TpenapaTa?

157.16.

bammnusa, wWMA, OTIeCTBO  (NIpH
Ham{4YuM)  anTeyHoro  paboTHHKa,
H3TOTOBUBILIETO JIeKapCTBEHHBIH
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npemapar, anTeyHoro paboTHHKA U
(vmm) OTBETCTBEHHOI'O nHLa,
OCYILECTBUBIIETO KOHTPOIb
H3TOTOBIIEHHOTO JIeKapCTBEHHOTO
npenapara, anTeyHoro  pabGoTHMKa,
OCYIIECTBHBILIETO OTIyCK
H3TOTOBJIEHHOTO JIEKAPCTBEHHOTO
mpenapara?

157.17.

MOAMUCHL  amTeyHoro  paboTHWKa,
H3rOTOBHUBLIETO JIeKapCTBCHHBIH
npenapar, anTedyHoro paboTHHKA W
(vnn) OTBETCTBEHHOTO vua,
OCYIIECTBUBILETO KOHTPOIb
M3TOTOBICHHOTO JIEKapCTBEHHOTO
mpenapara, anrteyHoro paboTHHKa,
OCYUIECTBUBILETO OTITYCK
H3TOTOBIICHHOTO JIEKapCTBEHHOTO
npenapara?

158.

3ampemieH TM OTIYCK H3TOTOBICHHEIX
JIEKAPCTBEHHBIX TIPETIapaToB, KagecTBO
KOTOPBIX o pe3ynbTaTaM
MIPOBEICHHOIO BHYTPHANTEYHOT O
KOHTpOIA HE COOTBETCTBYET
TpeGoBaHnaM hapMaKoNEHHBIX CTAaTEH?

Iynxr 82 [pasun
H3TOTOBIICHUSA U
OTIycKa

159.

YHAYTOKAIOTCA 1M  H3TOTORJIEHHEIE
JIEKapCTBEHHbIE IIpenaparsl, KauyecTBO
KOTODBIX o pe3ynbTaTam
TIPOBEACHHOTO BHYTPHAIITEYHOTO
KOHTpOJIA HE COOTBETCTBYET
TpeboBaHnaIM (hapMaKOMEHHBIX CTaTeH?

ITyuxr 82 [Iparun
H3TOTOBIICHUS U
OTIycKa

160.

OTiyckaer I anTedHbld pabOTHUK,
OCYIIIECTBIAOIMH OTITYCK
H3TOTOBJICHHOTO JIEKAPCTBEHHOTO
mperapara, JIeKapcTBEHHBIH IIpenapar ¢
BeIJadell  BIAJENBIy  KHMBOTHOIO
3aITOJTHEHHOTO KOpEIIKa penenta?

ITynkT 84 [IpaBun
H3TOTOBJICHHUS H
OTIIyCKa

161.

3anpenicHo H OTITyCKaTh
TIeKapCTBECHHEIC npenaparsl o
peuenTaM ¢  HMCTEKIIAM  CPOKOM
IEWCTBUS perenTa, 3a HMCKIIOUEHHEM
CITydaeB, €CIIM CPOK ACHCTBHS pELEnTa
UCTEK B  MEPHON  H3TOTOBICHHS

JeKapCTBEHHOTro NipenapaTa’?

ITynkr 85 Ipasun
W3rOTOBJIECHAUS U
OTIIyCKa

162.

HudopMupyer i anTedHbld paGOTHHK
npH OTITyCKE JIeKapCTBEHHOT O
npernapara NOTpeOHTENA O pPEKHME H
Jio3ax npueMa JEeKapCTBEHHOTO
mpemapara,  YCIOBHAX  XPAHEHM,
B3aUMOJIEHCTBUH c JpYTHMH
NeKapCTBEHHBIMY IIperiapaTaMu’?

ITyukt 86 IIpaBun
H3TOTOBJIECHUA U
OTITyCKa
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OcyiectBisercs m OTITyCK
i 4 ITynkr 87 [IpaBun
JIeKapCTBEHHBIX npenaparoB o
163. U3rOTOBJICHUS H
pelenTy B KOJHYECTBAX, YKa3aHHBIX B
o OTIycKa
TaKOM pelienTe’
3anpenicH m OTIIYCK
danscupuIUpOBaHHLIX, ITynkr 88 [IpaBun
164. He100pokaueCTBEHHBIX M| U3TOTOBIICHHS U
KOHTPaaKTHBIX JIEKaPCTBEHHBIX OTIyCKa
npenaparos'*?

».

4. IMoamynkT 54.1 nyHkTa 54 cnycka KOHTPOJBHBIX BONPOCOB JOIOJIHHUTH
cHocko# 10(1) cnexyromero cogepxasus:

«'%D Crares 34 ®enepansroro 3akona Ne 61-D3.».

5. IMognyukt 54.2 myHKTa 54 CIMCKAa KOHTPOJIBHBIX BOIIPOCOB JIOTIOJHHUTH
cHockoH 10(2) ciaemyronero CoaepKaHus:

«"® Yactp 2 crathu 13 denepansroro 3akona Ne 61-D3.».

6. ITyakr 102 coucka KOHTPOJBHBIX BOIPOCOB NOMOJIHUTL cHOockod 10(3)
CIIEAYIOIIETO COAEPKAHMS:

«'%®  3apermcrpupoBan Muntocrom Poccum 29 HosOps 2021 T,
peructpaudonssii Ne 66038. CoryacHo myHKTY 2 npHkasa Muncenbxos3a Poccun
ot 18 HosOpsa 2021 r. Ne 771 manusii akT nercTByeT 1o 1 mapta 2028 r.».

7. Ilynkr 164 cruicka KOHTPOJBHBEIX BOIPOCOB JONONHHTB CHOCKOM 10(4)
CJICAYIOILETO COACPKAHMS:

«'%® Crarps 57 ®enepansroro 3akona Ne 61-D3.».




