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or 21’ gecece fhof 2025,

MHUHHUCTEPCTBO CEJIBCKOT'O XO3AMCTBA
POCCUHMCKOU PEJEPAIINA

OEJEPAIBHASA CJIIYXKBA ITIO BETEPUHAPHOMY
N ®PUTOCAHUTAPHOMY HAI30PY
(Poccennxo3Han3op)

IIPUKA3

11 cenTabpa 2023 rozma Ne 1109

MockBa

O BHeceHHM H3MeHeHHii B npuka3 PenepanbHOil cIy’K0bI 10 BeTEPHHAPHOMY
H (HTOCAHHTAPHOMY Hax30py OT 3 eBpais 2022 r. Ne 164 «O6 yTBepxaenus
¢opM NPOBEPOUHBIX JIHCTOB (CMHCOK KOHTPOJILHLIX BONPOCOB), NPUMEHSeMBIX
DenepaJibHOi CJ1yxk00i 10 BeTepHHAPHOMY H (HTOCAHHTAPHOMY HAJA30pY H €e
TepPUTOPHAILHBIMH OPTraHAMH NPH OCYIIECTBJIEHHH (eepaibLHOrO
rocyJapcTBEHHOr0 KOHTPOUIsi (Haa3opa) B cepe 0OpameH s JIEKAPCTBEHHbIX
CPeACTB 1JIfl BETEPHHAPHOr0 PHMEHEHH D

B coorBercTBMM 4acThio 1 crateu 53 denepaiibHOro 3akoHa OT 31 wross
2020 r. Ne 248-®3 «O rocyaapCTBEeHHOM KOHTpOJIE (HaJ30pe) U MyHUIHMITATBHOM
koHTpoJie B Poccuiickoit Denepanumn», MOIITyHKTOM 5.1.5 IyHKTa 5 TlomoxeHus
o QefiepanbHoll  ciyx6e 1O BeTepHHapHOMY W (HMTOCAHHTApHOMY HajA30py,
yIBepKJeHHOro mnocraHoBneHueM IIpaButensctBa Poccuiickoit @Denepanuu
or 30 mroust 2004 r. Ne 327, mynktamu 3 u 13 TpeboBaHmii Kk pa3paboTke,
COlep)KaHMIO, OOLIECTBEHHOMY OOCYXIEHHIO HPOEKTOB (OpPM HPOBEPOYHBIX
JIUCTOB, YTBEPXKIEHHIO, TIPUMEHEHHIO, aKTyalIu3aluu (popM MPOBEPOUHBIX JIUCTOB,
a TaKke CilydaeB 00s3aTeNbHOTO IIPHMEHEHHMs TMPOBEPOYHBIX  JIMCTOB,
yTBEPXKIEHHBIX MocTaHoBIeHHeM [IpaBurensctBa Poccutickoit @enepauyu ot 27
okTsa6ps 2021 r. Ne 1844, u mynktom 3 Ilomoxenus o QenepalbHOM
roCyJapCTBEHHOM KOHTpoie (Hamsope) B chepe oOpalleHus! JIeKapCTBEHHBIX
CPelCTB, YTBEpXKAEHHOro mocraHopneHneM IIpaButenscrtBa  Poccmiickon
®epepanun ot 29 ntons 2021 1. Ne 1049, mpru K a3 b Ba 10:

1. Brectn B mnpukas ®enepanbHOil Clyk0bl IO BETEpUHAPHOMY
u puTOCaHUTapHOMY Hax30py OoT 3 deppans 2022 r. Ne 164 «O6 yTBepxaeHHH
(GOpM TNPOBEPOYHBIX JHMCTOB (CIHMCOK KOHTPOJIBHBIX BONPOCOB), MPHMEHAEMBIX
®enepanbHoii  cnyx00if MO BeTepHHAPHOMY M (QUTOCAHHUTAPHOMY HaI30pY




H €€ TEpPUTOPHATLHBIMA ~ OpraHaMM TIPH  OCYIIECTBIECHHH  (hesiepaibHOro
rocyJapcTBEHHOTO KOHTponsi (Ham3opa) B cdepe oOpaileHHs JeKapCTBEHHBIX
CPEZCTB I BETEPHHAPHOTO NPMMEHEHHsD (3aperucTpupoBad MuntoctoM Poccun
18 deBpans 2022 r., peructpaunonssii Ne 67379) (manee — Ilpuxas Ne 164)
ClIeyIoIe H3MEHEHHUS

dopMy mpoBepoyHOro  Jucra  (CIHMCOK  KOHTPOJBHBIX — BOMPOCOB),
npumensemoro ®enepanbHoil ciryk6oii O BeTEPHHAPHOMY M (UTOCAHUTAPHOMY
HAJ30pY U e TepPUTOPHAIbHEIMKM OpPraHaMH IPH OCYILECTBIECHHH (Qe/iepanbHOro
rOCyJapCTBEHHOro KOHTpOJs (Hamsopa) B chepe oOpalleHus JeKapCTBEHHbIX
CPEJCTB [UIs BETEPUHAPHOTO IPUMEHEHHS B YaCTH COOJIIOIEH S KOHTPOJIUPYEMBIM
JUIIOM OOS3aTeNBHBIX TpeOOBaHUI K H3TOTOBJICHHUIO M OTIYCKY JICKApCTBEHHBIX
IpenaparoB Uil BETEPUHAPHOTO IMPUMEHEHWs, YTBEPXKAEHHYIO COLIACHO
npunoxenuro Ne 3 k Ilpukazy Ne 164, H3I0XKATH B HOBOW PEeIaKLM¥ COIJAcHO
npunoxenuo Ne 1 K HacrosmieMy NpHKasy (Zajee — CIHCOK KOHTPOJIBHBIX
Borpocos Ne 1);

dopMy  TpOBEpOYHOTO JHMCTa  (CIMCOK  KOHTPOJBHBIX  BONPOCOB),
npruMensieMoro MejiepalbHON CITykO60# 1O BETEPHHAPHOMY W (PUTOCAHUTApPHOMY
HaJ30py U €€ TePPHTOPUAILHBIME OpraHaMH IPH OCYIIECTBICHAN (efepalbHOro
TOCY/IapCTBEHHOTO KOHTpONs (Hamsopa) B coepe oOpaiueHus JeKapCTBEHHBIX
CPEJCTB JUIS BETePUHAPHOTO IIPUMEHEHHUS B YaCTH COOIIOICHUS KOHTPOIUPYEMBIM
JIMLOM OO0sI3aTelbHBIX TpeOOBaHUM MNP OCYIIECTBIEHHH (apMaleBTHYeCKON
JeATENBHOCTH, YTBEpXKACHHYIO cornacHo npunoxenmo Ne 8 k Ilpuxasy Ne 164,
H3JI0)KHTH B HOBOH PENAKIIUK COTIACHO MPUIOKEHHIO Ne 2 K HACTOSILIEMY IPHKazy
(nanee — CIMCOK KOHTPOJBHBIX BOTIPOCOB Ne 2).

2. CHucoK KOHTPOJBHBIX BONMpPOCOB Ne 1 © CHOUCOK KOHTPOJIBHBIX
BorpocoB Ne 2 mpuMenstorcs 0 1 cenTsbps 2029 r., 3a HCKIHOYEHHEM
myHKTOB 97 — 100, 105 crmcka KOHTPOIBHBEIX BompocoB Ne 1 u myHKToB 1 — 48
CIIACKA KOHTPOJBHBIX BOPOCcOB Ne 2.

3. ITysxtel 97 — 100, 105 cmucka KOHTPOJBHBIX BOmpocoB Ne |
npumeHsitores 1o 1 mapra 2025 .
ITyktsl 1 — 21 comcka KOHTPONBHBIX BOMpOcOB Ne2 TpHMEHSIOTCS

1o 1 centa6ps 2028 r.
Ilynxtel 22 — 48 cmmcka KOHTPONBHBIX BompocoB Ne 2 mpUMeEHIOTCSA

no 13 mapra 2024 r.

PykoBogutens C.A. JlaskBept




IIpunoxenue Ne 1

K npukasy denepanpHOn
CIIy)KOBI TIO BETEpUHAPHOMY

1 (PUTOCAaHUTApPHOMY HAI30pY
or 11 centsOps 2023 r. Ne 1109

«IIpunoxxenue Ne 3

K npukazy PenepanbHON
CIIY’KOBI 110 BETEPHHAPHOMY
U (PUTOCAHUTApPHOMY HA/30DY
ot 3 ¢eppaia 2022 1. Ne 164

®dopma

Mecto mma  pasmemeHus QR-koga,
chOPMHPOBAHHOTO CIOWHBIM PEECTPOM
KOHTPOJIBHBIX (HaZ30pHBIX)
MEpPONPHATHH, 00eCIeuHBaIOIETo
nepexo. Ha CTPaHHILy B
HHQOPMaLHOHHO—
TENEKOMMYHHKaIMOHHON CeTH
«HTEepHETY

denepanbHas cryx0a M0 BeTepUHAPHOMY U (PHTOCAaHUTAPHOMY HaI30pY

(HaHMEHOBAHHE KOHTPOIBHOTO (HA/30PHOr0) OpraHa)

ITpoBepouHbIN TUCT
(CIIHCOK KOHTPOJBHBIX BONPOCOB), pHMeHsaeMblil deiepabHOM ciryk00H 110
BETEPUHAPHOMY H (PUTOCAaHUTAPHOMY HA/I30PY M €€ TEPPUTOPUANBHBIMI OpraHaMU
TIpH OCYIIECTBIECHHH (e/IEPaIbHOrO TOCY[APCTBEHHOrO KOHTPOIA (Hai30pa)
B cepe oOpanieHus JEKApCTBEHHBIX CPEJICTB JUIA BETEPHHAPHOrO IPUMEHEHHS
B 4aCTH COOJIIOEHN KOHTPOIHPYEMBIM JIIIOM 00513aTebHbIX TPeOOBaHHH
K U3TOTOBJICHHIO U OTITYCKY JIEKAPCTBEHHBIX NIPENAPaTOB JIJIsl BETCPUHAPHOTO
IPUMEHEHUS

YTBepx/eH npukazoM DenepanbHoil CyKOBI 10 BETCPUHAPHOMY H
(bHUTOCAaHUTAPHOMY HAA30py OT «__» 20 1. Ne

(PEKBH3HTBI HOPMATHBHOTO NIPABOBOTO aKTa 00 YTBEPXIeHHH HOPMBI IPOBEPOIHOTO IHCTA)

(BH/I KOHTPOJILHOTO (HAA30PHOT'0) MCPOIIPHATHA)

«_» 20 T

(gaTa 3a10IHEHHs IPOBCPOUHOTO JIHCTA)

B OTHOIICHHMH
(06BeKT roCyapCTBEHHOIO KOHTPOJISA (Han30pa), B OTHOUIEHHH KOTOPOTO NPOBOJMTCH KOHTPOIEHOE (Ha30pHOE) MEPOTIPHATHE)




CaefieHHS 0 KOHTPOIUPYEMOM JIHLIE

bamuiys, UMs ¥ OTYECTBO (TIpH
HAJIUIHH ) TPAKIAHWHA WUIH
WHIHBHIYaJIbHOTO MPEATPHHUMATENLA

UACHTH(PHUKALOHHBIN HOMEP
HAJIOTOILIATEIBINNKA U (MJIH)
OCHOBHOM IrOCYZAapCTBEHHBIN
PETUCTPALMOHHbII HOMED
WHIUBHIYAIBHOTO [IPEAPUHAMATENS

aJIpeC PErUCTPALMH 10 MECTY
KHUTENbCTBA (TIpeOBIBaHMA)
rpakJJaHMHA WIN HHIAWBHIYAJILHOIO
IpeaIpUHIMATENS

HaHMEHOBaHUE IOPUANYECKOrO JINIA,
€ro MJCHTH(HUKAIMOHHBIA HOMED
HAJIOTOIIATENbINNKA U (UIH)
OCHOBHOM TOCYAapCTBEHHBIN
PErUCTPAallMOHHBIN HOMEDP

afipec B Tpe/iesiax MECTa HaXOXKACHHS
IOPHAHYECKOro JHIa (ero puananos,
NpeACTaBUTENBCTB, 000CO0IEHHBIX
CTPYKTYPHBIX HOZIpa3/ieTIeHui),
SBJISIONUXCA KOHTPOIHPYEMBIMH
JHIIAMHA

(MecTo (MecTa) IPOBEIEHHs KOHTPOJILHOTO (HAI30PHOTO) MEPOIIPHATHA C 3AM0JHEHHEM NIPOBEPOUHOTO JIMCTa)

(PEKBU3MTHI PELIEHMS KOHTPOJILHOTO (HaA30PHOIO) OPraHa O IPOBEACHIH KOHTPONEHOTO (Ha/(30PHONO) MEPOTIPRATHS,

TI0IIHCAHHOTO YIIOTHOMOYEHHBIM JODKHOCTHBIM JHIOM KOHTPONIBHOTO (Ha/I30pHOT0) oprana)

(y4eTHBII HOMEp KOHTPONLHOTO (HaA30PHOTO) MEPOIPUATHS )

(OIDKHOCTH, GaMHITHA M MHHIMATE! IOJPKHOCTHOTO JTHUA KOHTPOIBHOTO (HAZ30PHOTO) OPTaHa, B I0/UKHOCTHbIE 0GA3aHHOCTH

KOTOPOTO BXO/IMT OCYIIECTBIIEHHE MOIHOMOUHMH 110 BUAY KOHTPOJLA (Jlallee — MHCIIEKTOP)

CHHUCOK KOHTPOJIBHBIX BOIIPOCOB, OTPAXKAIOMIMX COAEPIKaHHE O0A3aTENbHBIX
TpeGOBaHWi, OTBEThl HAa KOTOpble CBUICTENBCTBYIOT O COONIOAEHUH HIH
HecoO0ICHAH KOHTPOIMPYEMBIM JIUIIOM CIEIYIOIIUX 00513aTebHbIX TPEOOBaHUH
K M3TOTOBIEHHMIO M OTIYCKY JIGKAPCTBEHHBIX IIPENapaToB I BETEPHUHAPHOrO
MIPUMCHECHHUS:




PexBH3UTH OTBeTHI Ha BOMPOCKHE, OTPAXKAIOWIKE
HOPMaTHBHBIX coziepXaHue 00A3aTENbHBIX
MIPaBOBBIX aKTOB TpeboBaHuUi
KoHTposbHBEIE BOIPOCHL, ¢ yKasaHueM
CTPYKTYPHBIX «Ia» | «HET» | «HEMpU- | «IpuMe-
Ne /o OTpaskaromue co,uepxcaumi enHTL MEHIMOy | ganues *
00s3aTeNIbHEIX TpeOOBaHKHI ’
KOTOPBIMH
YCTaHOBJICHBI
00s13aTeNbHbBIC
TpeOoBaHHS
1. 2. 3. 4, 5. 6. 7.

OcyuiecTBisieTCsl M U3TOTOBIICHHE U
OTIYCK JICKapCTBEHHBIX IPENapaToB

(apMaKoneHHOH cTaTbH?

L. JUIL  BETEPHHAPDHOTO  IIPUMEHEHHS ) ) ) i )
(nasee — eKapcTBEHHbIC MPETIAPATH):
BETEPUHAPHBIMHU anrreudbiMi | TTyrkr 1 Ipasun
OpraHM3aIiIMHY, HMEIOIAMH | M3TOTOBJICHUA U
JAHMIEH3HI0 Ha (apMaleBTUYECKYIO OTITyCKa
JIEITEITBHOCTD c TpPaBOM | JIEKapCTBEHHBIX
W3TOTOBJICHUSA JIEKapCTBEHHBIX | MPENapaToB s
NpernapaToB (anee — BETEPMHAPHEIE | BETEPHHAPHOTO
anTeKu) MTPUMEHEHUs
BETEPHUHAPHBIMU
anTeYHbIMU
OpraHn3alisiAMH,
HMEIOIHMH
11 TUIICH3UIO Ha
' ¢dapmaneBTu-
YEeCKYIO
JEATETHHOCTD,
VTBEPKICHHBIX
TIPHUKA30M
MuHcenbpxo3a
Poccun ot 10
anpens 2023 r.
Ne 353! (nanee —
IIpaBuna
H3TOTOBIICHUS
OTITyCKa)
no penenty Ha JekapcTBeHHbIH | ITynkr 2 Ipasun
1.2. Tnipenapar (gauee — penent)? HU3rOTOBIICHUS H
OTITyCKa
CooTBeTcTBYET b1 Ka4eCTBO
JIEKAPCTBEHHBIX npenapatos, | ITynkr 3 IlpaBun
2. H3rOTOBIICHHBIX BETCPUHAPHOM | U3TOTOBJICHUS H
anTeKoH, TpeboBaHHAM OTITyCKa

! 3aperncrpuposan Muntoctom Poccuu 1 mrons 2023 r., perucTpauuosHsii Ne 73667. B COOTBETCTBHE ¢ TYHKTOM 3
npuka3a Muscensxo3a Poccuu ot 10 anperst 2023 r. Ne 353 mauubii akt neHctyeT 1o 1 ceHTAOps 2029 r., 3a
UCKIIOUEHHEM IYHKTOB 17 (B 9aCTH 3aTI0JIHEHMS KOPEIIKa PELeIITa Ha IEKAPCTBEHHBIH NPCnapar /11 BETepHHAPHOTO
npumenerus), 79, 80, 84 [Ipasun, nelicTBytomux o 1 Maprta 2025 r.




2.

Ocy1ecTBaA0TCS b1 npu
H3TOTOBJICHHUHA B BeTCpHHapHOﬁ
afnTeKE JICKApPCTBCHHLIX IIPCIIApaTOB
CIIeAYIOIIHE BU/IbI KOHTpOJIA (fanee —
BHYTPHANTEYHBIH KOHTPOIb):

3.1

KOHTPOJIb
cyOcraHumit,

(apMalieBTHYECKUX
BKITFOUEHHbBIX B
rocyJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CpelicTB st
BETEPUHAPHOTO IPUMEHEHHS?

3.2.

KOHTPOIIb 3aperUCTPHPOBAHHBIX
JIEKapCTBEHHBIX MpenapaToB?

3.3.

KOHTPOJIb BCIIOMOT'aTCIIbHBIX

BEIIECTB?

3.4.

KOHTpPOIIb YHAKOBOYHBLIX MaTepPIaJIOB?

3.5.

KOHTPOJTh MPOXYKTOB, IOTy4aEeMBIX U3
HUCXOIHOTO ChIPbs?

3.6.

KOHTPOITb H3TOTOBJICHHBIX
JIEKapCTBEHHBIX TIPENapaToB?

IMynxT S IpaBun
U3rOTOBIECHUA U
OTITyCKa

OcymmecTrisercs JH
BHYTpHANTEYHBIH KOHTPOJIb
pabOTHHKAMH BETEPUHAPHOM alTeKH,
JIEATENEHOCTD KOTOPBIX
HETIOCPEICTBEHHO CBsI3aHA c
H3TOTOBJIICHUEM JIEKapCTBEHHBIX
mpenapaTtoB  (mamee —  anTeyHbE
paboTHuku), ©u  (WIH)  JHMIOM,
OTBETCTBEHHBIM 33 BHYTPHAIITEYHBIN
KOHTPOJIb (fajiee — OTBETCTBCHHOE
uno)?

ITynkr 6 Ilpasun
W3TOTOBJICHUS U
oTIycKa

OcyiuecTBiseTr JU OTBETCTBEHHOE
JIMIIO, HA3HAYEHHOE DPYKOBOAMUTEINEM
BETEPHHAPHOM anTekHy, BUZBI
BHYTPHANITEYHOTO KOHTpOJI,
OTIpeJIcTICHHBIE B €ro JODKHOCTHBIX
HHCTPYKLIHMSIX, B COOTBETCTBHH C
rraBod VII ITpaBun U3roToBiI€HUS H
oTmycka?

IMynxT 6 IlpaBun
U3TOTOBIICHUS U
OTIyCKa

Ob0ecnieunBaer JHM  PYKOBOAMTEND
BETCPUHAPHOM anTeKu HIM  €ro
3aMECTUTENL B CIIydae OTCYTCTBHA
anTe4yHOro paboTHHKa 7}
OTBETCTBEHHOTO JIMIIa BBIIIOJHEHHE
BHYTPHANITEYHOTO KOHTPOMIA?

Iysnkt 7 IlpaBun
H3TOTOBJICHUA U
OTIIyCKa

OcCyInecTBIAIOTCS JIN B BETEPHHAPHOMI
anTeke:

Iynkr 8 Ilpasun
M3TOTOBJICHUS H




2. 3.
BEJCHHE BHYTPEHHEH TEXHHYECKOH OTIIyCKa
71 JIOKYMEHTALMH (nanee -
o Crannaptasie OTepaI[OHHbIE
npouexypst)?
79 opraHu3anus paboTBl BETEPUHAPHOM
- anrtexu?
OpraHu3aLysa YCIIOBHi s
BBHITIOITHEHHS BHYTPHAIITEYHOTO
7.3. KOHTPOJII B COOTBETCTBMH  C
TpeGoBanuAMY IIpaBui H3roTOBICHIS
W OTITycKa?
XpaHEeHHE BCIIOMOTATENbHBIX BELICCTB
1  YNaKOBOYHBIX MAaTEpHANOB B
COOTBETCTBMH ¢ TpeOoBaHMAMH (B
7.4. ciry4ae ux HAJIM9H),
YCTaHOBJIEHHBIMHU 1754
TPOM3BOAMTENIEM M  TpeGOBaHHAMHU
(bapMakoneiHbIX cTaTel?
Vreepxknens i B BerepuHapHo# | ITynkr 9 Ilpasun
8. anreke CTaHAapTHHIE ONEPAIOHHBIC | W3IOTOBICHUA H
npouenyps1? OTITyCKa
Omican  mu B CraHmapTHBIX
9 OTepalMOHHBIX MPOHEAYPax MOPsI0K
' OCYILECTBIICHUS U YI€Ta CIEAYIOIUX
JEeHCTBHUI:
BBIOOD OpraHu3anyi,
91 OCYIIECTRIISIOIIEHN MOCTaBKy
o HCXOAHOTO  CHIpbs  (Jamee  —
MIOCTABIIMK)?
92 H3TOTOBJICHHE MPOMEXYTOYHBIX
- HpOJYKTOB?
93. I/I3I‘OTOBJ’[CHI‘/)IC NIEKAPCTBEHHBIX | [Tyyper 9 TIpasu
TpetiapaTos: M3rOTOBJIEHHS U
OTIyCcKa
94 yIakoBka U (pacoBKa JIEKapCTBEHHBIX
o npenaparor?
MPOLIECCHI CTEPHIM3AIUH HCXOJHOTO
9.5. CHIpbS %} H3TOTOBJICHHBIX
JIeKapCTBEHHBIX IPenapaToB?
9.6 OCYIIECTBJICHHE  BHYTPHAITEYHOTO
o KOHTpoIs?
9.7 OTITYCK H3TOTOBJICHHBIX
o NeKapCTBEHHBIX IpenapaToB?
9.8. orbop mnpob® AIA  OPOBEINECHHSA




2.

MHKPOOHOIOTHIECCKOTO KOHTPOJIs?

9.9.

OYHCTKA %4 Je3uHbeKIyst
00opyaoBaHHs, KCTIONB3YyEMOIO IIpU
H3TOTOBIICHUH JIeKapCTBEHHBIX
npenaparoB?

9.10.

OYHCTKA " CTEPUIT3AIIUA
n1abopaTopHOi HOCY/IBI,
HCIONB3yeMOW TPH  HM3TOTOBICHUU
JIEKAPCTBCHHBIX NPENapaToB?

9.11.

yOopKa 1 e3uHpEKIN TIOMEILEHHH?

9.12.

NpOBCACHHE  PAcCIEfOBaHMH  HpH
o0HapyXeHu!
He100pOKayecTBEHHBIX,
KOHTpaQaKTHBIX,
¢anbcuuIUPOBaHHBIX
JIEKapPCTBEHHBIX TIPENaparoB (Janee —
paccnenoBanus)?

9.13.

NPUMEHEHHE KOPPEKTHPYIOIIMUX H
(unu) TPEeRyNpeKIAIOMUX JEHCTBHH
IO pe3ynbTaTaM paccieloBaHui?

10.

Brxiogaior I CrangapTHBIe
onepanioHHbIE TPOLIEAYPHI,
YTBEPKICHHBIC BETEPUHAPHOH
anTeKou:

10.1.

y4eT JaHHBIX [pH  BBINOJIHEHHH
CrangapTHBIX OTIEPAIIOHHbIX
mpouenyp (BKIOYAs COCTaBIEHHE
aKTOB, BEJICHHE JKYPHAIIOB)?

10.2.

OCYLICCTBJICHHE aHalIu3a
CTaH)lapTHBIX OICPpaliMOHHBIX

npouenyp?

10.3.

YCTAHOBJICHMC I[PUYHH HapYIICHHA
CTaHI[apTHBIX OI€palfiOHHBIX

npouexnyp?

ITynkr 10
IpaBun
M3rOTOBJICHUS U
oTHycKa

11.

TlpexycmarpuBaer nu CranaapTHas
ofiepallMOHHas TPOLEAypa BbeIOOpa
OCTaBIINKA coOMIoIcHHE
MOCTABIIHKOM CICAYIOUIHAX
TpeOOBaHHI:

11.1.

CPOKOB ITOCTAaBKH HCXOAHOI'O CLIpbiI?

11.2.

YCIIOBHI IOCTaBKHM HCXOHOTO CBIPhA?

11.3.

TPOBEPKH  BETEPHHAPHOH  allTEKOH
HAJIMYHA y TOCTABIHKA JINLICH3UH Ha
OCYIIECTBIIEHHE (apMalieBTHIECKON

Iynkr 11
IIpaBun
U3TOTOBJICHYUS U
OTITyCKa




l. 2. 3.
JEATSIPHOCTH B cdepe obpamieHus
JIEKapCTBCHHBIX CpEnCTB JUIS
BETEPHHAPHOTO  TNPUMEHEHMs  C
VKa3aHUEM BBHIOJIHAEMBIX  paboT,
OKa3bIBaEMBIX YCITyT' HIIH JIUIICH3HH Ha
MPOU3BOJICTBO JEKapCTBEHHBIX
CpeACTB 1St BETEPUHAPHOTO
OpHMEHEHHSI C YKa3aHHEM IEpeuHs
pabot?

CPOKOB NOCTaBKH
114 |33PCTHCTPHPOBAHHbIX
JAE€KapCTBEHHBIX  IIPEMapaTtoB  H
(papManeBTHIECKHX CyOCTaHLMH?
YCIIOBHH IIOCTAaBKH
115, |33PeTHCTPHPOBAHHbIX
JEKapCTBEHHBIX ~ INPENapaTtoB M
¢$apmaneBTHIECKUX CyOcTaHIMi?
npejacTaBieHdss  MHGOpMAIMH 00
YCIOBHSAX XpaHeHus
3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX IpenaparoB,
YCTaHOBNICHHBIX MHCTPYKIHMAMH IO
BETEPHHAPHOMY IPAMEHEHUIO
11.6. JCKapCTBEHHBIX ~ NpeEnaparoB, U
YCIOBHAX XpaHeH!s
dbapManieBTHIECKUX cyOcTaHIui,
KOTOpBIE comepxarcs B
roCcyJapCTBEHHOM peectpe
JIeKapCTBEHHBIX CpencTB hinibs
BETEPUHAPHOTO IPUMEHEHHSA?
IpenycmarpuBaer mu CraHgaprHas
oTepanioHHas npouexypa
H3TOTOBIIEHUSA MPOMEXKYTOYHBIX Mynxr 12
12 MPOJLYKTOB MOCJIEA0BATENLHOCTD IpaBun
' JEHCTBHH anTeYHBIX Pa0OTHUKOB IV | M3TOTOBIICHUA
OTBETCTBEHHOTO nuna pH OTITycKa
H3TOTOBIICHUH TIPOMEXYTOYHBIX
MPOXYKTOB?
IpenycmatpuBaer nu CranjapTHas
onepalnoHHas npoLenypa
H3TOTOBIICHUS NIeKapCTBEHHBIX Iynkr 13
13 [penapaToB HOCIEI0BaTENbHOCTD [TpaBun
' JIEHCTBHI anTEeYHBIX Pa0OTHUKOB MM | H3TOTOBICHHUS H
OTBETCTBEHHOT'O A pu OTIyCKa
H3TOTOBIICHUM JIEKapCTBEHHBIX
npenaparoB?
Ipenycmarpusaer 11 CrangapTHas Ilynkr 14
14 OTIepal[MOHHAsl HPOLEAypa YIaKOBKH [NpaBun
' %4 (bacoBxH JIEKAPCTBEHHBIX | M3TOTOBIEHHS H
npernaparoB MOCIIEIOBATEIILHOCTD OTIyCKa




2.

JEHCTBUI alITEYHBIX PabOTHUKOB WX
OTBETCTBEHHOTO JINLIa PN YIIAKOBKE M
¢acoke JICKapCTBEHHBIX
npenaparon?

15.

Ipenycmarpusaer a1 CraHjnaprHas
ollepalMoHHas Mpoueaypa MpoLeccoB
CTCPUIIM3ALMH  HCXOJHOTO  ChIpbA,
W3TOTOBJICHHBIX JIEKapCTBEHHBIX
npenaparoB NIOCIIE0BATENLHOCTh
JEUCTBUH anTeYHbIX PAOOTHHKOB UK
OTBETCTBEHHOTO bt pH
CTCPWIM3aHK HCXOJHOTO  CHIPbS,
H3rOTOBIICHHBIX JIeKapCTBEHHBIX
npenaparoB?

ITynkr 15
IIpaBun
WU3TOTOBICHUA H
OTIIyCKa

16.

[IpenycmarpuBaer s CrangapTHas
orepallioHHAas npolenypa
OCYIIECTBJICHUS] ~ BHYTPHAITEYHOTO
KOHTPONS TPOBEPKY COOTBETCTBHUSA
M3TOTOBICHHBIX TeKapCTBEHHBIX
[pernapaToB TpeGOBaHUIM
(hapMaKkoneHHbIX cTaTei?

IMynkr 16
[IpaBun
W3TOTOBIICHHUSA U
OTITyCcKa

17.

IMpenycmarpuBaer nu CrangaprHas
OllepallOHHasl MpoLeaypa OTIyCKa
H3TOTOB/ICHHBIX JEKapCTBEHHBIX
MPEIapaToB OTIYCK JIEKapCTBEHHBIX
mpenaparoB B COOTBETCTBUM  C
petienitoM  (BKJIIOYas  3alOJIHEHHE
KOpeInKa pelenTa, NPUIaraeMoro K
H3TOTOBJICHHOMY  JE€KapCTBEHHOMY
npenapary)?

IMynkr 17
[IpaBun
W3TOTOBJICHUA H
OTITyCKa

18.

Ipenycmarpusaer nu CraHgapTHas
OlepalMoOHHas Tpoleaypa otbopa
mnpoo JUIS MPOBEICHHA
MHUKpPOOHOJIIOTHIECKOTO KOHTpOIIAL
TOCIER0BATENBHOCTD JEeHCTBHIM
anTeyHBIX pabOTHHKOB HIH
OTBETCTBEHHOTO JHIA MpH oTOOpe
npo0® s NpPOBEACHHS KOHTPOJ,
NpeIyCMOTPEeHHOTO  MyHKTOM 39
Ipaeun M3roToBIEHUS U OTITyCKa?

ITynkr 18
ITpaBun
HU3rOTOBJICHHUA U
OTITyCKa

19.

IpexycmarpuBaer nu CTaHmapTHas
OlIepalHOHHAs MPOLEAypa OUUCTKH U
Je3uH(eKIIn obopynoBanus,
HCTIONB3yEMOTO IpPHU HM3rOTOBICHUH
JICKapCTBEHHBIX Npenaparos,
IOCTIEIOBATENLHOCTD nelcTeui
aNnTeyHbIX pabOTHHKOB WU
OTBETCTBEHHOI'O JIHIIA TI0 OYMCTKE H
ne3nHexumy 060pynoBaHus?

IMynxr 19
IIpaBun
M3TOTOBJICHUS U
OTIIyCKa

20.

IpenycmatpuBaer 1 CTaHixapTHas{

ITynkr 19




2.

3.

ofepaliiOHHAas NMpoLeaypa OUHCTKH U
CTEpHIHM3aIHH nabopaTopHOH
TIOCY/IBL, UCIONb3YEMOH npH
H3rOTOBIICHUH JIEKapCTBEHHbIX
OpenaparoB,  INOCIEAOBATENLHOCTE
JICHCTBUH anTeyHbIX PabOTHHUKOB HIIN
OTBETCTBEHHOTO JHIA 10 OYMCTKE U
CTEpUIM3ALHH 1abopaTopHOH
nocyibl?

Ipasun
U3TOTOBJICHNUS H
OTITyCcKa

21.

IlpenycmarpuBaer s CraHpapTHas
olepanroHHas Mpouexypa yOOpku u
Je3uH(pEKIUH HoMenIeHHH
MOCIIEAOBATELHOCTD JeHcTBUi
anTeYHbIX pabOTHHKOB HIIH
OTBETCTBEHHOTO JIHLA MpH yOOpKe U
Je3uHpEeKIAN TOMEIEHUH?

[Mynxr 20
TIpaBun
W3rOTOBJICHUS U
OTIyCcKa

22.

MpenycmarpuBaer 1u  CraHzapTHas
onepanuoHHas npoueaypa
MPOBEJICHUS paccieqoBaHHHA
YCTaHOBJICHHE OTBETCTBEHHAIM JTMIIOM
UM PYKOBOIHUTENEM BETEPHHAPHON
anTeKH CIIEAYIOMUX PHYHH:

22.1.

NOCTYIIJIEHUA HeI[OGpOKa‘-IeCTBeHHBIX
JICKaPCTBCHHBIX npenapaTOB?

22.2.

TOCTYTIICHNS KOHTpaaKTHBIX
JIEKapCTBEHHBIX MpenapaToB?

22.3.

nocTymieHns GanbcudHIPOBaHHbIX
JIEKapCTBEHHBIX NIpenapaToB?

22.4.

XpaHeHWs BETEPUHAPHOH anTeKon
HeT0OPOKa4eCTBEHHBIX
JEKapCTBEHHbIX NPenapaToB?

22.5.

BETEPUHAPHOH  AMTEKOM
JEeKapCTBEHHBIX

XpaHEHHUs
KOHTpa(aKTHBIX
npemnaparos?

22.6.

XpaHeHUs] BETCPHHAPHOM  alTEKOH
¢banbcHpULHUPOBaHHBIX
JieKapCTBEHHBIX IPENapaToB?

IMynkr 21
ITpaBun
H3TOTOBIICHUS U
OTITyCKa

23.

IpenycmatpuBaer mu CraHnapTHas
orepanroHHasd npouenypa
MIPOBEAEHHA paccieioBaHHH
OpPHHATHE IPeIyIpPExKIat0uX Mep?

IMynkr 21
IIpaBun
H3TOTOBJICHHA ¥
OTITyCcKa

24.

Ilpenycmatpusaer mu CraHIapTHas
onepanuoOHHAas npouexypa
TMPUMEHEHHS KOPPEKTHPYIOLIMX U
(w1H) mpeayNpexIAOMMUX ACHCTBHI
IO  pe3yabTaTaM  pacclael0oBaHHMH

ITynkr 22
[IpaBun
W3rOTOBJICHUS U
OTITyCKa
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2.

OIpe/icieHHe OTBETCTBEHHBIM JIMLIOM
HIH PYKOBOAWTEIEM BETEPHHAPHOM
anTeKH repedHeil KOpPEKTHPYIOMUX U
(WH) TpeayNpeXAaomUX AcHCTBUR
M CPOKOB  HCIIONHEHHS  TaKUX
JEUCTBUH?

25.

Cogepxxkar 1
CrangapTHBIE OIEPALIHOHHbIE
IPOLERYPHI, YTBEpXKICHHBIE B
COOTBETCTBUH ¢ IyHKTOM 9 IlpaBun
M3rOTOBJICHUS H OTITYCKA, YKa3aHUE HA
[pHYHHB] BHOCHMBIX U3MEHEHHH?

HU3MCHCHUA B

Ilynkr 23
IpaBun
W3TOTOBICHUS U
OTITyCKa

26.

[lpunararorcss 1M  U3MEHEHHA B
CrangapTHbie onepanuoHHEIE
TpoleaypH K JOKYMEHTaM, KOTOPBIMU
YTBEPIKACHBI COOTBETCTBYOILUE
CrangapTHble OTiepaliHOHHbIC
poLeyph?

IMynkT 23
IIpaeun
W3TOTOBIICHUSA U
OTITyCKa

27.

Oprann3oBaHo 1M B BeTepHHApHON
anmTeKe  XpaHeHHE  CJIEAYIONIHX
JOKyMEHTOB:

27.1.

aKkToOB?

27.2.

acnopTOB MUCHMEHHOTO KOHTPOJIS?

27.3.

3aMnceH o TIPOBEACHHIO
HCCIICIOBAaHNI KOHTPOISA KadecTsa
H3TOTOBJIIEHHBIX JIEKapCTBEHHBIX
npernapaToB?

274.

KYPHAIOB, COCTaBIEHHE (BEJECHHE)
KOTOPBHIX MPEXyCMOTPEHO IYHKTaMU
59, 70, 74 u 81 IIpaBus U3rOTOBNECHMS
¥ oTmycka?

27.5.

penenTtoB?

27.6.

TpeboBaHuii
opraHu3anuit?

BETEpPHHAPHBIX

27.7.

COMPOBOAMTENBHEIX JIOKYMEHTOB Ha
HUCXOIHOE ChIphe?

27.8.

COIMPOBOAUTENBHBIX JOKYMEHTOB Ha
yI1aKOBOYHbIE MaTepHabl?

27.9.

JIOKYMEHTOB IIPOU3BOAUTENS,
TIOATBEPKJAIOINX COOTBETCTBUE
Ka4eCcTBa HCXOJHOTO CHIPhs (B CiIydae
HX HaTU4us)?

27.10.

JOKYMEHTOB
HDOATBEPKAAIOIIUX

IMPOU3BOAUTCHA,
COOTBCTCTBUEC

Iynkr 24
[IpaBun
HM3rOTOBJIEHUS H
OTITyCKa
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2.

KauecTBa YIMAKOBOYHBIX MAaTEpUAIOB
(B cydae ux HaaHaus)?

28.

VcraHoBieH I BETEPUHAPHOM
anTeKoW CpPOK XpaHEeHWs He MeHee
TpeX JNeT ¢  JaTtel  OTIyCKa
H3TOTOBJICHHOI'O JEKapCTBEHHOIO
mpenapara I JAOKYMEHTAllUH,
OpeIyCMOTPEHHOH — MyHKToM 24
IpaBui M3TOTOBJIEHUS U OTIYCKa (3a
HCKITIOUYEHHEM KYpHAJIOoB)?

ITynkr 25
IIpaBun
W3TOTOBJICHHUS U
OTIIyCKa

29.

VcraHoBlIeH M BETEpHHApHOM
anTeKo#dl CPOK XpaHCHHsA HE MEHee
TpeX JeT C JaThl BHECEHUS MOCIEHUX
3aMucen s YKypHAJIOB,
NPEAyCMOTPEHHBIX ~ MyHKTOM 24
[TpaBia N3rOTOBJIEHHUS M OTITYCKa?

ITynkr 26
IIpaBun
H3rOTOBJICHUS Y
OTITYCKa

30.

VeraHoBieHB M JOJDKHOCTHBIMH
HHCTPYKLUUAMH MOJTHOMOYHSA H
00S3aHHOCTH ANTEYHBIX pabOTHUKOB,
OTBETCTBEHHBIX JIHII?

Ilynkr 27
TIpasun
W3TOTOBJIEHHS U
OTITyCKa

31

OcCyuIecTBISIOTCS JIM BETCPUHAPHOM
alTeKoM  CaMOCTOSTENBHO HIH  C
TIPUBJICICHIEM HCIIBITATENLHO
nabopaTopuu  CIEOYIOIHE  BHJbI
KOHTPOJIS:

31.1.

GU3NKO — XUMUIECKHH KOHTPOIIB?

31.2.

omnpeleicHHe  CTEPUIBHOCTH  JANA
CTEpPUIIBHBIX TIPOMEKYTOUHBIX
[POAYKTOB WJIM MUKPOOHOIOTHIECKOH
YHCTOTHI it b4 HECTEPUIIbHBIX
MPOMEXYTOYHBIX NPOAYKTOB (Janee —
MHKPOOHONIOTHYECKHI KOHTPOJIb
HPOMEKYTOUHBIX TIPOJYKTOB)?

31.3.

OTpelieNieHHe  CTEPWILHOCTH  JUIA
CTECPWIBHBIX H3TOTOBIIEHHBIX
JIEKApCTBEHHBIX MpenapaToB?

314.

MHKPOGHOIOTHYECKOM
HECTEPHIbHBIX
JIeKapCTBEHHBIX

OTIpe/ieTICHUE
YHUCTOTBI s
H3TOTOBJIEHHBIX
TipenapaToB?

31.5.

OIIPCACIICHUEC IIAPOr€¢HHOCTH JJ1A
HHBEKITMOHHBIX paCTBOpOB?

31.6.

omnpeieneHne HaIM4us
OaKTepUaNbHBIX 3HAOTOKCHHOB JULA
TIAPEHTEPATBHBIX JIEKapCTBEHHBIX
npenapaToB M Jpyrux Mokasatenei B

IMynkr 28
ITpaBun
W3rOTOBIICHUS U
OTITyCKa
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1. 2. 3.
COOTBETCTBMH ¢ TpeOOBaHMAMH
(bapMaxoreHHbIX cTaTen?
MHKPOOHOITOrHUECKHUI KOHTPOIIb,
317 OpPOBOJMMBIH B  COOTBETCTBHH  C
) nyakroM 39 IlpaBua M3roToBiIeHHS U
otmycka?
PasmernicHo i1 000pYyAOBaHHE TaKHM
o6pasoM, uTobbl Oblma obecrieyeHa [TynxT 29
3. BO3MOXKHOCTh [UII €r0 OYHCTKH C [MpaBun
LETBI0 OpeJOTBPAILCHHUS | U3TOTOBJICHUS U
KOHTaMUHALlUH H3TOTOBJIECHHBIX OTITyCKa
NIEKapCTBEHHBIX [IpeNnapaToB?
Ucnone3yercss U 0bopynoBaHue
TakuM ~ oOpazoM, 4tobObl  Oblna ITynkr 29
33, obecrieyeHa BO3MOXKHOCTb IS €0 [MpaBun
OYHCTKM C LENBI0 TMPEeJOTBPAINCHNUS | U3TOTOBICHUS U
KOHTaMHHALMH H3TOTOBJICHHBIX OTITyCcKa
JIEKapCTBEHHBIX NPenapaTos?
OGopynoBaHEl NI TNOMEIICHUS TTysr 30
BETEPHHAPHOH anTeKH, B KOTOPHIX Tpasus
34. OCYILECTBIIACTCSA W3TOTOBJICHHE
JIeKapCTBEHHBIX TpenapaToB, H3TOTOBIICHI H
[PUTOYHO-BHITSDKHOM BEHTHIIALMEH? oTiycka
Ob6ecnedeHbl M HOMELIEHHS
BETEPHHAPHOH amnTeKH, B KOTOPHIX
OCYLIECTBIISETCS H3TOTOBJICHUE
35. JICKapCTBEHHBIX MpenapaTos,
CEAYIOIMM  0oBOpy/IOBaHUEM UL
H3rOTOBIICHUS JIEKaPCTBEHHBIX
MpeHaparoB:
nabopaTopHBIM  O0OpDY/OBAHHEM U
cpeAcTBaMH H3MeperHi, B Tom uucne|  IIyHKT 30
35.1. TEXHHUYECKUMH  CPEJCTBaAMH  JJsd IIpaBun
MIOCTOSHHOTO KOHTPOJISl TeMIepaTyphl | U3TOTOBICHHA U
¥ BIXHOCTH? OTITyCKa
XOJIOAWIbHAKAMY, €CIIH 3T OTOBIECHHE
35,  |/ICKAPCTBEHHOTO Ipenapara Tpebyer
cobmoaeHus TEMIEPaTypHBIX
pexUMOB?
35.3. n1a6opaTopHOi nocya0i?
354. |mxadamu (creiuiaxamu)?
3anpelneH Jix JOCTYTI IOTPeOUTENSIM B Tlyer 31
NOMEIIIEHHS BETEPHHAPHOH anTeky, 32 Tpasmn
36. HCKJIIOYCHHEM TIOMeEIIICHMIA, B
KOTOPBIX  OCYIIECTBISETCA OTIYCK H3TOTOBIICHHA U
OTITyCKa

HU3TrOTOBJICHHBIX JICKApCTBCHHBIX
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npenaparoB?

37.

HMeroT 1 roMeIeHNS BeTepHUHAPHOI
anTeKl, OCYIIECTBIAIOMIECH
HM3TOTOBIICHHE HECTCPHIIbHBIX
JIEKAPCTBEHHBIX MpenapaTos,
CJICIYIOLHHE 30HBL:

37.1.

30Ha I H3TOTOBIICHHUS
JIEKAPCTBEHHBIX TIPEnapaToB?

37.2.

30Ha I MOWKH M CTCpHIM3aLUU
nabopaTopHOH Mocyas?

37.3.

30Ha
CBIpBA?

JUI1  XpaH€HUA  HCXOJHOTO

37.4.

30Ha AN XpaHEHHs U H3TOTOBJICHHSA
MPOMEXYTOYHBIX IIPOAYKTOB?

37.5.

30HA JUIA XpaHEHHA W H3MOTOBIICHHS
peaKkTHBOB?

37.6.

30Ha U XpaHEHUSA H3TOTOBICHHBIX
JIEKapCTBEHHBIX MPENapaToB?

37.7.

30Ha IS XPAHEHHS YNaKOBOYHBIX
MaTepuaJios, BCTIIOMOTATEJIbHBIX
MaTepHaJioB, Taphbl?

37.8.

30Ha JJI9 KOHTPOJIBHOH MapKHPOBKH K
TepMETHYHOTO YKYTIOPHUBaHHUS
M3rOTOBJICHHBIX JEeKapCTBEHHBIX
npenaparoB?

37.9.

30Ha IS YMAaKOBKM M3TOTOBIECHHBIX
JIEKAPCTBEHHBIX NPEnapaToB?

37.10.

30Ha  OTIycKa  JIGKApCTBEHHBIX
npenaparoB notTpedurensim?

37.11.

30HYy I IOJNY4YEeHHs  BOJIBI
OYHIICHHOM, B ciIyJae
HEOOXOOUMOCTH  TIOMYYEHHSA  BOJBI
OYMIIEHHOH?

IMynkr 32
IIpasun
W3TOTOBIIEHUS U
OTITyCKa

38.

WCKitio4eHbl M TIPU PacTioNOKEeHHH
30H BETEpHHAPHOH anTeKH BCTPEYHbIE
WIH TIEpEeKPECTHBIE HIOTOKH
HCXOJHOTO CBHIPbSi M H3TOTOBJIEHHBIX
NIEKapCTBEHHBIX MpenapaToB?

Iynkr 33
[IpaBun
M3TOTOBIICHUSA H
OTIIyCKa

39.

Pacnonaraetca i pabouee MeCTO
anTe4yHoro pabOTHHKA,
3aHUMAOILIET0CA H3rOTOBJICHUEM
JIEKApCTBEHHBIX NpEnapaToB H (WMIN)
OCYILICCTBIISIOMETO BHYTPHANTCUHBIN

[MynxT 34
IlpaBun
H3TOTOBJICHUA U
OTIyCKa
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2.

KOHTpOJIb, B IIOMEIICHUH, B KOTOPOM
H3TOTAaBIMBAIOTCA  JIEKAPCTBEHHBIE
npenaparsl?

40.

3amnpeieHo JM B HOMEILEHHAX
BETCPHHAPHOM aNTeKH, B KOTOPHIX
MU3TOTABIMBAIOTCA  JICKAPCTBEHHBIE
[penaparsl, OCYIIECTBIATH!

40.1.

XpaHEHUE XO3SHCTBEHHOTO M APYIOro
HHBCHTAps, HE HCIMONb3yeMOro IIpH
H3TOTOBIIEHUH JeKapCTBEHHBIX
nperiapaTtoB?

40.2.

XpaHeHue 0AeK bl pabOTHUKOB?

40.3.

pa3MenicHHe 30HbI OTABIXA M NpHEMa
umm?

40.4.

TOPTOBIIIO
npenaparamu?

JICKApPCTBCHHBIMH

ITynkT 35
IIpaBun
H3TOTOBICHUSA U
OTIIyCKa

41.

WMeer nu BeTepUHapHas ainTeka,
OCYLIECTBIAIOIIA H3TOTOBJICHAE
CTepPMITBHBIX TIeKapCTBEHHBIX
TpenapaToB B aCeNTUIECKHX
YCIJIOBHSX, acENTHIECKHi 610K?

ITynkr 36
[IpaBun
H3TOTOBJICHUA H
OTITyCKa

42.

BxirouaeT JHM  acenTUYecKuil OJIOK
CHEYIONIHE TOMEICHHUA:

42.1.

LLTIO3BI /19 pabOTHUKOB TIPH BXOJIE B
acenTHYeckmit  ONOK,  KOTOpHIE
3alMIAI0T BO3IYX ITOMELICHHS Ul
W3rOTOBJICHHUS JEKapCTBEHHBIX
npenapaToB OT KOHTAMHAHAIMHU?

42.2.

IHTFO3EI s NMOCTYNAIIIUX
HCXOJHOTO CBIPbSI U YITAKOBOYHBIX
MaTeprdaoB, KOTOPBIC 3amlUINAIOT
BO3OyX NOMEIICHUA JJIA
HU3roTOBJICHUSA JICKapCTBEHHBIX
npenaparos OT KOHTaMI/IHaLII/II/I?

42.3.

LTIO3BI
H3TOTOBJIEHHBIX
OpenapaToB, KOTOpHE 3aIUIIAIOT
BO3ZYX HOMEIIECHHS st
H3TOTOBJIECHHUS TEKapCTBEHHBIX
IpenapaToB OT KOHTAMHHAIUHU?

h19) ' nepena4u

JCKApCTBEHHBIX

42.4.

MMOMEIIIEHHUE JITS IIOJIyUEHMS BOLBI [JIs
HHBEKIHH (JIOMyCKaeTcsd COBMEILIEHHE
C 30HOM /A MOIyYeHHS BOIBI
OYMIIEHHON B CiTyyae IOJyYeHHS B
BETEpUHAPHOMN anTeke BOJIBI

ITynkr 36
Ipasun
H3TOTOBJICHUS U
OTHYCKa




15

1. 2. 3.
OYMILEHHOHN U BOJBI JJI5 MHBEKITHA)?
MOMEICHHE I H3TOTOBIICHHA
425 NEKapCTBEHHBIX TpenapaToB,
e obopya0oBaHHOE JIaMUHAPHBIM
OokcoM?
MOMEIEHHEe  JUI1  CTEPWIM3AlMU
42.6. H3TOTOBIICHHBIX JIeKapCTBEHHBIX
rpenaparoB?
MOMEIUEHHE  [UIf  KOHTPOJIBLHOH
427 MapKHUpPOBKH 7} repMETHYHOTO
""" | yKynopuBaHHUSA H3TOTOBJIECHHBIX
JIEKapCTBEHHBIX MIpenapaToB?
MOMEILEHNE s YIIaKOBKH
42.8. H3TOTOBJCHHBIX JIEKAPCTBEHHBIX
npenapaTon?
HmeroT oM mOCTym B aceNTHYECKHUH
0310k, yka3aHHbIH B myHKTE 36 IIpaBun ITynkr 37
43 W3TOTOBIICHUS W OTHYCKa, TOJBKO [NpaBun
) anTteynbie paGOTHUKH, OTIpE/IETIEHHbIE | U3TOTOBIICHHUS U
PYKOBOZUTENEM BETEPUHAPHOM OTITyCKa
anTexu?
IIpoBomuTcs 1M B aCEHTHYECKOM
6JI0Ke Tepen HAvaJloM H3rOTOBJIICHUS
44. JEKAPCTBEHHBIX TIpenaparoB
MHKPOOHOIOrHIECKHH KOHTPOJb
CIENYIOmHX 00bEKTOB:
44.1. Bo3yxa?
. Iynkr 39
BOOBl OYHMIIEHHOM M BOIBI JUIA
442, e O AL A Tpaun
UHBEKIMA?
1 W3rOTOBJICHUS U
OTIyCKa
44.3. obopynosanusa? ye
44.4. |nabopartopHO# nocynm!?
PYK ¥ OB aNITEYHBIX PaOOTHHKOB,
445 HEMOCPEJCTBEHHO 3a[cHCTBOBAHHBIX
e B M3TOTOBJICHHH  JICKAPCTBEHHBIX
npenaparoB?
IIposoautcs m
MHKpPOOHOIOTHIECKHUH KOHTPOIL B
p p ITyukr 39
[IOMEIICHUIX BETEPHHAPHOH AallTeKH, Ipasm
45. 32 HCKIIOYECHHEM [OMEIIEHHA I p
U3rOTOBIECHHUS U
OTIyCKa JIEKapCTBEHHBIX NpENapaToB
OTIyCKa
MOTPEOUTENAM, HE peXke OJHOro pasa
B KBapTan?
46 Hcmone3yloTest 1 PH U3TOTOBJICHUH Iynxr 40
' JEKapCTBEHHBIX TpenapaToB [paBun
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2.

3apETUCTPUPOBAHHBIE TEKAPCTBEHHbIE
npenapaTs %} (wn)
¢dapmMaileBTHUECKHE CYOCTaHLMM B
COOTBETCTBHH C YacThbl0 2 CTaTbH 56
denepanpHOro 3akoHa oT 12 ampens
2010 r. Ne 61-®3 «O6 obpameHun
NIEKAPCTBEHHBIX CPEACTBY?

H3TOTOBJICHUS 1
OTITycKa

47.

COOTBETCTBYIOT JIM BCIIOMOTATENbHbIE
BEUICCTBA,  WCIONb3yeMble  NpH
H3TOTOBJICHHU JeKapCTBCHHBIX
Mperaparos, TpeGOBaHUAM
(dapMakoneHHbIX crareit
(BcoMoratenbHBIE BeIIIECTBA,
OIMCaHHBIE B  TOCYIAapCTBEHHOH
¢dapmakoriee) WM  TpeOOBaHMIM,
YCTaHOBJICHHBIM HX TPOM3BOTUTENEM
(BcroMoratenbHBIE  BEIIECTBA, HE
ONKMCaHHBIE B  TOCYHapCTBEHHOMH
thapmakonee)?

HynxT 41
IIpaBun
M3rOTOBIECHUA U
OTITyCKa

48.

3anpemieHo M TP M3rOTOBIICHHA
JIEKapCTBEHHBIX MpenapaToB
HCTIONB30BaHHE STOBUTHIX,
HApKOTHYECKUX, MCUXOTPOITHHIX,
CHIIBHOJCHCTBYIOILINX BEIECTB,
PAJTHOHYKIHIOB (paaroaKTHBHBIX
H30TOIOB), a Takke OMOJOTHYECKOro
Marepvaja >KMBOTHBIX M IITaMMOB
MHUKPOOPTaHU3MOB?

Iyskr 42
IIpapun
W3TOTOBNECHUA U
OTIyCKa

49.

3anpereHo I H3FOTOBJICHAE
BETCPUHAPHBIMU anTeKkaMu
JeKapCTBEHHBIX MpenapaTos,
3apEerHCTPUPOBAaHHBIX B Poccuiickon

®denepanyn?

ITynkr 43
IpaBun
H3TOTOBJICHUA U
OTHyCKa

50.

Ucnonesyrorcs a
3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE
mpemnaparbl  NPH  M3TOTOBIEHHH
JIEKapCTBEHHBIX  TPENapaToB  JUis
nprueMa BHYTPh H Ul HapyXHOro
NPUMEHEHHST TOJBKO B CIIydae, eciu
3T0  yKa3aHo B  pelenre |
COOTBETCTBYET  HMHCTPYKUHHM  IIO
BETEPUHAPHOMY MPUMEHEHHIO
3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tipenapara?

IMynxr 44
IpaBun
H3TOTOBIICHHUS H
OTIIyCKa

5L

3anpemieHo JM IpH  H3TOTOBJICHHH
NIeKapCTBEHHBIX npenapaToB
HCIIOJIB30BaTh JEeKapCTBEHHEIE
Tperaparsl, BKIIOYEHHBIE B [IEPEUCHD
JIEKaPCTBEHHBIX Npenaparos,
OpelHa3HA4YE€HHBIX  JUIA  JICUCHHS
WHQEKIHOHHBIX M [apa3sHTapHLIX

Iynkr 45
IIpaBun
HM3TOTOBIICHHA U
OTITyCKa
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2.

0ose3HeH JKMBOTHbBIX, BBI3bIBACMbIX
NMaTOr¢HHBIMH MHKPOOpPraHu3MaMH H
YCII0BHO-NATOI CHHBIMUI
MHKpOOpTraHu3MaMy, B OTHOIICHHH
KOTOpPBIX BBOIATCA OIPAaHHYCHHA Ha
MPUMCHEHUC B ne4eOHBIX HEJX, B TOM
qHUCJIIC I JICUCHUA
CENBCKOXO3IMCTBEHHBIX JKUBOTHBIX ?

52.

3aponHgeTcs JOM B IIpOLECCE
U3TOTOBJICHMSA JIEKapCTBEHHOI'O
mperiapata anTedyHbiM pabOTHHKOM
[acropT MHCHbMEHHOTO KOHTPOJIsA?

ITynkr 46
[TpaBun
H3TOTOBIICHUSA U
OTIyCKa

53.

BrocsTca 1 B nacrmopT MUHCBMEHHOTO
KOHTPOJIA CAEAYIOIUNC CBEACHNA.

53.1.

HOMEp  JaTa opopMIIeHH perienta?

53.2.

HAaWMCHOBAHHUC u KOJIM4ECTBO
HUCHOAB30BAHHOI'O HCXOAHOTO CI;IpLSI?

53.3.

MOPSOK  BBEJICHHS  BEIIECTB U
nepeyeHb TEXHOJNIOTMYECKUX
ornepanun?

53.4.

HaHUMEHOBaHHUS HCTIONIb3YEMBIX
060pyIOBaHHS, CPEJICTB H3MEPEHHIA,
pEeaKTHBOB?

53.5.

o0mas Macca HIH 00BeM
JIEKApCTBEHHOTO Mpernapara, YHCIOo
no3?

53.6.

CTeneHb pa3BeneHNs
roMeonaTHYecKOro HCXOJHOTO CBHIPbA
(B cityyae HCIONB30BAHUS UCXOAHOTO
TOMEOATHYECKOTO ChIPbs)?

53.7.

Macca OTHENBHBIX  JO3HUPOBAHHBIX
eIMHALI M WX KOJIHYECTBO (mpH
H3rOTOBICHUH TIOpPOIIKOB u
CYTIIO3UTOpHER)?

53.8.

KOHIEHTpamus ¥ 00beM (Macca)
J00aBIIEHHOTO H30TOHHPYIOILETO
BemectBa (mpu  nobaBlneHMH B
rNIa3Hble  KalUli, pacTBOPHl  JUIf
HHbeKIH 1 uH)y3uit)?

53.9.

COCTaB, KOHLEHTpalud H 00BeM
KOHIIEHTPHPOBAHHBIX PacTBOPOB (IIpH
HCTONIB30BAaHUU JUIA  M3TOTOBJICHHSA
JIEKapCTBEHHBIX IIPENapaToB)?

53.10.

HCTONBE30BaHHbIE  TIpH  pacuere
KO3 HUIHUECHTHI BOOIOTJIOHICHHUS

ITynxt 75
[Tpasun
H3TOTOBJICHUSA H
OTIyCKa
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2.

bibib PacTHTENHHOTO CHIpbA,
HCIIONIB3YeMOro IpPH  H3TOTOBJICHUU
JIEKapCTBEHHOTO NpernapaTa?

53.11.

HCIOJB30BaHHBIE  [PH  pacdere
K03 uUIeHTsl yBeTHYEeHUs 00beMa
BOJIHBIX PAacTBOPOB IPH PAaCTBOPEHHU
BENIECTB, BXOMANIMX B  COCTaB
JIEKAPCTBEHHOTO TIpernapaTa?

53.12.

JaTa H3rOTOBJICHUS JIEKApCTBEHHOIO
npemnapara?

53.13.

HOMEp 3alMCH B JKypHale KOHTpOJI
W3rOTOBNEHHBIX JEKapCTBEHHBIX
mpenaparon?

53.14.

¢ammmis, WMA, OTYECTBO (IpH
HAJIMYMH) W TIOANHUCH aITEe4yHOro
pabOTHUKA, U3TOTOBUBILETO
JIeKapCTBEHHBIN mpenapar, 17§
anTe4yHoro paboTHMKa AN
OTBETCTBEHHOTO JHIIA,
OCYIIECTBUBIIETO  BHYTPHAITEUHbIN
KOHTPOITh W3TOTOBJICHHOTO
JIEKapCTBEHHOTO MpenapaTa?

54.

XpaHUTCS M UCXOQHOE CBIPhE MOCHE
BCKPBITHS TEPBHYHOM YIIAKOBKH B
MPOLIEIIIHX OYHCTKY €MKOCTAX ¢
CcOOMOICHMEM  CPOKOB  XpPaHEHHS
YKA3aHHOTO ChIpbSi BO  BCKPBHITOM
yniakoBke?

ITynkt 47
IIpaBun
H3rOTOBIIEHHUS U
OTIyCcKa

55.

Vka3zaHa Jii Ha STHKETKAaX eMKOCTEH ¢
HCXOAHBIM  CBIPbEM  CIIEAYHOMIas
uHpopManus:

55.1.

HAaMMCHOBAHHC UCXOOHOI'O CI:IpBiI?

55.2.

YCIOBHS XpaHEHUs?

55.3.

JaTa BCKPBITHsS YIAKOBKH MCXORHOTO
CBIpbA?

55.4.

ara 3alQJTHCHNA eMKocTH?

55.5.

oTuecTBO  (IIpH
paboTHHKaA,

bamunus, UM,
HAIMYMA)  allTeyHOro
3aIONHUBIIETO €MKOCTH?

55.6.

HoANUCH arTCYHOTr O pa60THm(a,

3aMIOHUBILETO €MKOCTE?

ITynkr 48
TTpasun
W3TOTORJICHHUS H
OTIyCKa

56.

Vka3aHa JId Ha 3THKETKaxX eMKOCTEH ¢
POMEXYTOYHBIMHU NpOAYKTaMH
cieayomas nHpopMalys:

ITynkr 49
IIpaBun
MU3rOTOBJICHHA
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1. 2. 3.
56.1 HaUMEHOBAHUE MPOMEXKYTOYHOTO OTITyCKa
o TpoJyKTa?
coJiepiKaHHe JEeHCTBYIOMIETO
56.2. BELIECTBA (nna PacTBOpOB
yKa3bIBaeTCS KOHLEHTpaLus)?
56.3 JiaTa U3rOTOBJICHUA IPOMEKYTOUHOIO
o npoaykra?
56.4 CPOK TORHOCTH IPOMEXYTOYHOIO
o npoaykra?
56.5 YCIIOBHS XPAaHCHUS MPOMEKYTOUYHOTO
o npoayKTa?
Gdamunus, uMi, OT4eCTBO  (TpHU
56.6 HAIWYUHM) aNTeYHOro pabOTHHKA,
e HU3TOTOBUBILIETO TIPOMEXYTOUHBIH
MPOIYKT?
MONIUCH ~ aNTeYHOro  pabOTHHKA,
56.7. HM3TOTOBHUBIIETO MIPOMEKYTOTHBIN
p
MPOIYKT?
damunus, uMA, OTYeCcTBO  (mpH
HAJIMYMH) anTedHoro paboTHUKA MM
56.8. OTBETCTBEHHOTO JINLA,
OCYIIECTBUBIIETO  BHYTPHAIITEYHBIA
KOHTpOIIb?
NOAMKMCE anTedHOro pabOTHHKA WU
56.9 OTBETCTBEHHOTO JMua,
o OCYIIICCTBHBIIETO  BHYTPHAITEYHBIN
KOHTPOIIB?
HMeoT M eMKOCTH ¢ HCXOJHBIM
CHIPbEM, YIaKOBOYHBIMH
57. MaTepHajaMd W IPOMEXyTOYHBIMH
IpOAYKTaMHU CIIeAYIOLIHE
MapKHUPOBKH:
o N ITynxr 50
571 |« Cy]lIeCT]‘Z?JIHCTCﬂ BHYTpHAIITEUHbIA Tpagun
KOHTPOIB: H3TOTOBJICHUS U
OTIyCKa
57.2. «Pa3zpenieHo HCIOIB30BATH»? my
57.3. «3anpeiieHo HCIOIb30BaThy?
574 «3abpakoBaHO npu BXOJHOM
o (mpreMOYHOM) KOHTpOIe»?
IIpoxoauT v HabopaTopHas MOCyna, Ivikr 51
KoTOpas HCTIONb3YETCS pu i
IIpasun
58. H3rOTOBJICHHH JIEKapCTBEHHBIX
U3TOTOBJICHUS U
[penaparoB, OYUCTKY B COOTBETCTBHU
OTITyCKa

co CTaHlIapTHLIMI/I onepaiyOHHBIMH
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1. 2. 3.
npoueaypamu?
Crepunusyercda Ju  n1abopaTopHas
Mocyaa, KOTOpasi MCHONb3yeTcs IpH IMynkr 51
50. H3TOTOBIICHUH JIEKapCTBEHHBIX IpaBun
[penaparoB, B COOTBETCTBHH CO| M3TOTOBIECHHS H
CrangapTHBIMH OnepalOHHBIMU OTITycKa
npoueaypamu?
3akynopupaercs M J1abopaTopHas [Mynxr 51
60. MOCyAa, KOTOpas HCIHONb3yeTCs IpH IpaBun
H3TOTOBJICHUH JICKapPCTBEHHBIX | H3TOTOBJICHUS U
npenaparoB? OTITycKa
Xpanurcs nu J1labopaTopHas mocyia, Itynkr 51
61 KOTOpas HCTIONB3YETCsI IpU [MpaBun
M3rOTOBJICHUH JIEKapCTBEHHBIX | U3TOTOBIEHUS
TpenaparoB, B 3aKPHITHIX MKadax? OTITyCKa
Cobmonaercd JM CpPOK XpaHEHUA
CTEpUIIBHOH J1aGOPaTOpHOH MOCYABI, Tlynxr 52
KOTOpas HCTIOJIb3YETCS Tpu TTpasmn
62. W3TOTOBICHUH HECTEPHIIBHBIX
H3TOTOBICHUS U
JEKapCTBEHHBIX IIperapaToB — HE
OTIyCKa
Oomee  Tpex CYTOK C  JaThl
crepunuzanuu’?
CoOnromaeTcss 7TM CPOK XpaHEHHSA
CTePWIbHON 11a00paToOpHOil MOCYHBI,
KOTOpas HCTIONB3YyETCs pu ITyHkT 52
63. H3TOTOBIICHUN CTEPHIIbHBIX IMpaBun
JIEKAPCTBEHHBIX IPEMApaToB — HE| U3TOTOBICHHS M
Honee CYTOK c MOMEHTa OTIyCcKa
CTEpIIIH3AIH nmabopaTopHoii
nocyast?
Hoanexwur I OBTOPHOM
CTepHIM3alMH JIabopaTopHas Mocyna,
B CIIy4ae €CJIM B CPOK He OoJiee CyTok Tlymr 52
(pu  HM3rOTOBJIEHHH  CTEPHUIBHBIX
IIpasun
64. JIEKapCTBEHHBIX MPENapaToB) JIMOO He :
Gosee Tpex CyTOK (TIPH MU3TOTOBICHUN H3TOTORIICHIT 1
HECTEPHIIBHBIX JIEKapCTBEHHBIX ormycka
TpenaparoB) OHa  HE ObL1a
HCIONB30BaHa?
3anpemiaeTcss JH  OJHOBPEMEHHOE
M3TOTOBJIEHHE Ha OJHOM paboueM
MecTe HECKOIbKHX pacTBOPOB UL IMynxt 53
65. HHBEKINH © (WIM) JeKapCTBEHHBIX IIpaBun
MPeTapaToB, COAEPXKAIINX BEIIECTBA C | M3TOTOBIICHUA U
pPasTHYHBIMH HAWMCHOBAaHMSMH WIH OTIIyCKa
BEILIECTBA OJHOI0 HAMMECHOBAHMsA, HO
B Pa3IMYHBIX KOHLEHTpaIMIx?
66. OcCyIecTBIASTCA M CTEPUIN3aLHU [ynxr 54




2.

3.

PacTBOPOB HE MO3/IHEE TPEX 4acoB C
Hayala WX  HW3TOTOBJICHWs, 34
HCKJIFOYECHUEM PAacTBOPOB INIIOKO3bI?

IIpaBun
HU3TOTOBJIEHUSA U
OTIIycKa

67.

OcyiuecTBiseTcs JIM CTEpHIM3ALAA
PAacTBOPOB TJIIOKO3bI Cpa3y IOCIe HX
M3TOTOBIICHUA?

ITynxr 55
IIpaBun
H3TOTOBJIICHUA U
OTIyCcKa

68.

3ampeieHa b1 HOBTOpHAs
CTEpHIM3alMA  WHBEKIHOHHBIX H
HH(Y3HOHHBIX PacTBOPOB?

ITynkr 56
[paBun
H3TOTOBJICHUS U
OTIIycKa

69.

Hcnone3yercs 1M Ui U3TOTOBJIEHHSA
HNapeHTEPATBHBIX JIEKapCTBEHHBIX
MpenapaToB, KOTOPBHIE HE IOIEXar
TEPMUYECKOH CTEpPHWIN3aLMH H B
M3rOTOBJICHNM KOTOPBIX B KadecTBE
pacTBOpHTENS MCHONIB3YETCAd BOJA,
TONBKO BOJAR JUISt HHBEKIMH?

Itynkr 57
IIpaBun
M3TOTOBJICHUS U
OTITyCKa

70.

IpoBoauTCs MW AN HM3TOTOBIECHHA
HapeHTepalbHBIX JeKapCTBEHHBIX
npenaparoB, KOTOpble HE MOAJIEKAT
TEPMUYECKOH CTEpUIU3aLUM H B
W3rOTOBJICHAM KOTOPBIX B KAauyeCTBE
pacTBOpHTENS HCIONB3YETCs BOJA,
¢buHaTbHAS ~ CTEPWIM3ALMA  NYTEM
¢GuiIbTpanuM B JTaMUHAPHOM IOTOKE
BO3IyXa C MOMOINBI0 MeMOpaHHBIX
(GUABTPOB ¢ HOMHHAITBHBIM Pa3MEPOM
niop He 6onee 0,22 MxkM?

ITynkr 57
IlpaBun
M3rOTOBJICHUS U
OTITyCKa

71.

Wcnonp3yercs 1 A U3TOTOBJICHHA
TNa3HBIX  Kamenb, KOTOphIE — HE
MOJIeKAT AanbHeHIell TepMUIECKON
CTEPHIM3ALIMH, BOA ISl NHBEKLIHH?

ITynxt 58
Ipasun
U3rOTOBJICHUS U
OTIIyCcKa

72.

[MpoBoguTcss MM U1 U3TOTOBJIEHUS
TNa3sHBIX  Kaneidb, KOTOphlE  HE
NoANexar JalbHeHIIel TepMUIECKON
CTEpIIN3aINY, (uHaNbHas
cTepwiM3alys ImyTeM (QuiIbTpanuu B
NaMHHApPHOM IIOTOKE BO34yXa ¢
MOMOIIBIO MEMOpPaHHBIX (UIBTPOB C
HOMHH&IBHBIM pa3sMepoM IIOp HE
6omee 0,22 MkM?

IMynxr 58
IpaBun
HU3TOTOBJICHUSA U
OTIyCKa

73.

Benercs M B BETEpUHApHOH aITeke
KypHAl  pETHCTpalldM  PeXuUMa
CTepHIH3aIUN?

ITynkr 59
IIpaBun
H3TOTOBICHUS U
OTITyCKa

74.

BHOCSTCS M B )KypHal perHCTpaLud
peKHMMa CTEPHIM3ALMH  CICAYIOLINE

ITynkr 59
IIpaBun
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1. 2. 3.
CBEJICHUS: U3TOTOBICHUS
OTITyCKa
74.1 Jata M TIOPAJKOBEIA  HOMEp
o MIPOBEACHHUS CTEpHIN3ALHN?
742 HAMMEHOBAHHE HMCXOJHOTO  CBIPbA
- HOJUIEKAIIETO CTCPUITH3ALIN?
743 KOJHYECTBO  HCXOAHOTO  CBIPbA
e TIOICHKAILETO CTCPUITH3ALHHN?
HalIMEHOBAHHE U3rOTOBJICHHBIX
74.4. | nEKapCTBEHHBIX 1IperapaTos,
MOJICKAITHX CTEPHIM3AIHN?
KOJIHYECTBO H3TOTOBJICHHBIX
74.5. JIEKapCTBEHHBIX Npenaparos,
MOANEXAIHX CTEPUIH3ALHN?
HaNMEHOBAaHUE nabopaTopHoOi
74.6. MOCYAB W IMPOYMX MAaTEpUAIIOB,
TOANEKAIHUX CTEPUITH3ALMN?
KOJHUYECTBO TabOpPaTOpHOH MOCYIBI U
74.7. IpOYMX MaTepHanoB, IIOUICKAIIUX
cTepuim3anyu’?
74.8 yCIOBHS CTEpPHIH3ALMU
" |(remmepatypa, Bpems)?
74.9.  |pe3ynmbTaTh TEpMOTECTA?
7410, |TOAMHCE  anTedHOro paboTHUKa,
"7 | IPOBOAMBIIETO CTEPUIM3ALMIO?
OcyiecTiseTcs 1M BEIOOp YIaKOBKH
%4 KYNOPOYHBIX ~ CpPeACTB B
ykyrop | oben ITynkT 60
3aBHCHMOCTH OT CBOMCTB, HA3HAUCHHS pasmn
75. M KONWYECTBA  M3TOTOBJICHHOI'O P
W3TOTOBIICHUS U
JIEKapCTBEHHOTO npenapara B
OTIyCKa
COOTBETCTBMH ¢  TpeOOBaHHAMHU
¢apMakonenHbIX cTaTeH?
IMynkr 61
YnakoBaHbl M CTEpUIIBHEIE pasmn
76. JIeKapCTBEHHbIE npernapaTbl B P
CTEPHIIBHYIO YIIAaKOBKY? H3TOTOBICHHA 1
) OTITyCKa
YnakoBaHel M JICKapCTBEHHBIE ITynkr 62
77 npenaparsl, TpeOyIOMUe 3allUThl OT [MpaBun
' JICUCTBHSI CBETa, B CBETO3AILMTHBIC | M3TOTOBICHUSA U
E€MKOCTH? OTITyCKa
YnakoBaHel 1M JIEKAPCTBEHHEIE [Mynxr 63
78 npernaparsl, COAepXalmue JeTy4due IpaBun
’ BEIlECTBA, TpeOyromue 3aliUThl OT | M3TOTOBJICHUA U
yHAEeTy4HBaHHA, THTPOCKOITUYHbIE OTIyCKa
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1. 2. 3.

BeIeCTBAa H BCHICCTBA, KOTOPHIC
OKHCIIAKTCA:

B TepMETHYHBIC  €MKOCTH W3
HETPOHULIAEMBIX i1l
COOTBETCTBYIOLIMX BELLECTB
MaTepuaion?

78.1.

B TepMETHYHBIC €MKOCTH,
YKYNOpPEeHHbIC ~ HaBHHYMBAIOWMMHUCS
KOJIMaYKaMHd WIM  KpBIIIKaMH B
KOMIUIEKTE ¢  NHpoOKaMH  HIH
OPOKNaAKaMH €  YIUIOTHAIOIMMHA
aNeMeHTaMM?

78.2.

OcymecTBiseTcss  JIH  YNaKoBKa
JEKapCTBEHHBIX [penaparos,
COIepXKAIllMX JIETy4He BELIECTHA,
79. Tpebyromue 3aILUTHI oT
ylAeTyduBaHHsA, MM BELIECTBA C
3allaXxOM OTJAENBHO OT YNAaKOBKH
JPYTHX JIEKapCTBEHHBIX NPENapaToB?

IMyukr 64
IIpasun
H3TOTOBJICHUSA U
OTIIyCKa

HaneceHsl 1M  Ha  YIIAKOBKY
H3TOTOBJIEHHBIX JIeKapCTBEHHBIX
MPENapaToB 3THKETKH, COAEp KalHe

CIEAYIOLLYIO HHPOpMALHIO:

80.

80.1. HOMep perenta (TIpH HATH9Hu)?

80.2. COCTaB JIEKapCTBEHHOTO Ipenapara?

Hagmuch  «/lnt BeTepuHapHOTO

80.3.
IpUMEHEHUD)?

80.4. JIaTy U3TOTOBJICHHNA? IMynkT 65

IIpasun
crioco6 TPHMEHEHNS JIEKaPCTBEHHOTO | M3TOTOBNICHUA U
80.5. npenapata (BHyTPEHHEE, HapyXHOE, OTITyCKa
JUTS UHBEKINiT)?

CPOK  TORHOCTH («rogen 1o

80.6. )7

80.7. YCIIOBHS XPaHEHHA?

npeaocTepekeHne  «XpaHUTb B

80.8. .
HEJOCTYIIHOM I JieTeil MecTen?

yKa3aHue «CrepnibHO» (nns

80.9.
CTECPWIbHBIX JIEKAPCTBEHHBIX (popm)?

Yka3pIBaeTcsl M B 3aBUCHMOCTH OT
cocTaBa H3TOTOBIIEHHOTO
81. JIEKApCTBCHHOI'O IIpenapara M  €ro
CBOICTB JIOTIOTHATENIbHAS
nHbOPMALIHS:

IMyHkT 65
IIpaBun
H3TOTOBIICHUSA H
OTITyCcKa
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81.1.

«bepeun or OTHA» (nus
JIETKOBOCILIAMEHSIOIMXCS 7}
JETKOTOPIOYHX JeKapCTBEHHBIX
npenaparos)?

81.2.

OCTOpOXHO!»  (And
JIeKapCTBEHHBIX

«O0bpamarscs
B3PbIBOOITACHBIX
npenaparos)?

81.3.

«[lepen npuMeHEHHEM B30AITHIBATH»
(g JIeKapCTBEHHBIX IIPETaparos,
OpyY XpaHEHHH KOTOPHIX obpasyercs
ocamok)?

82.

OdopmiieHsI 1M JOKYMEHTAIBHO
NEUCTBUS, MNOATBEPXKAAIOIINE, YTO
yKa3aHHBIE METOJ WJIH IIPOLECC
COOTBETCTBYIOT TpeOOBaHUAM
(hapMaKoTEeHHbIX crare B
OTHOINEHHH CIIEAYIOUMX METOJ0B
KOHTPOJIS:

82.1.

KOHTPOJIb HCXOAHOTO CBIpb}I?

82.2.

KOHTpOIIb
MPOXYKTOB?

TIPOMEKYTOUHBIX

82.3.

KOHTpOIIb M3rOTOBJICHHBIX
JIEKApCTBEHHBIX MPEnapaToB?

82.4.

KOHTpPOJIb TIPOLECCOB H3rOTOBIICHHA
JIEKapCTBEHHBIX NPEnapaToB?

Ilynkr 67
IIpaBun
H3TOTOBJICHHUSA H
OTIyCKa

83.

IToageprarorcss nM  MNOCTYIAIOLIME
HCXOJHOE CHIph€ W YHAKOBOYHBIE
MaTepHabl BXOTHOMY
(IpreMOYHOMY) KOHTpOII0?

ITynkr 68
IIpaBun
M3rOTOBIICHHUS U
OTITyCKa

84.

Bruirogaer mm BXOZHOI
(npueMoOuHBIi) KOHTPOJIb HCXOJHOTO
CHIpBS M YMAKOBOYHBIX MaTEpHalIOB
CJIE/TYIOLLFE BHIb! IPOBEPOK:

84.1.

IPOBEPKA BHCITHETO BI/IIla?

84.2.

MPOBEPKA arperaTHOro COCTOSHUS?

84.3.

HpoBepKa npera?

84.4.

NpoBepKa KOHCHCTEHIMU?

84.5.

MpOBEpPKa
cMeIuBaHug?

OQHOPOAHOCTH

84.6.

HOpOBEPKA OTCYTCTBHS WIM HATH4IMA
MEXAHHYECKHX BKITIOYESHHH

ITynkr 69
IIpasun
HM3TOTOBJICHUA H
OTIIyCKa
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1. 2. 3.
UCXOMHOTO CHIpbS H YNAKOBOYHBIX
MaTepuanoB?

24.7 BU3yallbHas OLEHKAa IIEJIOCTHOCTH

o YIIaKOBKH?

BU3yallbHAas OIIEHKA COOTBETCTBUA
84.8. MapKHPOBKH (hapMaeBTHUECKUX

cyOcranumit?

BH3yaJbHAsd OIECHKA MAapKHPOBKH
84.9. 3apernCTPHPOBAaHHBIX
JICKapCTBEHHBIX NpenapaToB?

npoBepKa TIPaBUIIBHOCTH
84.10. |odopmieHns CONPOBOJUTEIBHBIX
JIOKYMEHTOB?

NpOBEpKa  HaNM4MsA  JOKYMEHTOB
TPOH3BOAUTENS, TMOATBEPKIAFOMINX
84.11. |cOOTBETCTBHE HCXOJHOTO ChIpb U
YNaKOBOYHBIX MaTepHaloB
moKa3areisM KayecTa?

BHocaTcs oM B JKYpHal BXOZHOIO
85. (ipueMo4HOro) KOHTPONA
CIIEITYFOILIHE CBEICHUA:

85.1. HOPSIKOBBIA HOMEP 3aIUCH?

HAaUMEHOBAHHEC UCXOIHOTO ChIPbA HIIH

85.2.
YTIaKOBOYHBIX MaTepHaNoB?

JlaTa MOCTYTUICHUA HCXOOHOTO ChIPhA

85.3.
WM YTIaKOBOYHBIX MaTepHaJOB?

Jara ¥ HOMEP COMNPOBOAUTEIILHOI'O

85.4.
JIOKyMeHTa?

HOMEp 3aMHCH B TOCYJapCTBEHHOM ITynkr 70
peecTpe JIEKapCTBEHHBIX CPEICTB Ui Hpasun
BETEPMHAPHOTO  OpuMeHenms (3| MSTOTOBJICHMA M
crydae DOCTYILIEHHS OTITyCKa
(apMmaneBTHUECKUX CyOCTaHIMH B
Ka4eCcTBE HCXOTHOTO ChIPbs)?

85.5.

HOMEP PETHUCTPAaLIHOHHOIO
YAOCTOBEPEHHA Ha JEKapCTBEHHBIH
mpeniapat (B Clydae IOCTYIUICHHS
3aperucCTPHPOBAHHBIX
JIEKapCTBEHHBIX TIpemnapaToB B
Ka4eCTBE HCXOJHOTO CHIPbS)?

85.6.

pe3yJIbTaTEl BXOJHOTO (IIPHEMOTHOTO)
KOHTPOJIA Ha COOTBETCTBHE
MoKa3are/jIiM KadyeCTBa, YKa3aHHbIM B
(bapmakoneiHon CTaThe

85.7.




2.

(«COOTBETCTBYET» WIH «He

COOTBETCTBYET»)?

85.8.

Gdamuins, uMA, OTYECTBO (TIpH
HAJIMYMK) alTeYHOro paboTHUKA HIH
OTBETCTBEHHOI'O nHIa,
OCYIIIECTBHUBIIETO BXOAHOM
(mpHeMOYHBIIT) KOHTPOIB?

85.9.

MOAIKCh aNTeYHOTO PabOTHHKA WIN
OTBETCTBEHHOT'O 1A,
OCYILECTBUBILETO BXOJHOH
(IpreMOYHBII) KOHTPOIIL?

86.

Hampagnstotcs au o0pasipt
HUCXOHOTO CBHIpbS WM YNAKOBOYHBIX
MarepuasioB A1 HCCIEIOBaHHA
(vcnbiTanusa) B J1a0OpaTOpHIO  IIPH
BO3HUKHOBCHHH B paMKax
OpraHONENTHYECKOTO KOHTPOJIA
HCXOMHOTO CHIphS H YNAKOBOYHBIX
MaTepualioB pu BXOJTHOM
(IpHeMOYHOM) KOHTPOJIE COMHEHHUH B
KaueCTBE HCXOMHOIrO CHIpbA HIIH
YTaKOBOYHBIX MaTE€pHAaNnoB?

ITynkr 71
IIpaBun
W3TOTOBJICHUS U
OTITyCKa

87.

XpaHutcs (XpaHATCSA) M HMCXOJHOE
CHIPbE WM YIIAKOBOYHBIE MATEPHAIIB,
B KaUeCTBE KOTOPBIX €CTh COMHEHHH, C
MapkupoBkoil  «3abpakoBaHO IpH
BXOAHOM (TIPUEMOYHOM) KOHTPOJIE» B
BETEPUHAPHOH alTeKe H30JIUPOBAHHO
10 TIOMYYEHHSI TPOTOKOJIa UCIBITaHUMN
u3 naboparopun?

Mynkr 71
IIpaBun
H3TOTOBIICHHUS H
OTITyCKa

88.

CobniomaeTcs M 3anpeT  Ha
HCTIONB30BaHHE HCXOMHOTO ChIPbs MK
YTIaKOBOYHBIX MAaTepHaloB B CIIy4ae
TOTyIeHHS u3 nabopatopuu
NPOTOKOJA HCHBITaHWHA, KOTOPHIM
YCTaHOBJICHO HECOOTBETCTBHUE
Ka4yecTBa HCXOOHOTO CBIPbS HIIH
VIIaKOBOYHBIX MaTepHanoB?

IMynxr 71
ITpaBun
H3rOTOBICHHUS U
OTITyCKa

89.

OcyiecTBiseTcst TH
MPOMEXYTOYHOM
MIPOMEXKYTOYHBIX
COOTBETCTBHHM  C
(hapmakoneiHbIX
JIEKAPCTBEHHOM
JIEKapCTBEHHOI'O
olpeaeseHHeE:

TpH
KOHTpOJIE
NPOOYKTOB B
TpeOOBaHHAMH
crareit LISt
(bopMBI
npemnapara

89.1.

(bu3MUECKUX MOKa3aTeIen?

89.2.

XUMUUECKHX TIOKa3aTeIeH?

ITynxt 73
ITpaBun
H3TOTOBJICHUS U

OTIyCKa
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1. 2. 3.
89.3 KOJIMYECTBA JICMCTBYIOLIETO
e BeIecTBa?
20.4 MTOJITUHHOCTH JeCTBYIOLIETO
o BemiecTa?
OcyectBusercs Iu pH
yi P [Mynxr 73
IPOMEKYTOUHOM KOHTpOJIE TTpasmn
90. MIPOMEKYTOYHBIX MPOIYKTOB
p yT . POZIYK H3TOTOBIICHUA U
MHKPOOHOJIOTHYECKHIH KOHTPOJb oTIVCKa
[IPOMEKYTOUYHBIX TIPOTYKTOB? Y
Brocstcs m B XKypHal
91 IPOMEXYTOIHOTO KOHTPOJA
’ MPOMEXYTOIHBIX MPOXYKTOB
CIeYIONINE CBEICHU:
91.1. MOPSIAKOBBI HOMEP 3aUCH?
912 JaTa U3rOTORJICHHA MPOMEKYTOYHOTO
- npoayKra?
913 CPOK XpaHEHHS NPOMEKYTOUHOTO
o MpoAyKTa?
orMCcaHue MPOMEKYTOUHOTO
91 4 TPOAYKTA (OIICaHUe BHEIIHETO BHAA,
o arperaTHorO  COCTOAHMS,  LBETA,
KOHCHCTEHI{HH)?
JaTa Hayaja MPOBeACHUS KOHTPOJA
91.5. MPOMEXYTOYHOTO  MPOXYKTa 110
ToKa3aTemnsaM KadecTsa?
Iyskr 74
JiaTa OKOHYaHUA MPOBEACHHSA Ipasun
91.6. | KOHTPOIS IPOMEXYTOUHOTO MpoyKTa | W3TOTOBICHUA 1
110 TIOKA3aTeNIAM KayecTsa? oritycka
HaMMEHOBaHWA TIOKa3aTeei kauecTa
917 (c ykazaHMeM HOPMAaTHBHBIX |
o MOJIYYEHHBIX 3HAUCHMH MOKa3aTenen
KayecTna)?
pe3yNbTATH MpPOMEKYTOYHOTO
KOHTPOJIA Ha COOTBETCTBHC
91.8. MTOKa3aTeNsIM KaJdecTsa
(«COOTBETCTBYET» HITH «HE
COOTBETCTBYET»)?
Gbamuusa, HMA, OTYeCTBO  (IIpH
HAIMYHH) aITeYHOro paOoTHHKA HIH
91.9. OTBETCTBEHHOTI'O AUIA,
OCYLIECTBMBIIET0  IPOMEKYTOUHBIN
KOHTpOIB?
0110, |MORIHCE aNTEYHOTO paOOTHHKA WIH

OTBCTCTBCHHOTO Jmna,
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OCYIECTBHUBILETO  IPOMEXYTOYHBIH
KOHTpOJE?

92.

OCyIIEeCTRIIOTCS U IpH KOHTpOJE
H3rOTOBJIIEHHOTO JIEKapCcTBEHHOTO
npemapata B COOTBEICTBHH €
TpeGOBaHUAMHI ¢bapMaroneHHsIX
cTaTel ClieyIoNHe MPOBEPKHU:

92.1.

MIPOBCPKa BHCLIHETO pujaa’

92.2.

MpOBEpKa OJTHOPOHAHOCTH
cMmemuBaHusg?

92.3.

IPOBEPKA OTCYTCTBHA HWJIH HATHMIHMA
MEXaHWYECKUX BKIIOYCHUIT?

92.4.

NpoBepKa KayecTBa YKYNOPHUBaHHA
H3TOTOBJICHHOIO JIEKapCTBEHHOTO
npenapara?

92.5.

npoBepka obmed Macchl Wi o6beMa
H3TOTOBJICHHOTO JEKapCTBEHHOTO
npenapara?

92.6.

MpoBepKa KOJIHYeCTBa, 0o0beMa U
MacChl OTJAENbHBIX JTO3WPOBAHHBIX
enuHun?

92.7.

MpOBEpKa BOAOPOAHOrO MokasaTens’?

92.8.

MpOBEpKa MIOTHOCTH?

92.9.

MpoBepKa BI3KOCTH?

92.10.

NpoBEpKa MaccoBOi TonM BIaru?

92.11.

NpOBEpKa Ha TIOUTHHHOCTD
JEHCTBYIONHX BEECTB?

92.12.

MpoBEpKa onpeJeseHus
KOJIMYECTBEHHOTO coaep KaHuA
JIEHCTBYIOIMX BEMIECTB, KOTOPEIE
BXOJST B COCTaB JICKQPCTBEHHOTO
npenapara?

92.13.

IpOBEPKa  ONpEAeNeHHs  JAPYTHX
roKasaTeeii B  COOTBETCTBHM C
TpeOOBAHUAMHU (hapMaKxoneHHBIX
crartei?

92.14.

MHKpPOOHOJIOTHYECKUIA KOHTpOJIb
H3TOTOBIECHHOTO JIEKapCTBEHHOTO
npenapara?

ITynkr 76
IMpasun
H3TOTOBJICHHUS U
OTITycKa

93.

OcymecTBisieTcs M aITEYHBIM
pabOTHHUKOM U (MIH) OTBETCTBECHHAIM

Ilyukt 76
IlpaBun




JIATIOM TIPOBEPKA!

93.1.

3aMONHEHHs TacnopTa IHCEMEHHOTO
KOHTPOJN HEMOCPEJCTBEHHO HOCTIE
U3TOTOBIICHUS J1eKapCTBEHHOTO
npenapara?

93.2.

3alIONIHEHUA  JKYPHAJIOB  BXOIHOTO
(IpuEeMOYHOr0) M MPOMEXYTOYHOIO
BHYTPUANTEYHOT0 KOHTPOJIA?

93.3.

COOTBCTCTBHSA 3aluceil B racnopre
IMMCBEMCHHOI'O KOHTPOJIA ¥ pGHCHTe?

93.4.

MPaBHUIBHOCTH HPOBEICHHBIX
pacyeToB npu H3TOTOBJICHUN
JIeKapCTBEHHOT0 npernapaTa’?

H3TOTOBJICHUS U
OTITyCKa

94.

Beger 1M OTBETCTBEHHOE JIMLO U
(nnm) arTeuHbIA paboTHHK,
TPOBOAMBINHMI  WCCIENOBAaHUS IIPH
KOHTpPOJIE Ka4yecTBa W3TOTOBJIECHHOTO
JICKAPCTBEHHOTO TIpeTiapaTa, 3arucH
10 IIPOBEJEHHIO UCCIIEIOBAHMUH (J1anee
— KOHTPOJBHBIH JIHCT)?

ITynxt 76
ITpaBun
U3TOTOBJICHUSA U
OTITyCKa

95.

Bxiro4aroTcs JTi B KOHTPOJIBHBIN JTUCT
CICIYIONIHE CBEACHNUS!

95.1.

JaTta Hadalia NpOBECACHHUA
HCCIIETOBAHUM U 1aTa UX OKOHYaHMA?

95.2.

uHpopMans 00  HU3TOTOBIEHHOM
JIEKapCTBEHHOM npenapare
(HauMeHOBaHHUe, HOMEp penenta)?

95.3.

HAaNMEHOBAHUE UIIH HOMEP METOIMKH
HCNBITAHUH, B  COOTBETCTBHH C
KOTOpOH MPOBOAATCS HCCIENOBAHMS
pu OCYIIECTBIICHHA
BHYTPHANITEYHOTO KOHTPOJIA?

95.4.

pacueTsl NpH TPOBEACHUN KOHTPOJIS
KauecTBa?

95.5.

Macca B3ATHIX HABECOK, Pa3BEACHMS
(npy  HaMMYMM) TpPH [POBEIACHHH
KOHTpOJIS kadecTBa?

95.6.

HAeHTH(HKANOHHBIE HOMepa?

95.7.

HauMEHOBaHHE?

95.8.

naptus’?

95.9.

H3pacXxo0/I0BAaHHOC KOJIMYECTBO?

Mynxr 77
IIpaBun
H3TOTOBIIEHUS U

OTITyCKa




95.10.

CPOK TOJHOCTH?

95.11.

TeMiiepaTypa WHKyOUpOBaHMS (I
IIUTATENbHBIX cpen)?

95.12.

uHpOpManus 0 CTaHJAPTHBIX
ofpa3uax, pacTBOpax, PpEeaKTHBaX,
IUTATENbHBIX cpenax,
JMarHOCTHYECKHX Habopax, TecT-
cHCTEMaX, OpUMEHIEMBIX  IIpH
TPOBEICHUH HCCIIECI0BaHMsA?

95.13.

HONPaBoOYHBI  KOdGOHIHEHT (Ui
THUTPOBaHHBIX PacTBOPOB)?

95.14.

Jlata CMEHbI MAPTUH, B CIIy4ae CMCHBI
MIapPTHH HCIIOJB3YEMOTO PEAKTHBA UK
craHaaptooro ofpasua B Xone
TIPOBEICHHUS HCCIIEIOBAaHUH?

95.15.

(haxTHYECKHE pe3ynbTaThI
MPOBEACHHBIX HCCIEAOBAHUNA  TIpH
KOHTpOJIE KadecTBa (II0 KaXAOMY
ompezenseMomy MoKa3aTenio
KauecTBa YKa3bIBae€TCA COOTBETCTBHE
(dapMaKkOneHHbIM CTaThsM:
«COOTBETCTBYET» 178051 «HE
COOTBETCTBYET»)?

96.

IlpoBoauTcs JHM  TPH  OTHYCKE
H3rOTOBIIEHHBIX JEeKapCTBEHHBIX
MpenapaToB KOHTPOJIb!

96.1.

YIIAKOBKH JIEKAPCTBEHHOT O ITpenapaTa
Ha IeJTOCTHOCTH?

96.2.

YIaKOBKH JIEKAPCTBEHHOTO IIpenapaTa
HA TePMETHYHOCTh?

96.3.

YIIaKOBKH JIEKapCTBEHHOTO TpenapaTa
HA 3arpA3HCHUN?

96.4.

MapKHpPOBKH JIEKapCTBEHHOTO
mpemapara B 4YacTH COOTBETCTBHUS
TpeGOBaHUSIM K MAPKHPOBKE?

96.5.

uHpopMamuM,  coAcpKamehHca B
penente?

IMynxr 78
IIpaBun
W3TOTOBJICHUS U
OTITyCKa

97.

3anoJHAET JH anTe4HbI pabOTHUK,
HM3TOTOBHBILIHH JIeKapCTBEHHBIN
npenapar, anTedyHbld paboTHUK WU
OTBETCTBEHHOE JHIIO,
OCYIIECTBHBILIHE KOHTpOJIb
W3rOTOBIIEHHOTO JIEKAPCTBEHHOTO
npernapara, IOCI€  U3TOTOBIICHHS
JIEKapCTBEHHOTO npernapara "

IMynxkt 79
IIpaBun
H3TOTOBJIIEHUS U
OTIyCKa
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1. 2. 3.
OKOHYaHHA TIPOBEICHUS KOHTPOJS
H3TOTOBIIEHHOTO JeKapCTBEHHOTO
npemapata KOPEIIOK penenra B
COOTBETCTBUH c ¢dbopmoii
peLenTypHOro OnaHka Ha
JICKapCTBEHHBIH  mpemapar i
BCTEPHUHAPHOTO MPUMEHEHHS ?

IMoAmKCHIBACT JIH aITEYHbIA PAOOTHUK Tymcr 80
WIIN OTBETCTBEHHOE JIMIIO, TTpasmn
98. OCYLIECTBUBLINE OTILYCK
H3TOTOBIICHHOTO JeKapCTBEHHOTO H3TOTOBICHKA H
npenapara, KOpEImoK petenTa’? oTHycKa
VKaspBaeT JU anTe4yHbI pabOTHHK
WIH OTBETCTBEHHOE JMLO, TTysr 80
OCYIIECTBUBHIHE OTITYCK Tpasmr
99. H3rOTOBICHHOIO JIEKapCTBEHHOTO
nperapara, Ha KOpeIKe penenra CBOx H3TOTOBIICHHA H
baMuauioo, HuMA, OT4YecTBO (IIpH oTmycka
HATAIHAN)?
VkasblBaeT M anTeYHbId pabOTHHK
W OTBETCTBEHHOE JHLO, Tysir 80
OCYIIECTBHBIINE OTIYCK TTpasun
100. H3TOTOBJIEHHOTO JIEKApCTBEHHOTO
npenapara, Ha KOpEHIKe pelenTa AaTy H3TOTOBJICHIT
OTIyCKa W3TOTOBJIICHHOTO ormycka
JIEKapCTBEHHOTO Ipemnapara’?
Buocut mu anTeyHblil pabOTHHK WU
OTBETCTBEHHOE JHIIO, Tlyrer 80
OCYIIECTBHBIINE OTIYCK Tpasmn
101. HM3TOTOBJICHHOTO JIEKAPCTBEHHOTO
npernapara, COOTBETCTBYIOILHE 3AIICH H3TOTOBICHHA 1
B JKypHaJl KOHTPOISI M3TOTOBJICHHBIX ormycKa
JICKapCTBEHHBIX NpenapaToB?
BHOCSTCS 11 anTe4yHbIM PabOTHUKOM
WJIH OTBETCTBEHHBIM JIMILIOM B XKypHal
102. KOHTPOJIS H3TOTOBJIECHHBIX
NIeKapCTBEHHBIX IIpeTapaToB
CIIEYIOIHE CBENCHHUS:
102.1. |mOpsAAKOBBII HOMEp 3alUCH?
ITynkT 81
102.2. |HOMep u AaTa odopmieHus penenTa? IIpaBun
H3rOTOBICHHUSA U
baMums, HMI, OT4eCTBO  (IIpH OTIHYyCKA
HaymuuK)  (Quspueckoro JMOa —
1023, |PUaMeNbla KHMBOTHOTO WM HONHOS

HIH COKpauieHHoe (Mpd HINYNH)
HaHMEHOBaHHE IOPHIRIECKOro JInila —
BIIaJIeIbLA )XHBOTHOTO?

102.4.

HaUMCHOBAHUC H KOJIMYCCTBO
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2.

HCNOJB30BAHHOTI'0O HCXOJHOI'O CLIpI:iI?

102.5.

JieKapCTBEHHAS ¢dopma
H3rOTOBJIICHHOTO JIEKapPCTBEHHOTO
npenapara?

102.6.

JlaTa W3rOTOBJICHUA JIEKapCTBEHHOIO
npenapara?

102.7.

CPOK  XPaHEHHSA  H3TOTOBJICHHOTO
JIeKapCTBEHHOTO TpernapaTa’?

102.8.

JlaTa Hadajla HOPOBCACHHA KOHTPOJA
KaucCTBa H3rOTOBJICHHOTO
JICKapCTBCHHOT'O npenapaTa?

102.9.

nara OKOHYaHUs IIPOBEACHHS
KOHTpOJA Ka4decTBa H3TOTOBIICHHOI'O
JEKapCTBEHHOTO NpenapaTa’?

102.10.

OIIHCaHHe H3TOTOBJIEHHOTO
JICKapCTBEHHOT O npemnapara
(ormucanue BHEITHETO BUJIA,
arperaTHOr0  COCTOSHUA,  ILIBETa,
KOHCHCTEHLIUH)?

102.11.

HoMepa (papMakoNeWHBIX CTaTeH, MO
KOTOPBIM OCYIIECTBIIANCA KOHTPOIb
Ka4yecTBa HM3TOTOBJAEHHOTO
JIEKapCTBEHHOTO Tpenapara’?

102.12.

HaHMEHOBaHUE nokazarenei
Ka4yecTBa, o KOTOPBIM
OCYUIECTBIBICS KOHTpOJIb KadecTBa
H3TOTOBIEHHOTO JIEKapCTBEHHOTO
npemnapara (c yKazaHHEM
HOPMATHBHOTO W TOIYYEHHOTO
3HAYEHMH MOKa3aTeNd KayecTpa)?

102.13.

JaTel W HOMEpa  TIPOTOKOJIOB
WCTIBITAaHHH B CITy4Yae OCYIIECTBICHUS
(H3UKO-XHMHYECKOTO,
MHKpPOOHOJIOIMIECKOT0 KOHTpOIS
H3TOTOBIICHHOTO JIEKapCTBEHHOI'O
npenapara B jjaboparopuu?

102.14.

pe3yibTaTel  KOHTpOJIA  KadecTsa
H3TOTOBIICHHOIO JEKapCTBEHHOTO
npenapara Ha COOTBETCTBUE
(hapMakoneHHbIM CTaThAM
(«COOTBETCTBYET» 17017} «HE
COOTBETCTBYET»)?

102.15.

Jata  OTIyCKAa  HM3TOTOBJICHHOTO
JIEKapCTBEHHOTO IIpenapara’?

102.16.

baMumis, HMA, OTYECTBO  (mIpH
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1. 2. 3. 4. 5. 6. 7.
HQIMYKH) anTeuyHoro paboTHHKA,
H3TOTOBHBILIETO JeKapCTBEHHBIH
npenapar, anTedyHoro paboTHHKAa H
(vn) OTBETCTBEHHOTO TULA,
OCYIHECTBUBIIIETO KOHTPOJIb
H3TOTOBIICHHOTO JIEKapCTBEHHOTO
npenapara, anTeyHOro pabOTHHKA,
OCYILICCTBHBIIETO OTIyCK
H3rOTOBIIEHHOTO JIEKapCTBEHHOTO
npemnapara?

NOAMUCH  anTeYHOTO  pabOTHHKA,
H3TOTOBHBILIETO JIeKapCTBEHHBIH
npemnapaT, anTeyHoro paboTHHMKA H
(nmm) OTBETCTBEHHOT'O una,
102,17, | OCYIECTBHBIIIErO KOHTPOJIb
H3TOTOBIICHHOIO JEKapCTBEHHOTO
npenapaTta, anTeyHOro pabOTHHKA,
OCYIIIECTBHUBIIETO OTIYCK
H3TOTOBJICHHOTO JIEKapCTBEHHOT O
npenapata?
3anpelleH 1 OTIYCK M3TOTOBIEHHBIX
JIEKapCTBEHHBIX TIpenaparos, Tyt 82
Ka4ecTBO KOTOPBIX II0 DPE3yIbTaTaM Tpasun
103. MTPOBEAEHHOI0 BHYTPHANTEIHOTO
H3rOTOBICHHUS U
KOHTPOIA HE COOTBETCTBYET
TpeOOBaHUAM (apmakoTeHbIX orycka
crateit?
VHHYTOXKAIOTCA JH W3TOTOBICHHBIE
JIEKApCTBEHHBIC MPETIapaThl, KaueCTBO
KOTOPHIX no pe3ysibTaTam
IPOBEIECHHOTO BHYTPHAIITE€YHOTO
KOHTPOIA HE COOTBETCTBYET
TpeOOBaHUAM (hapMaKoTEIHHBIX
cTareii, B COOTBETCTBHH ¢ IIpaBuiaMu TTysxr 82
YHHUUTOXEHHS U3BATHIX Tpasmn
104. ¢banbcuUIEPOBaHHBIX
H3TOTOBICHHUS U
JEKAPCTBEHHBIX CpPEACTB,
He0OpOKa4eCTBEHHBIX oTiycka
JIEKaPCTBEHHBIX CpencTB n
KOHTpa(paKTHBIX JIeKapCTBEHHBIX
CPeACTB, YTBEPXICHHBIMU
MOCTaHORJICHHEM [MpaBurenscTBa
Poccuiickoii  ®enmeparmn ot 15
cenTa0ps 2020 r. Ne 144722
OTnyckaeT M anTeyHbl paboOTHHK, TTyskr 84
OCYLIECTBIAIOLTHA OTITYCK Tpasmr
105. HU3rOTOBJIEHHOTO JIEKApCTBEHHOTO
. H3TOTOBICHUSA U
Nperapata, JIeKapCTBEHHBIH NpenapaT oTnycka
¢ BHIaYeil BIAJENBIY KHUBOTHOTO

2 Cornacso myHKTY 2 mocTaHoBienus ITpasutensctea Poccuiickoit ®enepatmu ot 15 centsibps 2020 r. Ne 1447
JIaHHBIH aKT AeiicTByeT 10 1 ssHBaps 2027 1.
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1. 2. 3. 4. 5. 6. 7.
3aITOJIHEHHOTO KOPEIKa perenTa?
3anpemaercs u OTIYCKaTh
JeKapcTBeHHBIE  OpemapaTsl 10
p perap ITynkr 85
penenTaM ¢ HCTEKIUMM  CPOKOM paswn
106. JMEHCTBUA perenta, 3a UCKINOYEHUEM P
CITy4aeB, €CIIM CPOK ACHCTBHS pelienTa H3TOTOBICHHA
’ p p OTIIyCKa
HCTEK B TEPHOJ  M3TOTOBJICHHA
JIEKapCTBEHHOT'O Mpenapara’?
Hudopmupyer m anTe4yHbli
pabOTHUK pu OTITyCKE
JICKapCTBEHHOTO npenapara ITynkr 86
107 MOTpeOnTENs O peXUME H JO3ax [paBun
' TpHeMa JIEKapCTBCHHOIO IIpemnapara,| W3TOTOBICHHUA U
YCITOBUSX XpaHEHMs], B3aUMOJEHCTBHH OTHycKa
c JpYTHMH JIeKapCTBEHHBIMH
npenapartamu?
OcyiecTrigerca T4 OTITYCK Ilynkr 87
108 JEeKapCTBEHHBIX  MpENaparoB Mo INpaBun
) pELEenTy B KOJINIECTBAX, YKa3aHHBIX B | HU3TOTOBJICHHA U
TaKoM peuente? OTIyCKa
3anpeuiaercs M OTIyCK
petil m ITynkr 88
danscuUIUPOBaHHBIX,
ITpaBun
109. HeI00POKAYECTBEHHBIX
H3TOTOBIICHUS U
KOHTpahaKTHBIX JIeKapCTBEHHBIX
9 OTITyCKa
npenaparoB’

* ToexuT 0093aTeNLHOMY 3aIOJHEHUIO B CITy4ae 3aNOJHEHH TPadbl «HEIPUMEHHMON.

KontponbHoe (Haj30pHOE) MepompusThe (BbIE3fHAas TPOBEPKA) HE
OrPaHMUMBAETCS OIEHKON COONIONEHUS 0043aTENIbHBIX TPEOOBAHUH, B OTHOIICHUH
KOTOPHIX OIPEEieH B HACTOSAIIEM IIPOBEPOYHOM JIMCTE CIIMCOK BOIMPOCOB,
OTP@XAKUIUX COJepPIKaHHe O00s3aTeNbHBIX TpeOOBaHMHM, OTBETHI HAa KOTOpbIC
CBHJIETENLCTBYIOT O COOJIIONECHHH WM HECOONIOAECHHH KOHTPOIUPYEMBIM JTHIIOM
00s13aTeNbHBIX TPEOOBaHUM.

(moamnuce) (unvnuansl, GaMuiaus J0MKHOCTHOIO JHILA)

(moxmnuce) (vHULIManb], GaMUITHA JOHKHOCTHOTO JIMIA)

».



[Mpunoxxenne Ne 2

K npukazy PenepanbHou
CITyOBI IO BETEPHHAPHOMY

¥ pUTOCAHUTAPHOMY HaI30py
ot 11 centsiops 2023 r. Ne 1109

«IIpunoxxenue Ne 8

K nipukasy DenepanbHOM
CIIy>KOBI TIO BETCpUHAPHOMY
¥ (UTOCAaHUTAPHOMY HAI30DY
ot 3 ¢eppais 2022 1. Ne 164

®opma

Mecto s pa3MeneHns QR—koxa,
c(hOpMHPOBAHHBIA €IUHBIM peecTpom
KOHTPONLHBIX ~ (HAI30PHBIX) MEPOTPHATHH,
obecneunBalOIIAif TIEPEX0J Ha CTPaHHIy B
HUHPOPMALHOHHO—~TETEKOMMYHHKALIHOHHON
ceru "HUarepretr”

denepanbHas ciryx0a M0 BeTepruHApHOMY U QUTOCAaHUTAPHOMY HaI30py

(HaHMEHOBAHHE KOHTPOJIBHOTO (HaA30pHOI0) OPraHa)

ITpoBepouHBIH IUCT
(CIIMCOK KOHTPOIBHBIX BOMIPOCOB), IPpHUMeHsAeMbIi DeiepanbHoi ciyxk00# 1o
BETEPHHAPHOMY U (PUTOCAHUTAPHOMY HAJ30pY M €€ TEPPUTOPUANBHBIMU OpTaHaAMH
IIPH OCYIIECTBIEHHH (he/lepabHOr0 rOCyAapCTBEHHOIO KOHTPOJIA (Ha/30pa)
B c(pepe oOpanieHus IEKapCTBEHHABIX CPEICTB [T BETEPUHAPHOIO NPUMCHEHHS
B YaCTH COOJIOACHHU KOHTPOIMPYEMBIM JIMLIOM 00513aTeNbHBIX TpeOOBaHMH NIPH
OCYLIECTBIEHUH (HapMalleBTHUECKOH JEATETbHOCTH

VTBepKkIeH npukazom DenepanbHOH ciayxObl 10 BETEPUHAPHOMY
(buTOCAaHUTAPHOMY HAJ30pY OT «__ » 20 1. Ne

(PEKBH3HTEI HOPMATHBHOTO PABOBOTO aKTa 00 YTBEPXIEHMH (HOPMBI IPOBEPOUHOTO JIHCTA)

(BHJI KOHTPOJBHOTO (HAZA30PHOr0) MEPOLIPHATH:)

«_» 20 T

(narta 3aM0MHEHHS [IPOBEPOIHOTO JIHCTA)

B OTHOLICHWH

(06BEKT TOCYIAPCTBEHHOTO KOHTPOILA (HaJ30pa), B OTHOLUCHHH KOTOPOTO POBOJUTCS KOHTPOJIBHOS (HaI3OPHOE) MEPOTIPHATHE)




CaejicHHS O KOHTPOJIUPYEMOM JINLE

(baMunvs, UM ¥ OTYECTBO (IIpH
HaJIM4YMK) TPaXKAAHUHA WIH
WMHIUBUIYAJIBHOTO IIPEAIIPUHAMATEISA

HACHTH(QUKALMOHHBIA HOMEP
HAJIOTOILIATEILINKA U (FIIH)
OCHOBHOM TOCYAapCTBEHHBIN
PETUCTPALTHOHHBIN HOMED
HHINBHIYaJIBHOTO IPEATIPUHAMATEILS

aJIpec pEerucTpaLyy 110 MECTY
XKHUTEIbCTBA (TIpeOBIBAHM)
rpaKJaHKHA WA HHAXBHUYaJIbHOTO
IpEANPUHUMATEIIS

HAaUMEHOBAHHE IOPUINYECKOTO JINIIA,
€ro uaeHTU(HUKALMOHHBIA HOMED
HaJIOTOIUIaTe IbINNKa U (FIIH)
OCHOBHOM rOCy1apCTBEHHBIN
PETHCTPALMOHHBIA HOMEP

aJipec B mpejesiax MecTa HaXOXACHUS
IOpHAMYECKOro IHIia (ero Gpuiananos,
NpeICTABUTENBCTB, 000COOIEHHBIX
CTPYKTYPHBIX HOZpa3JeTIcHu),
SIBJISIOIIUXCS] KOHTPOJIUPYEMBIMU
JHULAMH

(MecTo (MecTa) IPOBEICHHS KORTPOSILHOTO (HAZ30PHOT0) MEPONPUATHS C 3AMOIHEHHEM TIPOBEPOTHOTO JINCTA)

(PEKBH3HTE PENIEHES KOHTPOJILHOIO (HaA30PHOTO) OPraa o IPOBEICHHH KOHTPONBHOTO (HA30PHONC) MEPOLPHATHS,

MOAIHCAHHOTO YHOJIHOMOYCHHBIM LJO/DKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (Ha,IBOpHOF 0) opraHa)

(y4eTHBIH HOMEP KOHTPOJILHOTO (HaA30PHOr0) MEPONPHATHS )

(DOIDKHOCTD, (haMMIHA H MHUIMATE] JOIDKHOCTHOTO JIAL@A KOHTPONBHONO (HAN30PHOTO) OPraHa, B NOIDKHOCTHBIC 00A3aHHOCTH

KOTOPOT'0 BXOAHT OCYIIECTBICHUE IOMHOMOUHIT [0 BUTY KOHTPOJLA (Iajlee — HHCIEKTOP)

CIHCOK KOHTPOIBHBIX BOIPOCOB, OTPAXKAIOIINX COJEpKaHHe 0043aTelbHBIX
TpeGOBaHHi, OTBETHl HA KOTOPble CBHICTENBCTBYIOT O COOMIOJCHHH HIH
HECOOII0ICHUH KOHTPOIMPYEMBIM JIMIIOM CIIEAYIOIIHX JHIEH3HOHHBIX TpeOOBaHUH
IIPH OCYIIECTBICHUH (PapMalleBTHIECKOM AEATENBHOCTH:



JICKapCTBECHHLIMM Tpe€napaTaMu JIjIf

PexBu3uthl OtBeTbl Ha BOIPOCH!, OTPAXKAIOILNE
HOPMAaTHBHBIX cozieprkaHue 00s3aTeIbHbIX
MPaBOBBIX aKTOB C TpeGoBaHMUiA
KoHTpoJsbHbEIE BOIPOCHL, yrasatuem
No 1/ OTPAKAOIIIE COTEMKAHHE CTPYKTYPHBIX «1ay | «<KHCT» | «HEIIpHU- «IpuMe-
P 1 ACp - € IIHALL MEHHUMO» | daHHEe»™
00s13aTeNIBHEIX TPEOOBaHUHI ’
KOTOPBIMH
YCTaHOBJICHBI
00s13aTEeNbHEIE
TpeboBaHUsL
1. 2. 3. 4. 5. 6. 7.
WmetoTcs 4 y THIIEH3HATA 110 MECTY
ocymIecTBiIeHUsT papMaLeBTHICCKOR | TToAmyHKTH «6» 1
JeSTENBHOCTH NPUHAMIEKAIHAE MY | «By IyHKTA 6
Ha MpaBe COOCTBEHHOCTH HIH HA|  [JomoxeHWs O
1. HHOM 3aKOHHOM OCHOBAHHH, | TyIeH3NPOBAHUK | - - - -
npeaycMaTpHBaroncM IIPaBO | hapmarieBTHUECCKOMH]
BIAJCHUA H TPaBO IONB30BAHMA H|  jesTenbHOCTH,
HEOOXOMMMBIE Ul BBINONHCHHA |  yTRepKCHHOTO
3asBJIIEMBIX pabor: MOCTAaHOBIEHUEM
11 0 ITpaBuTenscTBa
1. | nomemenus’ Poccuiickoit
®enepanyu ot 31
1.2.  {3mannsa? mapTa 2022 T.
1.3. | coopyxeHus? Ne 547" (nanee —
IMonosxxenne)
1.4. |obopynoBanue?
CoOTBETCTBYIOT JNH TPeOOBaHHAM
craten 54 PemepanbHOro 3aKoHa OT
12 ampens 2010 r. Ne 61-@3 «O6
obpaieHnH JIEKapCTBEHHBIX
2 cpenct» (manee — DenepalbHBIN _ ) ) )
) 3ak0oH Ne 61-D3) — 11 opraHu3aumn
OIITOBOH TOPTOBJIH JIEKAPCTBEHHBIMH
CPE/CTBAMHM  JUIA  BETEPUHAPHOTO |  [loAmyHKT «6%»
[IPUMEHEHHS (manee - TyHKTa 6
JIEKAPCTBEHHBIC CPEACTRA): TMonoxerus
2.1. |nomemenus?
2.2. |3panud?
2.3. |coopyxeHus?
2.4. |obopynoaHue?
COOTBETCTBYIOT JH TpeOOBaHHAM
cratbu 55 ®egmepanspHoro 3akona| IloamyHKT «O»
3. Ne 61-®3 — s opraHmsanui IIYHKTa 6 - - - -
‘ PO3HUYHOM TOPTOBIU IomoxkeHus

1 CormacHo MyHKTY 3 mocTaHoBnenus IIpasurenscraa Poccuiickoit @enepamun ot 31 mapta 2022 r. Ne 547 gaHHbIi#i
akT AeictByer 10 1 cenTsabps 2028 r.




l. 2. 3. 4. 5. 6. 7.

BETCPUHAPHOTO NMPUMEHEHUS (Jace
— JIEKapCTBEHHbIE MperapaTh):

3.1. rnoMereHusa?

3.2. sganus?

3.3. |coopyxenus?

3.4. |obopynoBanue?

COOTBETCTBYIOT Jd TpPeOOBaHHAM

IIpasun HaJUIeXaIleH
JIMCTPHOBIOTOPCKOM MPaKTUKA
JICKAPCTBEHHBIX ~INPENaparoB JLi
4. BETEPHHAPHOTO TPHUMCHEHHUS, - - - -
YTBEPXKACHHBIX HPHUKa30M

Muncensxo3sa Poccun or 29 mMaprta
2023 1. Ne 3132 (nanee — Ilpapma| LIOATMYRKT «6»

JUCTPHOBIOTOPCKOM IPAKTHKHU): TyHKTa 6
Ionoxenus

4.1. MOMEIEeHH?

4.2. 30aHUA?

43. |coopyxenus?

44. |obopynoBanue?

CoOTBETCTBYIOT JU TpeOOBaHMIM
IMpaBun XpaHEHHs JEKAPCTBEHHBIX
CpeIcCTB hinie: | BETEPUHAPHOTO
5. MPUMEHEHHH, YTBEPXKIEHHBIX - - - -
npuka3zoM MuHcensxo3a Poccun ot
29 moma 2020 . Ne 426° (manee —

TIpaBuna XpaHeHus): Toamynkrst «6» 1

«B» IIYHKTa 6
5.1. nomemenns? Tonoxenns

5.2. 3nauua?

5.3. |coopyxeHus?

5.4. |obopynosanue?

COOTBETCTBYIOT JH TpeOOBaHHAM
cratbl 56 ®PenmepanpHOro 3aKoHa

6. i
Ne 61-@3 - s BETEPHHAPHOH |  [lonmymkr «»
anTeyHOM OpraHu3aliuM: IyHKTa 6
Ionoxenns
6.1. MOMEIIeHHs?

6.2. 30aHuA?

2 3apeructpupoBan MurroctoM Poccun 1 mromst 2023 1., perncTpaiionneiit Ne 73669. B COOTBETCTBHHU C TyHKTOM 2
npuka3a Muscensxo3a Poccun ot 29 mapra 2023 1. Ne 313 nanHblif akT ASHCTBYET 110 13 mapra 2024 .
3 Baperncrpuposan MumioctoM Pocern 29 oxtsops 2020 r., peructpanuonHsii Ne 60648.




6.3. |coopyxeHus?

6.4. |obopynopaHue?

CoOTBETCTBYIOT 1M TpeOGOBaHUAM
IpaBuil M3rOTOBJICHHA H OTIyCKa
JIEKapPCTBEHHBIX  IPENapaToB  JUId

BETEPHHAPHOTO TIPHMEHEHHS
BETEpUHAPHEIMA ANTCYHBIME
7. OpraHu3allHsIMH, MMEIOIIIMH - - - -
JNMLEH3HI0 Ha ()apMaleBTHYCCKYIO
JEATENBHOCTS, YTBEPKICHHBIX
npukasoM Muncensxo3a Poccun or IloamyHKT «B»
10 ampens 2023 r. Ne 353% (nanee — TYHKT2 6
IIpaBiia H3TOTOBJIECHHA): TlonoxeHns
7.1. |momemeHus?

7.2. 31auna’?

7.3. |coopyxeHus?

7.4. |oGopymoBaHue?

COOTBETCTBYIOT T TpeOOBaHHAM
[paBun HamIeKalled aNTEYHON

MPaKTAKU JIEKapCTBEHHBIX
3 mpenaparoB IS BETEPHHAPHOIO ) ) ) )
TIPUMEHEHHU, YTBEP)KICHHbBIX
nprkazoM MuHcenpxo3a Poccun ot
21 centsbps 2020 T. Ne 555° (manee —|  [JommyHKT «B»
ITpaBwia anTe4HON MPAKTHKH): TyHKTa 6
Tlonoxenus
8.1. |momemenus?

8.2. 3gaaus’?

8.3. |coopyxeHus?

8.4. |ob6opynoBanue?

Cobmogaet M JIAIEH3HAT,

OCYIIECTBIISIIOLIUA ontoByio | IIOANYHKT «i»
9. TOPTOBITIO JIeKapCTBEHHBIMHA TyHKTa 6

CpEACTBaMH, TPeOOBAHUS CTAaThH 53 Tonoxenus

®enepansroro 3akona Ne 61-03?

Cobnromaet M yanensuar,|  IIoamyHKT «a»
10. OCYLIECTBILIOLIMH OMTOBYIO ITyHKTa 6
TOPrOBIIO JeKapCTBEHHBIMU INonoxxenus

4 3apeructpuposan Muntoctom Poccuu 1 mrors 2023 r., peructpauuonnslit Ne 73667. B coOTBETCTBMM C YHKTOM 3
nprxasa Muncensxo3a Poccun or 10 anpens 2023 r. Ne 353 panublif akt Aeiictsyer no 1 cenra6ps 2029 r., 3a
ACKITIOYCHHEM MYHKTOB 17 (B 9aCTH 3aIIOMHEHHS KOPEIIKA PELENTA HA IEKAPCTBEHHBIH MPENapaT Uls BETEPUHAPHOTO
npuMenenus), 79, 80, 84 Ilpasui, neficTByromux o 1 mapta 2025 r.

5 3apeructpuposan MunioctoM Poccun 19 okta6psa 2020 r., peructpautoHHsIi Ne 60453.




2. 3.
cpencTBamu, TpeOOBaHUA CTaThu 54
®enepansHoro 3akoHa Ne 61-03?
Cobmonaer i1 JIMLEH3HAT,
OCYIICCTBIAIONIHH ontopyto | IlomnyHkT «a»
11. TOPrOBIIIO JIeKapCTBEHHBIMHU MyHKTA 6
CpefcTBaMu, TpeOOBaHUs CTAaThH 58 IMonoxenns
®enepansaoro 3akoHa Ne 61-03?
CobGnriogaet hit | JIHLICH3HAT,
OCYIIECTBIAIOMINA omntoByio | IloamyHKT «a»
12. TOPTOBIIIO TIeKapCTBEHHBIMHU MyHKTa 6
cpexctBamy, TpeboBaHusa IlpaBun IMonoxenus
XpaHeHHA?
Cobmomaer b1 JIMIEH3MAT,
OCYIIECTBISIOLIHUH onmroeyto | IloamyHKkT «i»
13. TOPrOBITIO JIEKApCTBEHHBIMH MyHKTa 6
cpencteamu, TpeboBanus IIpasui Honoxenns
AUCTPHOBIOTOPCKOM NIPAKTHKH?
Cobmonaet M JULEH3HAT,
OCYLIECTBIISIIOLIMA posHuuHy0 | TToAmyHKT <«OK»
14. TOPTOBIIIO JIeKapCTBEHHEIMHU IyHKTa 6
npenapatamMy, Tpebosanus IIpaBun [NonoxeHus
anTe4yHOH MPaKTHKH?
Cobmogaer a JIMLEH3HAT,
OCYIIECTBIAIOLIHH posuuunyro | IloamyHKT «x»
15. TOPTOBIIO TIeKapCTBEHHBIMH MyHKTa 6
npenaparamu, Tpebosanus I[Ipasui ITonoxxenus
XpaHeHus?
Cobmogaer B0 JIAIEH3HAT,
. ToamyHkT «3»
16. OCYIIECTBIISIOMIMI U3TOTOBICHHE H nyHKTa 6
OTITYCK JIEKapCTBEHHBIX NPEIApaToB,
INonoxenus
TpeGosanys [IpaBmI H3TOTOBICHUA?
Cobnronaer M muuensuar |  [loamyHKT «u»
17. TpeOOBaHUs CTaThH 57 ITyHKTa 6
®enepansHoro 3akona Ne 61-03? TNonoxenns
Cobmonaet b1 JIMLIEH3UAT,
. ToanyHKT «x»
18, OCYIIECTBISIOIIHK XpaHeHHe nyHKTa 6
JIEKapCTBEHHBIX CPEACTB,
Tlonoxenus
tpeGosarmus [IpaBun xpaHeHus?
HWmeeTca nmu y UHIMBHAYAIBHOTO
OpeINpPUHAMATENS  BHICHICE  HIIH
cpenHee (dapMaleBTHYECKOE
ob6pasoBanue, a Takke ceprudukar| IlommyHkT «m»
19. CHENHMAINCTa WIM  OpOHIcHHAas IyHKTa 6
aKKpeIUTalMs CHOeHaTHCTa MO0 [Tonoxenus

BBICILICE WIH CpeIHEE BETEPHHAPHOE
obpasoBanue, a TaKke cepTUdUKAT
crienuanucTa’?




2.

20.

Hmeercs u y TULIEH3MaTa pabOTHUK
(paGOTHHKH), 3aKIIOYMBLIMHM C HHM
TPYHOBOHl JOTOBOp, JEATENHEHOCTH
KOTOPOT0 HEMOCPEICTBEHHO CBA3AHA
c OITOBOM TOPIOBIEH
JICKAPCTBEHHBLIMH CPEACTBAMM, HUX
XpaHeHHeM M (MIM) PO3HHYHOI
TOPTOBICH JIEKAPCTBEHHBIMH
npenapaTam, HX OTIIyCKOM,
XPAHCHHUEM, HepeBO3KOH 7}
H3TOTOBJICHHEM, UMCIONIMI BBICIIEE
umi  cpenHee  (apMaleBTHUECKOE
o0GpasoBanue, a TaKke cepTHHKAT
CHEIMATNCTa WIH  IPOHICHHYIO
AKKPEJUTAIMIO CHEUHAMCTa 100
BBICIIIEE WJTH CPEIHEE BETCPUHAPHOE
o6pa3oBanue, a TakXe CepTHHUKAT
crenyanucTa?

TlopmyHxT «O»
MyHKTa 6
ITonoxenns

21.

[ToBplmaroT M  KBaIH(UKAIHIO
CIIEIHAIIMCTHL ¢ (apManeBTHYECKUM
UM BETEPHHAPHBIM O00pa3oBaHHEM
He peske 0JJHOTO pa3a B 5 ner?

TloanysKT «1»

MyHKTa 6
TTonoxenus

22.

Mpoxomur I MEPCOHA,
3a0eHCTBOBAHHbII B OITTOBOM
TOPTOBIIE JIEKapCTBEHHBIMH
npenaparamy, oOydenue IIpapunam
JUCTPHOBIOTOPCKOM MPAaKTHKK [0
Hayana BBHITTOJIHEHHS CBOMX
OJDKHOCTHBIX O0sM3aHHOCTEH?

[ynkr 1 Ilpasun
IMCTPUOBIOTOPCKOM
MPaKTHKU

23.

OcymiecTBisiercas M o0ydeHHe
ITpaBpunam JUCTPUOBIOTOPCKOH
NPAKTHKA B COOTBETCTBHH C ILIAHOM
M IIporpamMMoi o0ydeHHs IIEpCoHaa,
yTBEPKICHHBIMH  POM3BOAUTEIIEM
npenapatoB M OpraHu3alueH
OIITOBOH TOProBJIH JIEKAPCTBCHHEIMH
cpencTBaMu?

Tynkr 1 IpaBun
JTMCTPUOBIOTOPCKOM
HpaKTHKH

24.

Begercs M TIPOU3BOAMTENIEM
MpenapaToB " opranmzanueit
OIITOBOM TOPrOBJIH JIEKAPCTBCHHBIMH
CpeAcTBaMH JIOKYMEHTAalyA,
OTHOCAINAACA K JUCTPHOBIOTOPCKOM
MIPaKTHKE, MPEYCMOTpEHHAS
nyHktamd 1, 8, 11, 13 u 16 Ilpasun
JMCTPHOBIOTOPCKOM IPaKTHKHU?

IMyukr 2 Tpagun
JUCTPUOBIOTOPCKOM
MPaKTHKH

25.

XpaHAT JM  TPOU3BOAUTENE H
OpraHm3aiis ONTOBOH TOPrOBIH
JIEKapCTBEHHBIMH CpencTBaMHu
INOKYMEHTAIMI0 B TEUEHHE CPOKa,
YCTaHOBJIEHHOTO  IPOM3BOAUTEIEM

[penaparoB )5} OpraHu3anuei

IlynxT 2 [1paBun
JIMCTPUOBIOTOPCKOH]
NPaKTHKH




2.

OIITOBOY TOPrOBIIH JIEKAPCTBCHHBIMH
CpelCTBaMH, HO HE MEHee TpPEX IIET,
Ha OyMaXHOM HOCHTEIE HMIU B
3NIEKTPOHHOM BHE?

26.

XpaHar s TIPOM3BOOHMTENL U
OpraHM3allis ONTOBOW TOPTOBJIH
NEKapCTBEHHBIMHU cpelcTBaMH
JTOKYMEHTALUIO B HOpAIKE,
YTBEPKICHHOM PYKOBOIHUTEIEM
NPOU3BOAUTENSA  TPENaparoB
PYKOBOZHUTENEM OpraHu3aluu
OIITOBOi TOPrOBIIH JIEKAPCTBEHHBIMH
CpeICTBaMH nubo
YIOJHOMOYSHHBIMH HMH JHIIaMHU?

[Mynxr 2 Ilpasun
JMCTPUOBIOTOPCKOM,
HPaKTHKY

27.

HanpapnsioT 7 OPOM3BOJUTEINH
[penapaToB H OPraHU3aLysl OIITOBOM
TOPrOBIH Tpemnaparsl,
npeaHa3HAYCHHBIC UL peaau3alMu
Ha TEpPHTOPHH Poccuiickoi
Depepaliin, Ha peann3aLiio TOJIBKO
B cllyyae COOMIOfeHHsT TpeOOBaHHH,
yCTaHOBJIEHHBIX IMyHKTamu 1, 2, 4 —
9, 14 IlpaBun auCTpHOBIOTOPCKOM
TIPaKTHKH?

ITynkr 3 Ipasun
JMCTPUOBIOTOPCKOH
TIPaKTHKH

28.

OO0ecrieunBalOTCs M YCJIOBHA
XpaHeHus, TpeyCMOTPEHHBIE
HHCTPYKIMEH MO UX NMPUMEHEHHIO, B
npolecce TEPEeBO3KU IpPErapaToB
NPOU3BO/IUTENIEM  TIPENapaToB |
opraHusaiyieli OINTOBOM TOPrOBIA
JIEKapPCTBEHHBIMH CPEACTBAMH?

ITynxr S IpaBun
MUCTPHOBIOTOPCKOM
MPaKTHKH

29.

JlonmyckawTcs JIM TPOH3BOAUTEIEM
npenapaToB M OpraHu3aunue
OITOBO¥ TOPrOBIH 11EKAPCTBEHHBIMHU
CpeICTBaMH K OTTpY3Ke Ipernaparhi
TOJBKO B CiIy4dae LENOCTHOCTH HX
YTIaKOBKH 7§ COOTBETCTBHS
TpeOOBaHUAM MapKHpOBKH,
YCTaHOBIICHHBIM CTaTheH 46
®enepansroro 3akona Ne 61-03?

IIynxkT 6 Ipasun
JIUCTPUOBIOTOPCKOH
TIPaKTHKH

30.

OcymecTBIsieTcd M IIOCTaBKa

MpenapaToB NpH HATHYMK:

30.1.

COTIPOBOIUTENbHEIX TOKyMEHTOB®?

30.2.

MPOU3BOUTENIEH
TIEKAPCTBEHHBIX CpeINcTB,
MOATBEPXKJAIONINX  COOTBETCTBHE
KayecTBa IpPEnaparoB, BBOAUMbBIX B

JOKYMEHTOB

ITynxr 7 IlpaBun

JTUCTPUOBIOTOPCKOH
MTPAKTUKH

5 Cratea 785 T paxmIaHCKOro Kosiekca Poceuiickoit Menepaunu; 4acTsb 4 ctateu 47 @enepanbHoro 3akoHa Ne 61-03.




2.

rpaxpanckuii 060poT, TpeGoBaHMsM,
yCTaHOBIICHHBIM npH uX
roCyIapCTBEHHOH perucTpanuu’?

31.

MOXHO 11 COrIacHO JOKYMEHTAIINH,
OTHOCAIIEHCS K AUCTPUOBIOTOPCKON
NPaKTHKE, YCTAHOBHTH:

31.1.

(pakTHUECKOE MECTO HAXOXKJCHHSA
TperapaToB Ha cKiazie
HPOM3BOAMTENS  TpenaparoB M
OpraHM3allid  ONTOBOIl TOProBIH
JIeKapCTBEHHBIMH CpelCTBaMH,
KOTOpBIE SIBIAIOTCSA IOCTABIIHKAMH
AIM TIOJyYaTe/IsIMH MPENaparoB,
yKa3aHHeM MeCTa HaxXOXKACHHA M
ajipeca (ampecoB) MecTa
OCYIIECTBIICHHUS JIEATENbHOCTH (B
cilydae €CIH MeCTO HaXOXKJICHHA U
azpec (anpeca) MecTa
OCYLIECTBICHUA JEATENBHOCTH
paznuyaroTcs)?

31.2.

(aKTHIECKOE MECTO HaXOXACHHS
IpernaparoB Ha CKnaje
HMHIVBUAYATbHBIX
MpeATpUHUMATEINEH, KOTOPBIE
SBJIAIOTCA ~ TOCTaBIIUKAMH WK
MIOJIy4YaTeNIAMH HIPEnaparoB
¢ yKa3aHUeM ajipeca PEerucTpaLiH 1o
MeCTy JKHTEeIbCTBA M ajpeca
(ampecoB) MecTa OCYLIECTBICHHS
JiesTensHOCTU?

IMynxr 8 INpaBun
JUCTPUOBIOTOPCKOM]
MPaKTHKH

32.

Co0momaloT MM [MPOU3BOAMTEND
NpenapaToB H OPraHU3alHs ONTOBOM
TOPTOBIH JIEKapCTBEHHBIMH
CpelCTBaMH 3alpeT Ha JOMYyCK K
peanuzaunu GarscupHUIMPOBAHHBIX,
KOHTpa(aKTHBIX

" HeJ0OPOKa9eCTBEHHBIX
npenaparoB?

IMynxkr 9 Ipasun
IUCTPUOBIOTOPCKOM]
MPaKTHKH

33.

Haznaueno s
MPOH3BOJUTENS  IPENapaToB  H
PYKOBOJAHTEIEM OpraHH3aluU
OITOBOM TOPTOBJIH NEKAPCTBCHHBIMU
CpEeNCTBaMH OTBETCTBEHHOEC JIHIIO
ULt paGoTHI C TIPETEH3UAMU?

PYKOBOJHUTENEM

Iyukr 10 [IpaBun
JUCTPUOBIOTOPCKOH]
HpaKTHKH

34.

JOKyMEHTHPYIOTCS )1
OTBETCTBEHHBIM JIMLOM BCE
IPETeH3UH C YKa3aHUEM ClleAyomei
uHdopMaInm:

34.1.

JaTta noJIyudcHus HpeTeH3I/II/I?

Itynkr 11 HpaBun
JUCTpUOBIOTOPCKOH;
MIPaKTHKH
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34.2.

HaMMCHOBAHHUC nonyqarenﬂ?

34.3.

MECTO HaXOXKICHU W azpec (ajgpeca)
MeCTa OCYIIECTBICHHUS JESTEIBHOCTH
(B ciTyuae ecTM MECTO HAXOXKICHUA H
aapec (agpeca) MECTa OCYIICCTBICHHS
JIEATCIHHOCTH Ppa3IMIAroTCs)
TIOJTyJaTeNs — J711 FOPHAUYECKOrO JIHIA
WM ajipec PETHCTpad IO MECTY
KUTENLCTBA H ajpec (ampeca) MecTa
OCYILIECTBICHHS JCATENBHOCTH — I
MHIPBHAYATBHOTO TPSIIPUHUMATEN?

344.

HaMMeHOBaHHe Tpenapara’

34.5.

HOMep cepHu?

34.6.

00bEeM HITH KOJIMYECTBO YTIaKOBOK?

34.7.

nexapcTBeHHas popma?

34.8.

JIO3UPOBKa MpemnapaTa’?

34.9.

TIpHYHHA NPETEH3UH?

35.

VYcranapnuBaeT M OpraHM3almus
OIITOBOM TOPrOBIIH JIEKaPCTBEHHBIMH
CpeACTBaMH NPHYHHBI TIPETEH3UH B
cilydae, eCJIH PETEH3H OTHOCUTCA K
KayecTBY M (WiH) 0€30MacHOCTH, U
(um) 3¢ ¢EKTUBHOCTH TIPENapaToB
N BBISIBIICHO HaIM4ue
¢danbcu(ULKPOBAHHEIX,

KOHTpa(aKTHBIX WA
HeI06pOKaYECTBEHHBIX NPETIapartos?

Mynxr 12 Ipasun
JMCTPUOBIOTOPCKON
TIPaKTHKH

36.

[TpoBOaMT JIH OpraHU3alus ONTOBOK
TOPTOBIH JIEKapCTBEHHBIMU
CpeACTBaMH KOPPEKTUPYIOMIUE HIN
Hpeaynpexkaaomue 1eicTaus?

Tynkr 12 [IpaBun
JIUCTPUOBIOTOPCKOH]
PAKTHKH

37.

VeegoMnseT M OpraHu3alus
OIITOBO¥ TOPTOBIH NE€KAPCTBEHHBIMHA
Cpe/CTBaMH IIPOM3BOANTENS H (MITH)
OPTaHH3AIMIO,  YIOJHOMOUYEHHYIO
npaBoobiaaaTeneM JEKapCTBEHHOTO
npernapara Ha IPHHSITHE TPETEH3UH,
B TedeHHe 3 pabouMx AHEH ¢ AaThl
TIOJTy4EeHUsA TPETCH3HH WIIH
BBIABIICHUA OpraHH3alued ONTOBOM
TOPrOBIH JIEKapCTBEHHBIMU
CpeIcTBaMH
¢danpcupUIUpOBaHHOTO,
KOHTpaaKTHOTO WIH
HeZ06pOKaYeCTBEHHOT O Npenapara?

IMynxr 12 [Ipasun
JTUCTPHOBIOTOPCKOA
MIPaKTHKH
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38.

[fpunuMaer JH  NPOU3BOAUTEIND
KOPPEKTHPYIOLIUE "
NpeAyNpeKJAomue JCHCTBHA B
ciy4ae, eciii IPETEeH3HUs OTHOCHTCA K
KayecTBY M (WiIH) O€30IIaCHOCTH, M
(wnn) 3(¢EKTHBHOCTH ITPENaparToB
WA BBIABJIICHO HaNAINe
(anbCcupUIMPOBAHHBIX,

KOHTpa(aKTHBIX 17017}
HeI0OPOKaYECTBCHHBIX IPENapaTos?

ITynkr 12 IlpaBun
JUCTPUOBIOTOPCKOM
MPaKTUKU

39.

VBepoMiiieT JIM  IIPOU3BOIHUTEIND
OpraHu3alHio,  YIOJIHOMOYEHHYIO
npaBoobiafaTeneM JICKapCTBEHHOTO
npemapara Juii  BETEPMHAPHOIO
NpHMEHEHHS Ha MpPHHATHE
npeTeHsuil, B TeueHHe 3 paboumx
IHei c JaThI TOJTy4eHHS
COOTBETCTBYIOIICH IPETCH3UH HIIH
BBISABIICHHS TIPOH3BOTUTENEM
npenaparoB
banscupUIHPOBaHHOTO,
KOHTpa()aKTHOTO WIH
Hes00poKaYecTBEHHOT O NIpenapara?

IMyskr 12 IlpaBun
JUCTPUOBIOTOPCKOM
TIPaKTHKH

40.

CobOmogaeTcss TH NPOU3BOAMTEIEM
fpernaparoB WM OpraHH3alMen
OIITOBOM TOPTOBJIH JIEKAPCTBCHHBIMU
Cpe/iCTBaMH npu TIOBTOPHOM
HampaBlICHWM AN peaau3alyf
BO3BPAIIEHHBIX IOy 4aTEIIMK
[penapaToB CICAYIOUIHE YCIIOBHUS:

40.1.

HEJIOCTHOCTh YIIAKOBKH TPENaparoB
He HapyuieHa?

40.2.

OTCYTCTBYIOT CII€IbI TIOBPEKICHUM?

40.3.

OTCYTCTBYeT  MAapKHpOBKa,  HE
TpeAyCMOTpEHHas
TIPOM3BOANTEIISMH IIpENapaToB?

40.4.

CpPOK TONHOCTM IMpenaparoB He
ucrex?

40.5.

npemaparbl  HE  OT3BIBAIMCH U3
obparteHus?

40.6.

noJIy4aTesiemM, BEPHYBIIUM
Ipenaparsl, TIPEACTABIECHB
HTOKYMEHTHI, MOATBEPXKAAOIIHE
coOofieHne YCIOBHH XpaHEHHMS H
TPAHCIIOPTHPOBKH,
COOTBETCTBYIOIIUX MHCTPYKLUAM II0
NPUMEHEHHIO NIPETIapaToB?

Mynxt 13 Ipasun
JUCTPHOBIOTOPCKOH]
MPaKTHKH
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40.7.

HOMeEp CEpHH IIpenapaToB COBHANACT
C HOMEpaMH CEpHUiH, YKa3aHHBIMH B
CONpPOBOJUTCIBHBIX  JOKyMEHTaX,
IpeyCMOTPeHHBIX ~ IyHKTOM 7
IMpasun JUCTPUOBIOTOPCKOR
TIPaKTHKH, Ha TIpernaparsl,
TIOCTaBIICHHbIC KOHKPETHOMY
HOTy4aTenio?

40.8.

IPOU3BOAUTENEM  NpPENaparoB U
opraHM3ailiicii ONTOBOH TOPTrOBIH
JIEKAPCTBCHHBIMH  CPEICTBAMM  [UIS
BCTCPUHAPHOTO IPHMEHCHHMA  HE
BBIABIICHA ¢anscuduKramua
npenapaToB?

41.

TIpoBepeHbl  JTH  BO3BPAIICHHBIC
npenaparsl JIHLIOM, Ha3sHauYeHHBLIM
PYKOBOJUTENEM IIPOM3BOAUTENSA
npenapatoB M PYKOBOIHMTENEM
OpraHU3aldl  ONTOBOM  TOPTOBIIM
JNIEKapCTBEHHBIMH CPEACTBAMH IS
IPOBEPKH BO3BpAlleHHBIX
npemapaTtoB, Ha  COOTBETCTBHE
TpeboBaHuAM myHKTa 13 IlpaBun
JUCTPUOBIOTOPCKOH MPAKTHKH?

ITynkr 13 IIpaBun
JAMCTPUOBIOTOPCKOH
IPaKTUKH

42.

JoxyMeHTHpYEeTCS it
MPOM3BOAMTENEM  ITIpENaparoB U
OpraHu3aieii ONTOBOH TOPrOBIIH
NIeKapCTBEHHBIMHU CpeACTBaMH
uHdpopManusi O  BO3Bpare W
omepamusax €  BO3BPAILCHHBIMU
nperapaTaMd B COOTBETCTBHH
c MYHKTOM 2 [TpaBun
JAUCTPUOBIOTOPCKOH MPaKTUKK?

Tlynkr 13 IIpaBun
JUCTPUOBIOTOPCKOH
TPaKTHKH

43.

Xpauutcs M TPOU3BOJUTEIEM
OpenaparoB M OpraHM3aluei
OTITOBOM TOPTOBIM JIEKAPCTBCHHBIMHU
CpeACTBaMHU uHopMarHs 0
BO3BpaTe 7} ofiepanusax c
BO3BDALICHHBIMH  TIperiapaTaMd B
COOTBETCTBHH ¢ MyHKTOM 2 [IpaByn
JMCTPUOBIOTOPCKOH NPAKTHKH?

IMynxr 13 IIpasun
JMCTPHOBIOTOPCKOM
MPaKTHKH

44,

OTrpyXarwTcs NH NPOU3BOJAUTEIICM
MpenapaToB H opranu3zanuei
OIITOBOI TOPrOBJIH JIEKAPCTBEHHBIMU
CpeACcTBaMH B IEPBYI0 OYepenb
npenaparel € MEHBIINM CPOKOM
TOQHOCTH, [IPUTOTHBIE iie: |
THOCTaBKMN?

ITynkT 14 IIpaBun
JMCTPUOBIOTOPCKOM
MPaKTHKH




L. 2. 3. 4. 5. 6. 7.

Toanexar i dpanscuHIMPOBAHHEIE,
KoHTpadakTHbIC 7§
HEJOOPOKAYCCTBCHHBIE  NpEnapaThl
M3BATHIO W YHUYTOXKGHHMIO B

COOTBETCTBHH c [MpaBunamu

YHHYTOXKCHHUSA U3BATHIX

danscrHIMPOBaHHBIX Mynxr 15 IIpasun
45. JICKApCTBEHHBIX Cpe/CTB, | AMCTPHOBIOTOPCKOH

HeI00POKaYeCTBEHHBIX MPaKTHKH

JIEKapCTBEHHBIX CPEJICTB 7}

KOHTpadaKTHBIX JICKapCTBEHHBIX

CPEJICTB, YTBEP)KACHHBIMU

MIOCTaHOBJICHHEM IIpaBuTensCcTBa

Poccmiickoit ®emepaiu o1 15
cenabpa 2020 1. Ne 144777

JlokymMeHTHpYeTCs hiv7e
OpOW3BOAUTENEM  MpEMaparoB |
OpraHu3aleil ONTOBOM TOPTOBIH

NIEKapCTBEHHBIMH CpenCTBaMH

nHpopMaLus 00 oneparusax | ITyukr 16 Ilpasun
46. c danbcuUIMPOBAHHBIMHE, | TUCTPHOBIOTOPCKOH

KOHTpadaKTHEIMH MPaKTHKH

%4 HeToOpOKa4eCTBEHHBIMHI

npenapataMd B COOTBETCTBHHU

c MIYHKTOM 2 IIpaBun

JAUCTPUOBIOTOPCKON NIPAKTUKH?

XpaHuTcss M TPOU3BOJMTENEM
npenapatoB M OpPTaHM3alMeH
ONITOBOM TOPTOBJIH JIEKAPCTBEHHBIMH
cpenctBamu  uMHpopMarms 00

onepanusax TTyukt 16 HpaBun
47. c danscupUIUPOBaHHBIMH, | AECTPHOBIOTOPCKOH

KOHTpaaKTHBIMH TIPaKTHKU

7} He00pOKauECTBEHHBIMH

npenapataMd B COOTBETCTBHH

c ITYHKTOM 2 IMpasun

JHCTPUOBIOTOPCKOH MPAKTUKK?

Obfecneyena ¥ TPOH3BOJHUTEIEM
OpemnapaToB M OpraHHM3alueH
ONTOBOI TOPTOBJIH JIEKAPCTBEHHEIMHU

CpeACTBaMH I auna,
48. OCYIIIECTBIIAIOMIETO 5 U3BATHE Tynkr 17 Tpasin | - - -
TpenaparoB U3 OGpALIICHH, | 11 Gri0TOPCKOH

JOCTYIIHOCTD CBEIEHHH, B TOM YHCIIE
3KCIOPTUPOBAHHBIX TIPENApaToB M
HX 00pas31oB:

MPaKTHKH

0 KOMIIaHUAX-TTIOCTAaBIIUKaX

48.1.
npenaparoB?

7 CornacHo MyHKTY 2 mocraHoBiaeHns IlpaButenscTsa Poccniickoil denepanys ot 15 centabpa 2020 r. Ne 1447
TMaHHEBI akT AelicTByeT no 1 sHBaps 2027 1.
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48.2. |o nomyuartensx npenaparos?

48.3. |0 HAMMEHOBAHMAX IIPENApPaToOB?

48.4. |HOMepax cepuil mpenaparos?

48.5. |pjarax mpoM3BOJCTBA NPENapaToB?

48.6. |cpokax rogHOCTH IpenapaToB?

NeKapCTBEHHbBIX dopmax

48.7.
npernapaTos?

48.8. |mo3upoBKax mpemaparoB?

KOJIMYECTBE IPHOOPETCHHBIX MM

48.9.
MOCTABJICHHBIX TPENapaTos?

* TToanexuT 0053aTeNLHOMY 3aMOHEHUIO B CITydae 3alOMHEHHA IPadbl «HEIPUMEHEMOY.

KoHtponsHoe (HamsopHOe) Mepompuatde (BhIe3HAas INPOBEpKa) He
OTPaHMYHMBAETCA OIEHKOMN COOJIIOACHHS 00A3aTeNbHBIX TPEOOBAHMIA, B OTHOMICHHH
KOTOPHIX OIPefeNieH B HACTOAIIEM IPOBEPOYHOM JIMCTE CIHMCOK BOIPOCOB,
OTPaXKAOIIMX COACPXXKaHHE O0O0A3aTeNbHBIX TpeOOBaHMiA, OTBETHI Ha KOTOPBIC
CBHJIETENLCTBYIOT O COOJIOJICHUH WM HECOOTIONEHHH KOHTPOIUPYEMbIM JIHIIOM
00s13aTeNbHBIX TPEOOBaHUH.

(moxnuce) (vHHNKAND], GaMIsIHA JOIDKHOCTHOTO JIMLIA)

(noanwuce) (MHEMIMATE], PAMIIIHS JOIDKHOCTHOTO JIHLIA)




