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3aaHue 1J151 CAMOCTOATEIbHOI Pad0ThI OPAMHATOPOB

TEMA Ne 1: OcHoBHbIe Tanbl pa3BuTis GopM U MeTOA0B oOecreyeHnsi KauecTBa
papmaneBTuyeckoil npoaykunu. Tepmunbl u onpenesenus. Konuenuus GMP B

NMPOU3BO/ICTBE JIEKAPCTBEHHBIX NMPENapaToB

1. BOl'[pOCLI AJIA IPOBEPKU UCXOJAHOI'0 YPOBHHA 3HAHMM:

AP

Jate onpenencHue dpapMakoneiHON cTaThe.
JlaTtb onpenieneHne NOHITUIO CTaHapT.
UTo Takoe TEXHOJIOTHUECKUN PeriIaMeHT?
Uro Takoe MaTepuaabHbIi Oananc?

OpauHaTop 10JI7KeH 3HATD:

Jlureparypa

CpaBHUTENBbHYIO XapaKTEPUCTUKY
U3TOTOBJICHMS JIEK. IIPENapaToB 1o
WH/JVBHIyaJIbHBIM PELENITaM,
MEJKOCEPUITHOMY U

KPYIIHOCEpUHHOMY IPOU3BOJICTBY

I'OCT P 52249-2009. ITpaBuna
MPOU3BOJACTBA U KOHTPOJIA KayecTBa
JIEKapCTBEHHBIX CPEJCTB (YTB. U BBEJICH B
Jeicteue nprkazoMm deaeparbHOTO
areHTCTBA MO0 TEXHUYECKOMY

PEryJIMpOBaHUIO U METPOJIOTHH OT 20 mMast
2009 r Ne 159)

OCHOBHbIE TTOHSITHUS:
2) JIeKapCTBEHHOE CPEJICTBO;
3) nIeiicTByIOIIIEE BEIIECTBO;
4) BCHIOMOTraTeNbHbBIC BEIIECTBA;
5) nexapcTBeHHas Gopma;
6) JekapCTBEHHBIN Mpenapar;

1.HopmaTuBHBIE TOKYMEHTHI:

MY 64-01-001-2002. ITpou3BoaCTBO
JIEKapCTBEHHBIX CpeACTB. TepMHUHBI U
OTIpeJIeJIeHusl.

2.0cuHoBbl GMP — IIpou3BoacTBO
JekapcTBeHHbIX cpeacTB — PenotoB ALE. -
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IIpaBuia opraHu3anuu
IIPOM3BOJICTBA U KOHTPOJIS Ka4eCTBA
JexapcTBeHHbIX cpencTB (GMP)
4.T'ocynapctBenHas dapmakones
Poccuiickoit ®eneparuu 12-oe uza.-M.:
Menmumnaa. Bem. 1.2, 2010.

®apmarnieBTHdYeCcKue PaKTOpbl U UX POJIb B MOIyYel

JICKApCTBCHHBIX nmpemnaparosB.

MY 64-04-001-2002 «ITpou3BoacTBO
JIEKapCTBEHHBIX Cpe/cTB. Banuanus.
OCHOBHBIE TOJIOKEHUS

OpauHaTop 10J5KeH YMeTh

Jlureparypa

[Tonb3oBatbes HJ, I'D, ®C, cipaBouHO
JUTEPATYPOM

Iunosa C. B. Kak cozgasanucy GMP B
Poccun/ C. B [llunosa // [Ipon3BoacTeo




nekapcTB nmocobue -Mocksa,2005.- C7-11

[IpuMeHsATh Ha IPaKTUKE 3HAHUS U YMEHUS, beperosrix B.B., Hopmuposanue
MOJIYYCHHBIC Ha JICKIMIX U 3aHATUAX (hapMareBTHYECKOro IPOU3BOJICTBA,
kauecTBa npoayknuu./ B.B beperossix,
A.IT MemkoBckuit. — M:Pemennym, 2001.
— 528 c.

JIeKIMOHHBIN MaTepHall

2. 33[[3]-[1/[5[ JJI1 MACbMEHHOH CaMOCTOATEIbHOM paﬁoTbI

1. OcHoBHBIE 3Tanbl pa3BUTUSA (HOPM U METOAOB OOECIIEUEeHUsI KauecTBa (papMaleBTHUECKON
nponykuuu. Tepmunsl u onpenenenus. Konnenuus GMP u ee BHenpenue B Poccun.

2. TpeOoBaHUs K PYKOBOJICTBY

2.1.TpeboBaHus K HAYAIBHUKY OT/IENIa 00ECIIeYeHHs KaueCcTBa
2.2.CtpykTypa

2.3.OyHKUUH

2.4. Haznayenue

2.5. 3amaun paborer OOK

2.6.10rat

2.8.B3auMozpeiicTBrE C APYTUMH HOIpa3IeICHUIMU

TECTBI:
[IpoMbliIeHHOE TPOM3BO/CTBO JIEKAPCTBEHHBIX MIPENAPATOB HOPMUPYETCS JIOKYMEHTAMU:
e TpeboBanusmu BO3
e TexHOIOrM4EeCKUM periaMeHTOM
e Penenrom
e Uucrpykuuen
e Jluuensuen

[TpaBuna GMP He pernaMeHTUPYIOT:

e (dapmalleBTUUECKYIO TEXHOJIOTHIO;

e TpeOGoBanus Kk OMOTOTUYECKON JIOCTYITHOCTH TIpErapara;

e TpeOoBaHuA K 37aHUSM U TTOMEIICHUSIM (DapMITPOU3BOJICTBA;

e TpebOoBaHus K nepcoHay;

e Heo0xoanMMOCTh BaJIMIAIINH.
TexXHOIIOTUYECKH PETJIAMEHT HE BKIIIOYAET PA3eIIbl:

e XapaKkTepHcTHKa FOTOBOTO MPOAYKTa;

e TexHonoruueckas cxema MpoON3BOCTBA,

e AmnmapaTypHas cxema IpOU3BOICTBA;

e Cnenudukaius o00py10BaHUS;

e XuMHUeCcKas CXxeMa CTaOMIIN3alliy JIEKapCTBEHHBIX IIPErapaToB.
Pacxoaubiii kKoapduueHT — 3T0:

e KonunuecTsa BenecTa, UCIOJIB3YyEMOE ISl ITOJYYEHMSI 3aJaHHOTO KOJINYECTBA

npenapara;
OTHolIEHNE MacChl HCXOIHBIX KOMIIOHEHTOB K Macce rOTOBOTO MPOIYKTa;
OTHolIEHNE MacChl TOTOBOTO MPOAYKTA K MAacCCE HCXOIHBIX MaTEPUAIIOB;
OTHolIEeHNE MacChl MaTEPUANIBHBIX TOTEPh K MAcCE NCXOJHBIX MaTepUaIOB;
CymMma mMacc moTepp M MCXOIHOTO MaTepuaa.




Bamupaius — 5to nousarue, otHocsmeecs kK GMP u o3nauaroiee:
e KoHTpoub 1 OIIEHKY BCEro IPOU3BOJICTBA,
e Kontpoms 3a padoroit OTK;
e CTepuiIbHOCTD;
e [IIposepky kauectBa ['JIC.

3. CuryanuonHas 3aga4a Ne 1

Crutanupyiite cBoM JIEUCTBHSI IO COCTABJICHUIO HAJIJICKAIe HOMEHKIIATYpPbI
TEXHOJIOTHYECKOW HOPMATHBHOM JOKYMEHTAIIMH U MOPSAKE €€ 0PpOpMIICHHUS JIJIs BBITyCKa
HOBOTO JICKAPCTBEHHOTO MIpenapara.

A) OGocHylTe CTPYKTYpY MaKeTa JOKyMEHTOB, KOTOPhIE HEOOXO0IUMO pa3padoTaTh s
BHEJIPEHUS IIpenapara.

b) OGocnyiiTe 1MOCiIe10BaTeIbHOCTh BalllUX JICHCTBHI MPU COCTABICHUH 3aBOJICKOTO
perjiaMeHra.

B) Ilpennoxute nopsaok oQpopmiIeHUs JOKYMEHTAIIHH.

KadecTBo jIeKapCTBEHHOTO Mpenapara — 310 ...
CTalGuibHOCTB — 3TO ...
Ceptuduxkar — 310 ...

Cpok rogHOCTH — 37O ...
3agaHue /151 CAMOCTOSITEIbHON PaboThl OPAMHATOPOB

TEMA Ne 2: 3akoHoaaTe1bHO-NIPaBOBas 0a3a cMCTeMbl KOHTPOJIsI KadecTBa. KadyecTtBo n
0e30I1aCHOCTh KaK OCHOBHBbIE CBOMCTBA hapMaleBTHYEeCKOH MPOIYKIMHU

1. Bonnpocs! /151 IpOBepPKH MCXOAHOIO YPOBHSA 3HAHMIA:
1. Kakue oduimanbHble JTOKYMEHTHl COCTaBISIOT HOPMATHUBHYIO 0a3y CO3/JaHHUS CHCTEMBI

oOecrnieyeHns KauecTBa Ha (papMaleBTUYECKOM MPEATIPUATUH?

2. KaxoBbl rnaBHble TpeOOBaHUS K PYKOBOJACTBY HPEINPHUATHS TNPU CO3JaHUU CUCTEMBI
oOecrieyeHns KayecTBa U pOPMUPOBAHUHU COOTBETCTBYIOILIErO OTAENa?

3. Ilepeunciute OCHOBHBIE (YHKIIMU CHCTEMBbI OOECTIEUEHUsI KauyecTBa.

4. KakoBO Ha3Ha4YeHUE CUCTEMbI 00ECIIeYeHUs KauecTBa Ha MPeANPpUSITHN?

OpauHATOp 10JI7KEH 3HATD: JIuteparypa
Kirouessie npuaumnsl GMP, ocHoBHble Tepmunbl | 'OCT P 52249-2009. IIpaBuna
u cranaaptel GMP MPOU3BOJCTBA U KOHTPOJISI KAUECTBA

JICKApPCTBEHHBIX CPENICTB (YTB. U BBEJICH B
JericTBUE NprukazoM deaepaibHOTO
areHTCTBa M0 TEXHUYECKOMY
pEryJIMpOBaHUIO U METpoJIoruu oT 20 mast
2009 r Ne 159)




OCHOBHBIE IOHATUS:
7) JEeKapCTBEHHOE CPEICTBO;
8) neiicTBYyMOIICE BEIIECTBO,
9) BcmoMoraTeNbHbIC BEIICCTRA,
10) nekapcTBenHas Gopma;
11) nexapCTBEHHBIH Mpemnapar;

l.HopmaTuBHbBIE TOKYMEHTHI:

MY 64-01-001-2002. ITpon3BoacTBO
JICKapCTBEHHBIX CpeACTB. TepMHUHBI U
OTIpeIeJICHUsI.

2.0cHoBbl GMP — I[Ipou3BoacTBO

JeKapcTBeHHbIX cpenacTB — DenotoB A.E. -
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IlpaBuna opranu3anuu
MIPOU3BOJICTBA M KOHTPOJISl Ka4eCTBa
JeKapcTBeHHBIX cpencTB (GMP)
4.I'ocynapctBennas dapmakorest
Poccuiickoit @eneparuu 12-oe uza.-M.:
Menmununa. Bem. 1.2, 2010.

®apmarieBTHYeCKUE PaKTOPhl U UX POIb B MOTy4Yel
JIEKAPCTBEHHBIX  IPEMapaToB.

MY 64-04-001-2002 «IIpou3BoacTBo
JICKapCTBEHHBIX CPeCTB. Banmmmarus.
OCHOBHBIE ITOJIOKEHUS

OpauHaTOp J0JI7KEH YMETh

Jlureparypa

[Tonb3oBatees HJ, 'D, ®C, cipaBo4HOiA
JIUTEpaTypou

ITumosa C. B. Kak co3maBamcs GMP B
Poccun/ C. B Illunosa // [Ipon3BoacTso
nekapcTB nmocodue -Mocksa,2005.- C7-11

IIpuMeHATh Ha IPAKTUKE 3HAHUS U YMEHUS,
MIOJIYYCHHBIE HA JICKLIHAX U 3aHATUAX

beperoseix B.B., Hopmuposanue
(apMareBTUYECKOTr0 IIPOU3BOJICTBA,
kadecTBa npoaykiuu./ B.B beperosbix,

A Il MemkoBckuii. — M:Pemennym, 2001.
— 528 c.

JIexIMOHHBIN MaTepHall

2. 3aiaHud 1JI51 CAMOCTOATEIbHOM padoThI N0 N3y4YaeMoi Teme:

1. 38.KOHOI[8.T€J'IBHLIC U pETYJIATOPHBIC OCHOBEI ITPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB

1.1. O TeXHMYECKOM pEeryIMpOBaHUU

1.2. Munucrepctrso 3apaBooxpanenust PO (Munsapasa Poccun)
1.3. 3axonoparensHas npaktuka EBponeiickoro Corosa (EC) u CIIA
1.4. JInuensupoBaHue NPOU3BOACTBA JEKAPCTBEHHBIX cpelcTB B Poccuiickoii denepanyu

3. Curyanuonnas 3agaya Ne 1

[TpunsATeIi Ha paboTy KIAJOBIIMK OOpaTwics K HayaJdbHHUKY CKiIajga (apMaleBTUYECKOro

MNpeaAnpuATUs CO CICAYOINMHA BOIIPOCaAMMU:

o Kakoit npoucaype AOJIKHBI OBITH HCMCIJICHHO TIIOABCPTrHYTHI MOCTYIIAOMIUC Ha
nNpeanpusaATUC CbIpbC W MATCPHUAJIbI, a4 TAKXE TOJIBKO YTO MNPOU3IBCACHHASA TI'OTOBAA

NPOAYKIHS?

e B kakom JAOKYMCHTC Ha CKJIAJC MPCANPUATUA OCYHICCTBIIACTCA PErUCTpalusad IMOCTaBKU

CBIpBSl WJIM MaTepuaia?




B kakoMm TOKyMEHTE peruCTpUPYIOTCS 3aMEUYaHHUsl K COCTOSIHUIO KOHTEHHEPOB (YIaKOBOK)
C CBIPbEM HJIM MaTepuaiaMu?

Mosker nu Ha OJHOM ydacTke (0e3 (HU3MYECKOro pa3ieiCHUs]) XPaHUTHCS HECKOJIBKO
CepUil OIHOTO BUJA ChIPbs, MaTepUaia Uil rOTOBOM NpOAyKLIUN?

I'me koHTpoJEphl OTAeNa KOHTPOJS KayecTBa JOJKHBI OTOMpATh MPOOBI CyOCTaHIW,
NpeHa3HAYCHHBIX JJIS IIPOU3BOICTBA CTEPHIILHBIX JICKAPCTBEHHBI CPEJICTB?

Kakum 00pa3zom MOKEH OCYIIECTBISTLCS OTOOp PpoO KoHTposiepamu otaena KoHTpois
Ka4ecTBa, €CIIM MOCTABKA OJIHOTO BUJIA CHIPbsI COACPIKUT HECKOJIBKUX €ro cepuii?

B kakoMm JOKyMEHTE IOJDKEH OBITh MPHUBEICHBI YTBEPXKICHHBIC IMMOCTABIIMKH H, IO
BO3MOXKHOCTH, TIEPBUYHBIC TPOU3BOJAUTENN CHIPhS WIIH MaTCPUATIOB?

Kakum 00pa3zom MOHKEH OCYIIECTBISTLCS OTOOp poO KoHTposiepamu otnena KoHTposs
Ka4ecTBa, €CIIM MOCTABKA OJIHOTO BUJIA CHIPhsI COACPIKUT HECKOJIBKHX €ro cepuii?
MOXHO JIM UCHONB30BaTh CKJIAJCKUWE IOMEIICHUs JUIS CKBO3HOTO  IPOXOja
HepabOoTaoILEro B HUX nepcoHana?

DopMyJIMPOBKA 3a1aHUS
Kaxwe oTBeThI CJICAYCT AaTb HAaYaJIbHUKY CKJIaJdd Ha IMOCTABJICHHLIC BOHpOCI)I? Ha xakxue
JIOKYMEHTBI OH IIPH 3TOM JOJIKEH COCJIaThCs?

TECTBI:
[IpomblIIIIIEHHOE POU3BOICTBO JIEKAPCTBEHHBIX MIPENAPATOB HOPMUPYETCS JOKYMEHTaMMU:

Tpeboanusimu BO3
TexHOI0rUYEeCKUM perjiaMeHTOM
Peuentom

NucTpykuuen

JInnen3unen

[TpaBmia GMP He permaMeHTHPYIOT:

dapmaneBTUYECKYIO0 TEXHOJIOTHIO;

TpeGoBanus K OGMOIOTHMUECKOM JIOCTYITHOCTH TpEIapara;
TpeGoBanus K 3IaHUSM U TIOMEIIEHUAM (PapMIPOU3BOJICTBA;
TpebGoBaHus K IEpCOHATY;

Heo0OxoauMoCTh BaIMIAINH.

TexHomoru4aeckuit PCriIaMCHT HE BKIIIOYACT pa31CJIbl:

XapakTepUCTHKA TOTOBOTO TPOIYKTa;

TexHoJIOTHYECKast CXEMa ITPOU3BO/ICTBA,;

AnmapatypHasi cxema MpOU3BO/ICTBA;

Crenudukarms 000py10BaHHuS;

Xumudeckasi cxema CTa0HIN3aiy JICKAPCTBEHHBIX TPEMapaToB.

Pacxomnbiii kKo puimeHT — 310!

KonnuecTsa BemecTsa, HCIOIb3YEMOE AJIs TOJIyUYEHHUS 3aJaHHOT0 KOJIMYECTBA
npernapara;

OTHolIEHNE MaCcChl HCXOIHBIX KOMIIOHEHTOB K Macce rOTOBOTO MPOIYKTa;
OTHolIEHNE MacChl TOTOBOTO MPOAYKTa K MacCe UCXOIHBIX MaTepUaoB;
OTHolIEHNE MacChl MaTEPUANIBHBIX TOTEPh K MAcCE NCXOJHBIX MaTepUaJIOB;
CymMma mMacc moTepp M HCXO/IHOTO MaTepHuaa.

Bamumamusa — oto nmousarue, orHocAmeecs kK GMP 1 o3Havaromee:

KOHTpOHB H OLCHKY BCCT'O IPOU3BOACTBA,



e KonTtpons 3a pabotoit OTK;

e  CTepuiIbHOCTS;

e [IpoBepky kauectra ['JIC.
Arttecranus (qualification, validation) —
Nudopmanus o npeanpustuu (qochke npeanpusaTus) (site master file) —
KauecTBo nekapcTBeHHoro cpeacrtsa (quality of medicinal product) —
Cuctema obecrnieueHus kadectna (quality assurance system) -
Kputnueckwnit mapamerp (critical parameter) -

3aganue 1J151 CAMOCTOATEIbHOI PadOThI OPAMHATOPOB

TEMA Ne 3: TOCT P 52550-2006 Opranu3aidoHHO-TEXHOJIOTHYeCKasi JOKyMEHTAIUs MPHU
NMPOU3BO/ICTBE JIEKAPCTBEHHBIX CPEICTB
1. Bonpocs! /151 IPOBEPKHU UCXOHOT0 YPOBHSA 3HAHUI
1. Crpykrypa 'OCTa
2. JInst kakux MatepuasioB coctaBisitoTes Crenupukanmum?

3. [lopsanox Begenust nokymenrtaiuu o 'OCTy
4. Buapl opraHn3aliiOHHO-TEXHOJIOTHUECKUX TOKYMEHTOB

OpauHaTOp J0JI7KEH 3HATh: JIuteparypa
Kirouessie npuaumnsl GMP, ocHoBHble Tepmunbl | 'OCT P 52249-2009. IIpasuna
u ctangaptelt GMP MPOU3BOACTBA U KOHTPOJIST KAYECTBA

JIEKapCTBEHHBIX CPeJICTB (YTB. U BBEJICH B
nercrue npukazom denepanbHOro
areHTCTBA MO TEXHUYECKOMY

PEryIupOBaHUIO U MeTpoJoruu ot 20 mas
2009 r Ne 159)




OCHOBHBIE IOHATUS:
12) nekapCTBEHHOE CPECTBO;
13) nelicTByOIIECE BEIECTBO;
14) BcrioMoraTebHbIC BEIICCTRA,
15) nekapcTBenHas Gpopma;
16) nexapCTBEHHBIH Mpemnapar;

l.HopmaTuBHbBIE TOKYMEHTHI:

MY 64-01-001-2002. ITpon3BoacTBO
JICKapCTBEHHBIX CpeACTB. TepMHUHBI U
OTIpeIeJICHUsI.

2.0cHoBbl GMP — I[Ipou3BoacTBO

JeKkapcTBeHHbIX cpenacTB — DenotoB A.E. -
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IlpaBuna opranu3ainuu
MIPOU3BOJICTBA M KOHTPOJISl Ka4eCTBa
JeKapcTBeHHBIX cpencTB (GMP)
4.I'ocynapctBennas dapmakorest
Poccuiickoit @eneparuu 12-oe uza.-M.:
Menmununa. Bem. 1.2, 2010.

®apmarieBTH4YeCKUE PaKTOPhl U UX POJIb B MOTy4Yel

JICKApPCTBCHHBIX npemnaparosB.

MY 64-04-001-2002 «IIpoun3BoacTBo
JICKapCTBEHHBIX CPeCTB. Banmmmarus.
OCHOBHBIE ITOJIOKEHUS

OpauHaTOp J0JI7KEH YMETh

Jlureparypa

[Tonb3oBatees HJ, 'D, ®C, cipaBo4HOiA
JIUTEpaTypou

ITumosa C. B. Kak cozmaBamcs GMP B
Poccun/ C. B Illunosa // [Ipon3BoacTso
nekapcTB nmocodue -Mocksa,2005.- C7-11

IIpuMeHATh Ha IPAKTUKE 3HAHUS U YMEHUS,
MIOJIYYCHHBIE HA JICKLIHAX U 3aHATUAX

beperoseix B.B., Hopmuposanue
(apMareBTUYECKOTr0 IIPOU3BOJICTBA,
kadecTBa npoaykiuu./ B.B beperosbix,

A Il MemkoBckuii. — M:Pemennym, 2001.
— 528 c.

JIexIMOHHBIN MaTepuall

2. 3aiaHud 1J151 CAMOCTOATEIbHOM padoThI M0 U3y4YaeMoii Teme

1.Buapl TEXHOJIOTMYECKUX PEIVIAMEHTOB I10 TPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB
2. TexHOJIOrMYECKHE NHCTPYKIIMU U MHCTPYKIMU MO (hacOBKE U yIAKOBKE
3. IlepeunciuTh peKOMEHIyeMbIil IepedeHb UHCTPYKIIMMA, METOJIUK U CTAHIAapPTOB MPEANIPUATHS

HpOMBIIJ_IJ'IeHHOC MMPOU3BOACTBO JICKAPCTBCHHBIX NPCIIAPATOB HOPMUPYETCA HNOKYMCHTAMMU:

TECTBI:
e TpebGoBanusimu BO3
e TexHOIOTMYECKUM periiaMeHTOM
e Penenrom
e Uucrpykuuen
e Jlunensuen

[TpaBmia GMP He periaMeHTHPYIOT:
o dapMareBTHUECKYIO TEXHOJIOTHIO;




e TpeboBaHuUs K OMOIOTHYECKOM JOCTYIHOCTH Npenapara;
e TpeOGoBaHus K 37aHUSM U TTOMEIICHUSM (DapMITPOU3BOJICTBA;
e TpeOoBaHUS K IIEPCOHAITY;

e HeoOxoauMocTh BaJIMANINY.

TexHONOrnYECKU PErIaMEHT HE BKIIFOUAET Pa3AEbl:
e XapakTepUCTUKA TOTOBOTO MPOAYKTA;
e TexHonoruueckas cxema Mpou3BOJICTBA;
e AmnmapaTypHas cxema IIpOU3BOJCTBA;
e Crnenudukanus 000pyI0BaHUS;
o XuMHUeCKas CXxeMa CTaOMIIN3alliy JICKAPCTBEHHBIX MIPETapaToB.

Pacxoanbiii kKo puimeHT — 310!

e KomnuuecTsa BemecTa, UCMOIB3yEMOE JUIS MTOYICHHSI 33IaHHOTO KOJIMYECTBA
npernapara;
OTHOIIIEHUE MACChl HCXOIHBIX KOMIIOHEHTOB K Macce TOTOBOT'O MPOAYKTA;
OTHOIIIEHUE MACChl TOTOBOTO MPOAYKTA K MacCe UCXOIHBIX MaTepPHAJIOB;
OTHOIIIEHHE MAaCcChl MAaTEPHAIIBHBIX ITOTEPh K MAcCe UCXOIHBIX MAaTEPHAIOB;
CymMa Macc moTephb ¥ HCXOHOTO MaTepuaia.

Banunanus — 3o nonsrue, orHocsmeecs k GMP u o3navaroniee:
e KoHTponb 1 OIIEHKY BCErO IPOM3BOJICTBA;
e Koutposs 3a padoroit OTK;
e CTepuiIbHOCTD;
e [IIposepky kauectBa ['JIC.

CuryanuonHnas 3axa4a Ne 1
[Tpu bopMupoBaHUH CTPYKTYpHI W HITaTa OT/AETa 00ECIeYeHUs] KadyecTBa BHOBBH CO3/IaBAEMOTO
dbapMalleBTUYECKOTO MPEANPUATHS Teped  TOJBKO YTO Ha3HAaYeHHBIM [ eHepallbHbIM
JTPEKTOPOM-COOCTBEHHUKOM 3TOTO TIPEANIPHUSTHS TIOCTABIICHO CIIEAYIOIIEe 3aJaHne:

o CdopmynupoBaTh GYHKIHH OT/AETa B COOTBETCTBUHU ¢ TpeboBanusimu npasun GMP.

e CocTaBUTH CTPYKTYpPY OTZETA, T.€. OTBETCTBEHHBIX 3 BBHITOJHEHNE (YHKIIUH OT/IeNa.

e Ompenenuts NPUMEPHYIO MITATHYIO YACICHHOCTh COTPYIHUKOB OT/ETIA.
DopMyJIMPOBKA 3aJaHUA:

e [IlpeacraButh Ha paccMOTpeHHE COOCTBEHHUKA NPEANPUITUS CTPYKTYpy OTIena C

HAaUMEHOBAHHUEM JOJHKHOCTEH COTPYAHUKOB C YUE€TOM BBITIOIHSAEMBIX UMU (DYHKIIHIHA.

[IpencraBuTh MITAaTHOE paclucaHUe OT/ENA.

Bepuduxanus - 3o

YTunusanus HECOOTBETCTBYIOIIEH TPOIYKIIUH - 9TO
JIOKyMEHT - 3T0

WNndopmanus - 3To

HopmaTuBHO-TexHHUYECKas JOKYMEHTAIUs - 3TO

3ananue 1J151 CAMOCTOSITEIbHOM Pa00Thl OPAMHATOPOB



TEMA Ne 4: Oprann3aliiuiOHHO-3KOHOMHYEeCKHE OCHOBbI CHCTEMbI MEHEeXKMEHTAa
kauectBa. CooTHomenue cranaaproB UCO cepuu 9000 u GMP. CoBmecTUMOCTS €

APYIrdMHU CUCTEMaMU MEHE/IKMECHTA

1. Bomnpocsl AJjisi NPOBEPKH UCXOTHOTO YPOBHS 3HAHMI:

1. OpraHI/ISaHI/IOHHO-BKOHOMI/I‘IGCKI/Ie OCHOBBI CUCTEMbI MCHCIPKMECHTA KaueCTBa

2. OpwueHranus Ha TOTPEOUTENS

3. Cootnomenue cranaaproB UCO cepun 9000 1 GMP

OmeHaTop JOJ/KECH 3HATD.

Jluteparypa

Kunrouessie npuniunsl GMP, ocHOBHBIE TEpMUHBI
u cranaaptel GMP

I'OCT P 52249-2009. ITpaBuna
MPOU3BOJICTBA U KOHTPOJISI KAueCTBA
JIEKapCTBEHHBIX CPEJICTB (YTB. U BBEJICH B
JiericTBUE nprukazoM deaeparbHOro
areHTCTBA M0 TEXHUYECKOMY
peryaupoBaHuio u MeTpoJiorun ot 20 Mas

2009 r Ne 159)

OCHOBHbIE TTOHSTHUS:
17) nekapcTBEHHOE CPEICTBO;
18) neiicTByroliee BEIIECTBO;
19) BcrioMoraTenbHbIE BEIIECTBA,
20) nexapcTBeHHas Gopma;
21) nekapCTBEHHBIH Tpenapar;

1.HopmaTuBHBIE TOKYMEHTHI:

MY 64-01-001-2002. [TpousBoacTBO
JICKApPCTBEHHBIX CPelCTB. TepMUHBI U
OIpeeICHuU.

2.0cnoBbl GMP — [Ipou3sBoicTBO

JeKapCTBEHHBIX cpeacTB — PenotoB A.E. -:
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IIpaBusa opraHu3anuu
MIPOU3BOJICTBA M KOHTPOJISI KAUeCTBa
nexkapcTBeHHbIX cpeactB (GMP)
4.T'ocynapctBennas dapmakoriest
Poccuiickoit ®eneparuu 12-oe uzg.-M.:
Menmummna. Bem. 1.2, 2010.

®dapmaneBTudeckre (GakTopsl U UX POJb B MOJTyYel
JIEKapCTBEHHBIX  IpEnapaTosB.

MY 64-04-001-2002 «ITpousBoacTBo
JIEKapCTBEHHBIX CPeACTB. Banmmmanusi.
OCHOBHBIE TTOJIOKEHUS

OpauHaTOp 10/KEH YMeTh

Jluteparypa

[Tonw3zoBatecs HJ, I'®, ®C, cipaBouHOI
JUTEPATYPOU

Iunosa C. B. Kak cozgasanuce GMP B
Poccun/ C. B Illunosa // IIpousBoacTBo
nekapcTB mocobue -Mocksa,2005.- C7-11

IIpuMeHATh Ha MPAaKTUKE 3HAHUS U YMEHUS,
MIOJIyYCHHBIE HA JICKIUAX U 3aHATUAX

beperossix B.B., Hopmuposanue
(hapMareBTUYECKOTro IPOU3BOJICTBA,
kadecTBa npoaykiuu./ B.B beperossix,
A.IT MewmkoBckuil. — M:Pemenuym, 2001.
— 528 c.




\ JleknmoHHbBI MaTepua

2. 3agaHud I CAMOCTOSITEJIbHOM PadoThI 10 U3y4YaeMoOH Teme:

1. Crpykrypa CMK
2. CucTemMHBIN U MPOIIECCHBIN MOIXO0/IbI
3. DnemenThl cTpykTypsl CMK

TECTBI:
[IpoMbILIIIEHHOE IPOU3BOACTBO JIEKapPCTBEHHBIX IIPENapaTOB HOPMUPYETCS TOKYMEHTAMU:
e TpeboBanusimu BO3
e TexHOIOrM4eCKUM periaMeHToOM
e Penenrom
e Uucrpykuuen
e Jlunensuen

[TpaBmiia GMP He permaMeHTHPYIOT:

e  DapMaIreBTUYCCKYIO TEXHOJIOTHIO;
TpeboBaHus K OMOTOTHYECKOU JOCTYITHOCTH TIperapara;
TpeboBaHMsI K 3/1aHUSIM U TIOMEIICHUSM (papMIIPOU3BOJICTBA;
TpeboBaHwus K epcoHaly;
Heo0xomuMocTh BaJIMIALINY.

TexHONOrnYeCcKui periaMeHT HE BKIIFOUAET Pa3Ebl:
e XapakTepUCTUKA TOTOBOIO MPOAYKTA;
TexHonornyeckas cxema nNpou3BOJICTBA;
AnmapartypHasi cxema Mpou3BO/ICTBA;
Crneuunduxanus 060py10BaHus;
XuMu4deckasi cxema CTabMIIN3aIluy JICKapCTBEHHBIX MPEnapaToB.

Pacxonnblif ko3 puuueHT — 31o:

o KomnnuecTBa BeIecTBa, HCIOIb3yeMOe ISl TOTy4eHHs 3aJaHHOTO KOJIMYECTBA
npenapara;
OTHoOIIEHHE MacChl HCXOHBIX KOMIIOHEHTOB K Macce rOTOBOTO MPOAYKTa;
OTHOIIEHNE MacChl TOTOBOTO MPOAYKTA K MAacCe HCXOTHBIX MaTepPHAJIOB;
OTHOIIEHNE MacChl MaTEPHAIBHBIX OTEPh K MAacCe MCXOIHBIX MAaTEPUAJIOB;
CyMMma Macc oTepb ¥ UCXOJJHOTO MaTepHana.

Bamupaius — 5to nousarue, otHocsmeecs kK GMP u o3nauaroiee:
e KoOHTpOJb M OIIEHKY BCETO MPOMU3BOJICTBA;
e KonTpoms 3a padoroit OTK;
e  CTepuIbHOCTS;
e IIposepky kauectBa ['JIC.

CuryanuonHas 3axa4ya Ne 1

Ha ¢apmarnieBTrueckoe nmpeanpusTie no Ipou3BOACTBY MH(PY3HOHHBIX pacTBOPOB MOCTYIIHI
Tesie()OHHBIN CUTHal U3 00JaCTHOrO LEHTPA O TOM, YTO B OOJACTHOW KIMHHYECKOW OOJIbHMIIE
npu BBeAeHUM HH(QY3nOHHOro pacTtBopa HaTpus xiopuna 0,9% (dwusz.pactBopa) cepuu N
6onmbHoMy K. y mocnmemHero OBIIO OTMEYEHO pE3KOE MOBBINIEHHE TEMIIEpaTyphbl Tela,



CBUJICTEIILCTBYIOIIEE O DPAa3BUTHM NHPOTeHHOM peakunu. HeobOxoaummo omucath AEWCTBUS
PYKOBOJCTBA 3aBOJIA B CIIOXKHBIIECHCSA CUTYaLlH.
DopMyJHMPOBKA 3a]aHUA:

Haiite Tounoe omnpenenenue (GopMyIUPOBKY) ONMUCAHHOM CUTYallMU C MO3HUIUNA MPaBUII
GMP.

OnummMre JOEHCTBUS KaXKIOIO KOHKPETHOTO PYKOBOAMTENS NIPENIPHUIATHS B JaHHON
CUTYaLUH.
Kakumu nokymMeHTaMu periaMeHTUPYIOTCS UX AeUCTBUA?

B Kakux perucTpaluoHHBIX TOKYMEHTAX JTOJKHBI OBITh OTPaXKEHBI IPEATIPHHATHIC Ha 3aBO/IC

MephbI?

PGSYJ'IBTaTI/IBHOCTI) -

Cucrema —

Cucrema MCHCI>)KMCHTA —

Cucrema MCHCI>KMCHTA Ka4€CTBa —

TpeboBanue -

3agaHue 1719 caMOCTOSITeIbHOM pa0oThl OPAUHATOPOB

TEMA Ne 6: MoayJ/ibHOe 3aHAITHE

1. Bonnpocs! 7151 NPOBEPKH MCXOAHOI0 YPOBHS 3HAHMIA:
. HOpSII[OK JIMUCH3UPOBAHUA ITPOU3BOACTBA JICKAPCTBCHHLIX CPEACTB.
. Ilopsnok npoBeneHus ayiuTa YTBEPKACHHBIX ITOCTABIINKOB.
. [lopsnok poBeIeHNsI ayAuTa HE YTBEPKACHHBIX ITOCTaBUIUKOB.
. TpeboBaHus k 00pa30BaHUIO YTIOJTHOMOYEHHOTO JIMLIA.

. Haznagenue u conepxxanue /locse Ha cepuro.
. [lops 0K IpHEMKH CBIPbSL.

1
2
3
4
5. 3amaun otTxena o0ecrieyeHns: KauecTBa.
6
7
8

. Ilopa 1ok mpreMKH MaTepHaoB.
9. OcHoBHble 00s13aHHOCTH HayasbHUKa OKK.
10. Ctpykrypa I'OCT P 52249-2009 «IIpaBuiia nponu3BOACTBA U KOHTPOJIS KA4eCTBA.
11. Konramunanus. OCHOBHbIE HWCTOYHMKH KOHTAMHHAIIMM TIPH  TIPOU3BOJCTBE
JIEKaPCTBEHHBIX CPEJICTB.
12. CanutapHas 00paboTKa YUCTHIX TOMELIEHUH. TUIIOBBIE CXEMBI.
13. MukpoOHoI0rn4eckuii KOHTPOJIb OJI€XK/IbI U pyK nepcoHasa. OCHOBHbIE ITOKa3aTeNn
KOHTPOJISL.
14. IIpoBepkH, MPOBOUMBIE NP KBAIU(UKAITUN MOHTaXka (YCTAHOBKH) TEXHOJIOTUYECKOTO
000opyIoBaHUs.
15. [opsaok paboThl ¢ BO3BPAILIEHHOM MPOAYKIHEH.
16. YHUYTOXEHHE ChIPhsI, MATEPUATIOB U TOTOBBIX ITPOIYKTOB.
17. Ilopsimok  BbIOA4YM pa3peuieHus  YIIOJIHOMOYEHHBIM JIMIIOM Ha  BBIIYCK
MPOU3BECHHON MPOIYKIIHH.
18. HaznaueHnue u 0cCHOBHOE cojiep>kaHue JokyMeHTa Hpopmanus o mpeanpusTHH.
19. Ha3znauenue u cogepxanue paboueil HHCTPYKLIUH.



20. Uadopmarusi, yautbiBaeMasi Y TOJTHOMOYECHHBIM JTUIIOM TIPH MPUHITHH PEIICHUS HA BBITYCK
MPOU3BEICHHON MPOIYKIIHNH.

21. Jlate onpenencHue GpapMakoneitHoi cTaThe.

22. Jlatb onpeneneHue NOHATUIO CTaHIAPT.

23. YT0 Takoe TEXHOJOTMYECKHUI perjiaMeHT?

24. Yto Takoe MaTepHaIbHBIN OanaHc?

25. OcHOBHBIE dTanbl pa3BUTUS GOPM U METOJOB 00ECIICUCHHSI KauecTBa (hapMarleBTHIECKOM
npoaykuuu. Tepmunsl u onpenenenus. Konuenmnus GMP u ee BHeapenue B Poccun.

26. TpeboBaHuUs K pyKOBOJICTBY

26.1.TpeboBanus K HAYAIBLHUKY OT/IeNIa 00ECIIEUeHUs KaueCcTBa

26.2.CtpykTypa

26.3.OyHKIUHU

26.4. HazHaueHue

26.5. 3agaun pabotsl OOK

26.6.10tar

27. Kakue odpuianbHble JOKyMEHThI COCTAaBISIOT HOPMATUBHYIO 0a3y CO3/IaHUSI CUCTEMBbI
oOecrnieyeHns KauecTBa Ha (papMaleBTUYECKOM MPEANIPUATUH?

28. KakoBblI ri1aBHbIE TPEOOBaHMSI K PYKOBOJCTBY MPEANPUSATHUS PU CO3AaHUN CUCTEMBbI
oOecrnieueHns KauecTBa U (pOpMUPOBAHUU COOTBETCTBYIOILIEr0 OTena?

29. Ilepeuncnute OCHOBHBIEC (DYHKIIUU CHCTEMBI OOECIIEUeHHUST KauecTBa.

30. KakoBo Ha3HaueHue cucTeMbl 00ECIIEUeHHs KaueCTBa Ha MPEAIpUiTun’?

31. Ctpykrypa 'OCTa P 52550-2006

32. JIns xakux marepuasioB coctasisitorcess Crnenupukanun?

33. Ilopsanok Benenus nokyMentauuu no 'OCTy

34. Busibl oprann3aliMOHHO-TEXHOJIOTMYECKUX JTOKYMEHTOB.

35.Bufibl TEXHOJIOTMUYECKUX PErJIaMEHTOB I10 MPOU3BOCTBY JIEKAPCTBEHHBIX CPEICTB

36. TexHoMOrM4YECKNE NHCTPYKLIUU U MHCTPYKIUH 110 (PaCOBKE M YIIAKOBKE

37. llepeuncauTh peKOMEHIYEMbIN MTepeYeHb MHCTPYKIIMI, METOJUK U CTaHJapPTOB
TPEATPUSITHS.

38. Opranu3aimoHHO-?5KOHOMHYECKHE OCHOBBI CHCTEMbI MEHE)KMEHTA KauecTBa

39. OpueHTanus Ha MOTpeOUTENs

40. Cootnomenune crannaproB MCO cepun 9000 u GMP

41. IlpumeHeHne MeTO1a OLIEHKU PUCKOB Npu aHanuze coorBercTBUsl CMK TpeboBanusm GMP
42. OueHka pucka

43. [IpoBeaeHus pacciieloBaHUs MPUYNH HECOOTBETCTBHS TPEOOBAHUSM CIIEUPUKALINN

OcHoBHas1 M JONOJTHHUTEIbHAS JTUTEPaTypa:
1. A.N. Uanos, U.B. Cynapes, C.A. Hukudopos, B.I'. I'angens, B.W. Ilocnenos, H./.
Bynsrsn. Pa3zpaboTka u BHeIpeHHE CHCTEMBbl MEHEKMEHTa KauecTBa Ha (hapMaleBTHUECKUX
npennpuarusax. PykooactBo Ilon penakmueinn akanemuka PAH m PAMH C.II. MupoHosa.
MOCKBA 2009 rox
2. A.Il. Koporosckux, U.B. Cynapes, B.I'. I'anaens. MockoBckass MEIUIIMHCKAsA aKaIeMHUs
umenn U.M.CEYEHOBA. Opranu3aniioHHO - METOAMYECKHE OCHOBBI OOECIEYeHMsI KayecTBa
IIpU MPOU3BOJICTBE. JIeKkapCTBEHHBIX cpeAcTB. Y4yeOHoe nocodue. M ock B a
3. beperosrix B.B, [Iaturopckas H.B., Cnuukuit O.P., Horaesa A.T., [Tuuyrun B.B. [Jocke
npeanpusTHs (MPOU3BOACTBEHHOTO yuacTka) / @apmaneBTudeckas nmpombinuieHHocTs — 2010.
- Ne 4. - C.68-80.
4. beperoseix B.B., HopmupoBanue QapmManeBTHYecKOoro MpPOU3BOACTBA, KadyecTBa
npoaykuun./ B.B beperoseix, A.Il Memkosckuit. — M:Pemenuym, 2001. - 528 c.



S. I'H 2.2.5.1313-03. IIpenensHo gonyctumble koHueHTpauuu (ITJ1K) BpeaHsix BemecTs B
BO3yxe paboueil 30HBI (yTBepXKAeHBI IlocTaHoBieHnem IJaBHOTO TroOCyIapCTBEHHOTO
canutapHoro Bpaya ot 30 anpesns 2003 r. Ne 76)

6. I'OCT 12.2.003-91 OGopynoBanue mnpousBojacTBeHHoe. OOmme TpeboBaHHS
6e3onacHocTH, (riepecMoTp. 1997 r.)
7. I'OCT 12.4.016-83 Opexna crenuainbHas 3amMTHas (YTB. M BBEACH B JICHCTBHE

[TocranoBnenuem 'ocynapcreennoro komurera CCCP mo crannapram ot 17 nexadpst 1983 r. Ne
6082, nepeusnanue 1996 r.)

8. I'oCT 17768-90. CpencrtBa JIEKapCTBEHHBIE. YnakoBka, MapKUpPOBKa,
TpaHCcHopTUpOBaHUE U XpaHeHue.- Bren. 1992.01.01.-M.: U3a-Bo crangaptos, 2003
9. I'OCT P 52249-2009. IlpaBuna npous3BOACTBa M KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX

cpenacTB.(yTB. M BBeIEH B JeiicTBue mpukazoM DenepanbHOr0 areHTCTBa MO TEXHUYECKOMY
peryinupoBanuio U Merposoruu ot 20 mast 2009 r Ne 159-c)

10. I'OCT P 52537-2006. IIpon3BoacTBO JEKapCTBEHHBIX cpeAcTB. Crucrema oOecrnieueHHs
kauectBa. OOmme TpeboBaHus (yTB. mpukazoM DenepalibHOTO areHTCTBA MO TEXHUYECCKOMY
perynupoBanuio u Metpojoruu ot 21 anpens 2006 r. Ne 73-cT).

11. TOCT P HUCO 9001-2008 .Cucrempl MeHEKMEHTa KaudecTBa. TpeOoBanus» (yTB. U
BBeneH JeiictBue [lpukazom @DenepalibHOrO areHTCTBa MO TEXHHUYECKOMY DPETyTUPOBAHUIO U
metrposioruu oT 18 gexadpst 2008 Ned71-ct)

12. T'OCT P HMCO 9004-2001 .CucremMbl MeHEIKMEHTa KadecTBa. PekoMeHOaluu I10
VIIYYIICHUIO e TEIHHOCTHU.

13. l'ocynapcrBennas ®@apmakones Poccuiickoit @enepaunu 12-Oe u3zn-M.: Meaununa Bein
1.2, 2010.

14. l'ocynapcrBennas ®apmakones CCCP. M3 CCCP .11-e-u3zn, M.: Meaununa, Beim.
1,1987; Bemm. 2, 1990.

15. N.IO Anamoa Cuctembl oOecnedeHusi kadectBa mnpousBozacTtBa. / M.IO Anamoma //
[TpousBoacTro nekapcts mo GMP.-MocKBa,2005.- C20-25
16. M3 P®: Crannmaptsl KadecTBa JIeKapCTBEHHBIX cpeAcTB. OcHoBHBIe mosiokeHus. OCT

91500.05.001-00/ Hata BBeaernust 01.03.2000 r. / V1B. [Ipukazom M3 P® Ne 82 ot 29.02.2000
r.- M., 2000.- 54 c.

17. MY 42-001-02-2004 «O ¢opmaTe HHCIIEKIIMOHHOTO OTYETa MPH MPOBEIACHUN TTPOBEPOK
COOJTIOJICHHSI TPENPUATUSMHU-TIPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX CPEACTB MIPABUII OpraHU3aluu
MIPOM3BOJICTBA M KOHTPOJISI KAUECTBA JICKAPCTBEHHBIX CPEACTBY.

18. MY 64-04-001-2002 «IIpon3BoacTBO JieKapcTBEHHBIX cpeacTB. Bammunarus. OcHOBHbIE
nonoxerus».31 .MY 64-04-002-2002 ITpon3BoACTBO JIeKapCTBEHHBIX CPEICTB. JlOKyMEHTAIHS.
19. MYV 64-02-005-2002 Knaccudukanus U opraHuzaivs MOMEIIEHUN IS MPOU3BOJCTBA
HECTEPHUIIbHBIX JICKAPCTBEHHBIX CPE/ICTB.

20.  Hanmnexamasi mpou3BOACTBEHHasl NMpaKTUKa JIeKapCTBEHHbIX cpeacTB. Ilox pemaxumeit
H.A. JIanynosa u ap. Kues, Mopuon, 1999.

21.  Hudantees O.E. GMP mnagnexamas Npou3BOACTBEHHas IpakTHKa B BONpOCax u
otBetax. Beimyck 3. Camonncneknusa, Mocksa, 2003

22. OcHoBel GMP — IIpousBoacTBo NekapcTBeHHBIX cpenactB — demoroB A.E. -2012-
HNznarensctBo: M.: ACMHKOM.- 583 c.

23.  OCT 42-504-96 "KoHTpoib KayecTBa JIEKAPCTBEHHBIX CPEJICTB Ha MPOMBIIUICHHBIX
NPEANPUATHIX U B Oprann3anusax. OCHOBHBIE ITOJIOKEHUSA'" .

24. OCT 42-510-98. IIpaBuna opraHu3anyy MOpPOM3BOJICTBA U KOHTPOJII KadecTBa
nekapcTBeHHbIX cpencts (GMP).

25. OCT 64-02-001-2002 "KouTposbHble 1a0OpaTOpUM OTIEIOB KOHTPOJS KadyecTBa

OPEeNNPUATUI-IPOU3BOAUTENEH  JIEKAPCTBEHHBIX  CPEICTB.  TpeOoBaHUS W TMOPSIOK
AKKpeIUTallM1 Ha TEXHUYECKYIO KOMIIETEHTHOCTD'.



26. OCT 64-02-02-003-2002. "ITpoxyKiusi ~ MEIUIIMHCKOM  TPOMBIIUICHHOCTH.
TexHonoruueckue  periamMeHThl  npousBojacTBa.  CojaepkaHue, MOPSAAOK  pa3pabOTKH,
COIJIACOBaHUs U yTBEpKIeHus"
27. [Mumosa C. B. Kak coszmaBamuce GMP B Poccun/ C. B Illmnosa // IlpousBoacTBo
nekapcTB 1o.-Mocksa,2005.- C7-11

HNuTepHeT pecypcebi:
1. MenuiuHckie HOBOCcTH moptada Remedium.ru  —  ¢dapmarus, ¢apmarieBTuKa,
3paBOOXpaHCHKE, MEIUIIMHA, JIeKapcTBa - hitp://www.remedium.ru.
Poccwuiickue anteku - http://www.rosapteki.ru.
CaiiT opauHaTopoB MeauKOB - http://studentmedic.ru.
dapmalieBTHUECKUE TEXHOJIOTUH U yakoBka - http://www.medbusiness.ru.
Wsnarensckuit xoaauar "Meana Mequka" - http://con-med.ru.
dapmarieBTudeckas orpacis - http://www.promoboz.com.

ok w

3agaHue 1719 caMOCTOSITeIbHOM pa0oThl OPAUHATOPOB

TEMA Ne 7: TOCT P 52249-2009 npasuJia Npou3BoACTBA M KOHTPOJISI Ka4ecTBa
JIEKAPCTBEHHBIX CPeCTB

1. BOl'[pOCl)I AJIA MPOBEPKU UCXOJTHOI'0O YPOBHSA 3HAHMM:

1. TpeboBanus, IPEABABIICMbIC K IPOU3BOJACTBY JICKAPCTBCHHBIX CPEJICTB

1. Crpykrypa Hanmonansnoro craggapra Poccuiickoit @enepamuu 'OCT P 52249-2004
"[IpaBriia IpOU3BOJACTBA U KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEACTB"

2. ®akTophbl, BIUSIONIUE HA KAYECTBO JIEKAPCTBEHHBIX MpenapaToB. OTau4ue mpoueayp
KoHTposist GMP oT npyrux BUI0B KOHTPOJIS.

OpanHaTop 10J15KeH 3HATh: Jluteparypa
Kirouessie npunumnsl GMP, ocHoBable Tepmunbl | TOCT P 52249-2009. IIpaBuna
u crangaptel GMP IIPOM3BOJICTBA U KOHTPOJIS KA4eCTBA

JIEKapCTBEHHBIX CPEJICTB (YTB. U BBEJIEH B
JerncTBre npukazom denepanbHOToO
areHTCTBA 110 TEXHUYECKOMY
PETYJIINPOBAHUIO U METPOJIOTUH OT 20 Mas
2009 r Ne 159)




OCHOBHBIE IOHATUS:
22) JeKapCTBEHHOE CPEICTBO;
23) IeiCTBYIOIIEE BEMICCTBO;
24) BcrioMoTraTelIbHbIC BEIIICCTBRA,
25) nekapcTBeHHas Gopma;
26) JlekapCTBEHHBIN Mpernapar;

l.HopmaTuBHbBIE TOKYMEHTHI:

MY 64-01-001-2002. ITpon3BoacTBO
JICKapCTBEHHBIX CpeACTB. TepMHUHBI U
OTIpeIeJICHUsI.

2.0cHoBbl GMP — I[Ipou3BoacTBO

JeKkapcTBeHHbIX cpenacTB — DenotoB A.E. -
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IlpaBuna opranu3anuu
MIPOU3BOJICTBA M KOHTPOJISl Ka4eCTBa
JeKapcTBeHHBIX cpencTB (GMP)
4.I'ocynapctBennas dapmakorest
Poccuiickoit @eneparuu 12-oe uza.-M.:
Menmununa. Bem. 1.2, 2010.

®apmarieBTH4YeCKUE PaKTOPhl U UX POJIb B MOTy4Yel

JICKApPCTBCHHBIX npemnaparosB.

MY 64-04-001-2002 «IIpou3BoacTBo
JICKapCTBEHHBIX CPeCTB. Banmmmarus.
OCHOBHBIE ITOJIOKEHUS

OpauHaTOp J0JI7KEH YMETh

Jlureparypa

[Tonb3oBatees HJ, 'D, ®C, cipaBo4HOiA
JIUTEpaTypou

ITumosa C. B. Kak cozmaBamcs GMP B
Poccun/ C. B Illunosa // [Ipon3BoacTso
nekapcTB nmocodue -Mocksa,2005.- C7-11

IIpuMeHATh Ha IPAKTUKE 3HAHUS U YMEHUS,
MIOJIYYCHHBIE HA JICKLIHAX U 3aHATUAX

beperoseix B.B., Hopmuposanue
(apMareBTUYECKOTr0 IIPOU3BOJICTBA,
kadecTBa npoaykiuu./ B.B beperosbix,

A Il MemkoBckuii. — M:Pemennym, 2001.
— 528 c.

JIexIMOHHBIN MaTepHall

2. 3aiaHud 1JI51 CAMOCTOATEIbHOM padoThI N0 N3y4YaeMoi Teme:

1. HOpSII[OI( BHCAPCHHUA CUCTCMBI obOecrnieueHUs KauyecTBa

2. KoHTpounb KayecTBa U BBITYCK TOTOBOM MPOAYKLIUU

3. OO0ecrieueHne KauyecTBa Ha dTaIle MMOATOTOBKH MMPOU3BOJACTBA

HpOMBIIHJ'IGHHO@ IMPOU3BOACTBO JICKAPCTBCHHBIX MPENApPaTOB HOPMHUPYETCA NOKYMCHTAMM!

TECTBI:
e TpeboBanusmu BO3
e TexHOIOrM4EeCKUM pEriaMeHTOM
e Pementom
e UHcTpykuuen
e Jlunensuen

[TpaBuna GMP He pernameHTHPYIOT:




o dapManeBTHYECKYIO TEXHOJIOTHIO;

e TpebGoBaHus K OMOTOTHYECKON JIOCTYITHOCTH TIperapara;
e TpeOoBaHUS K 3AaHUSAM M MOMEUICHUSM (HapMITPOU3BOJICTBA;
e TpeOoBaHUS K IEPCOHAITY;

e HeoOxoauMocTh BaJIMIANINY.

TexXHONOrnYeCKU PErIaMEHT HE BKIIFOUAET Pa3AEbl:
e XapakTepUCTUKA FOTOBOTO MPOAYKTA;
TexHonornueckas cxema npou3BOJICTBA;
AnmnapartypHasi cxema Ipou3BO/ICTBA;
Crerudukanus 000py10BaHuUs;
XuMHYecKasi cxeMa CTabUITu3alliy JICKApCTBEHHBIX TIPEapaToB.

Pacxomnpiii kKo puimeHT — 310!

e KomuuecTsa BemecTa, UCMOIB3yEeMOE JUIS TOTYICHHSI 3aIaHHOTO KOJIMISCTBA
npernapara;
OTHOIIEHUE MACChl HCXOTHBIX KOMIIOHEHTOB K Macce rOTOBOTO MPOIYKTa;
OTHOIIIEHUE MACChl TOTOBOTO MPOAYKTA K MacCe HCXOHBIX MaTCPHAJIOB;
OTHoIIIEHNE MacChl MAaTEPUATBHBIX MTOTEPh K MACCE UCXOTHBIX MATCPUAIIOB;
CymMa Macc moTephb ¥ HCXOHOTO MaTepuaa.

Banunanus — 3o nonsrue, orHocsmeecs k GMP u o3navaroniee:
e KoHTponb 1 OIIEHKY BCEro POM3BOJICTBA;
e Koutposs 3a padoroit OTK;
e CTepuiIbHOCTD;
e [IIposepky kauectBa ['JIC.

Curyanuonnas 3aga4da Ne 1

IIpy mnpousBoACTBE CEpUM MHBEKIMOHHOIO pacTBOpa B aMmIyllax KOJMYECTBO HE
HCIIOJIb30BAaHHBIX TPYMHIOBBIX O3TUKETOK (OaHaeposiell) Ha KapTOHHBIE MMAYyKU M3 4YHCIa
3aTpe0OBaHHBIX COCTaBMJIO 7 MmTyK. OcCTamoch Takke HE MHCIOJIb30BaHHBIMU 7 mauek, 84
KOpOoOKH, 84 yncTKa-BKIIabIIa (MHCTPYKIUHU [0 TPUMEHEHHUIO), 84 HOXa-TIWJIKH JJI1 BCKPBITUS
ammyn. O 4eM CBUAETENbCTBYIOT 3TH (PaKThl U KaK HAAJIEKUT JAeHCTBOBATh B OJOOHOM cityyae?
Kakumu 1okyMeHTaMu periiaMeHTHpYeTCs IOBe/IeHHE TIepCcoHalla B JaHHOM citydae?
DopMyJIHPOBKA 3a]aHUA:

e [louemy ¢akTuueckuii o0bEM cepUM MPOU3BEIEHHOTO Ha (hapMalleBTUYECKOM 3aBOJIE
MHBEKIIMOHHOTO pacTBOpa (KOJUYECTBO YIMAKOBAHHBIX aMIIyJl) OKa3aJiCi MEHBIIUM IO
CpaBHEHHIO ¢ TpeOYEeMBbIM IO perjiaMeHTy?

e KakoBbl JOMKHBI ObITH JAEMCTBHSI OTBETCTBEHHBIX JOKHOCTHBIX JIMII M MEpCOHAlIa B
JTAHHOM KOHKPETHOM cCiry4ae?

Kakumu 1oKkyMeHTaMu JOJKHBI PErNIAMEHTUPOBATHCS UX JEMCTBYS B TaHHOM KOHKPETHOM
ciay4ae?

KonTamunamus - 3To

KonTpadakTHbie IeKkapCTBEHHBIE CPEICTBA — ITO
KonTposnb kauecTBa - 3T0

JlaGopaTopHbIi perJaMeHT - 3TO

HopmatuBHas nokymeHTanus —3To



3anaHue AJ151 cCAaMOCTOATEIbHOI padoThl OPAUHATOPOB

TEMA Ne 8: ®apmaneBTUYeCKHE TEXHOJIOTHH, IPOU3BOACTBO U o0opynoBanue. Ilepexon

(papmaneBTHYECKOI oTpac/u Ha npasuia GMP.

1. Bompocs! A1 IPOBePKH MCXOHOT0 YPOBHSA 3HAHMIA:

Ob0ecneuenue KayecTBa JICEKAPCTBCHHBIX CPEACTB

1. OcHOBHBIE IIPUHIUIIBI obecreyeHns KauecTBa

1.1. ®unocodus kauecTBa
1.2. 3ganusa npeanpusiTus
1.3. Uncrthle noMeeHUs

1.4. TexHonornyeckoe o00pyI0BaHNE

1.5. Ilepconan

1.6. OuncTka u caHuTapHas oOpaboTKa MOMEICHUHA

1.7. Cucrema MeHEXKMEHTA KAaYEeCTBA

OpanHATOP J0JIKEH 3HATD:

Jlureparypa

Kirouessie npunumnsl GMP, ocHOBHbBIE TEpMUHBI

u cranaaptel GMP

I'OCT P 52249-2009. ITpaBuna
MIPOU3BOJACTBA U KOHTPOJIA KayecTBa
JIEKapCTBEHHBIX CPeNCTB (YTB. U BBEJCH B
Jeicteue nprkazoMm deaeparbHOTO
areHTCTBA MO0 TEXHUYECKOMY

PEryJIMpOBaHUIO U METPOJIOTHH OT 20 Mast
2009 r Ne 159)

OCHOBHBIE TIOHSTHS:
27) JIeKapCTBEHHOE CPEJICTBO;
28) neiicTByroIIEe BEIIECTBO;
29) BcrioMOTaTe IbHBIC BEIIECTBA;
30) nexapctBeHHas popma;
31) nekapCTBEHHBIN TpeMapar;

1.HopMaTuBHBIC TOKYMEHTBI:

MY 64-01-001-2002. ITpou3BoacTBO
JICKapCTBEHHBIX CpeACTB. TepMHUHBI U
oTpeIcIICHUSI.

2.0cHoBbl GMP — [IpousBocTBO

JeKapcTBEHHBIX cpencTB — Penoros A.E. -:
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IIpaBuna opraHu3anuu
MIPOU3BOJCTBA U KOHTPOJIS KAUeCTBA
JexapcTBeHHbIX cpencTB (GMP)
4.I'ocynapctBennass dapmakornest
Poccuiickoit ®eneparuu 12-oe uza.-M.:
Menummnaa. Bem. 1.2, 2010.

®apmarneBTH4YeCcKue GaKTOpbl U UX POJIb B MOTyYel

JICKApCTBCHHBIX nmpemnaparosB.

MY 64-04-001-2002 «ITpou3BoacTBO
JIEKapCTBEHHBIX Cpe/cTB. Banuanus.
OCHOBHBIE TOJIOKEHUS

OpauHaTop 10J5KeH YMeTh

Jlureparypa

[Tonb3oBatbes HJ, I'®, ®C, cipaBoyHOi
JUTEPATYPOM

IIunosa C. B. Kak cozgasanucs GMP B
Poccun/ C. B [llunosa // [Ipon3BoacTBo




nekapcTB nmocobue -Mocksa,2005.- C7-11

HpI/IMeHHTB Ha IIpaKTUKE 3HAHWUA U YMCHUA,
IMMOJIYYCHHBIC Ha JICKIIUAX U 3aHATUAX

— 528 c.

JIeKIMOHHBIN MaTepHall

beperosrix B.B., Hopmuposanue
(hapMareBTHUECKOTO MPOU3BOICTBA,
kauecTBa npoayknuu./ B.B beperossix,
A.IT Memkosckuit. — M:Pemennym, 2001.

2. 33[[3]-[1/[5[ JJI1 CAMOCTOATEIbHOI p360TLI mo nsyqaeMoifl TEME:

YnpasneHue npoueccamu:
1. YnpasiieHue nNpou3BOACTBEHHBIMH NIPOLIECCAMU
2. YpaBieHue npoueccaMyu KOHTPOJIsS
3. YnpasneHue npoueccaMu I0CTaBoOK
4. YrpaBieHrue KOHTPOJIbHO-U3MEPHUTEIBHBIM 000py/I0BaHUEM
5. YnpaBineHue cOXpaHHOCTBIO IPOYKLUU
6. YpaBiieHue OTHOLLIEHUSIMU C IOTpeOUTEIEM

TECTBI:
[TpoMbIIEHHOE TPOU3BOACTBO JIEKAPCTBEHHBIX MPENapaToOB HOPMUPYETCS

Tpeboanusimu BO3
TeXHONIOrMYeCKUM PErIaMEHTOM
Pentenitom

WNHucTpykumen

JInuensueit

[TpaBuna GMP He pernaMeHTHPYIOT:

PapmManeBTUYECKYIO TEXHOJIOTHIO;

TpeGoBanus K OGMOIOTMUECKOM JIOCTYITHOCTH TIpErapara;
TpeOoBaHus K 3/TaHUSAM U IOMEIIEHUAM (PapMITPOU3BOJICTBA;
TpebGoBanus K IEpCOHATY;

Heo6xonuMocTs BasuaLuy.

TexHONOrnYeCKU PErIaMEHT HE BKITFOUAET Pa3/Eibl:

XapakTepuCTHKa TOTOBOTO TPOIYKTa;

TexHomOrnYeCKas CxeMa MPOU3BOJICTBA,;

AmnmnapatypHasi cxema pOU3BOJICTBA,;

Crenudukarms 000pyI0BaHus;

XuMHUYecKas cXxeMa CTa0MIIN3aIiK JIEKAPCTBEHHBIX TPENapaToB.

Pacxoanblit KO3pdUIHEHT — 3TO:
KonmuecTsa BemecTBa, HCIIOJIB3YEMOE /ISl TOTYYEHHUS 3aJaHHOTO KOJMYECTBA

npernapara;

AOKYMCHTAMM:

OTHoOIIEHHE MaCChI HCXOJHBIX KOMIIOHCHTOB K MAaCCC TOTOBOI'O IMPOAYKTA,
OTHoOIIIEHHE MaCChl TOTOBOTO MMpOAYKTAa K MaCCC NCXOJHBIX MATCPUATIOB,
OTHoIIEHHE MaCChI MaTCpHUAJIbHBIX IOTEPb K MACCC UCXOAHBIX MATCPHUATIOB;

CYMMa MaccC NOTEepb U UCXOAHOI'O MaTCpuaja.




Banunpamus — 5To noHsatue, otHocsameecs kK GMP u o3Hagaroniee:

KoHTpoJib U O11eHKY BCEro MpOU3BO/JICTBA;
Kontpous 3a paboroii OTK;
CTepuiibHOCTb;

IIpoBepky kauectBa ['JIC.

CuryanuonHas 3axa4a Ne 1

Ha 3anatum mo oOy4eHHIO TepcoHala MPOLEAypaM BaJHIAIMH HH)KEHEpYy I10 BaJHMIaIUH,
IPOBOJUBIIEMY O0yueHHE, ObUIN 33aHbI CIIEIYIOLUE BOIPOCHI:

[Toxnexxut nu Bamuaanuu 000pyA0BaHKE, HE BIUSIOINIEE HA KA9eCTBO
HOJYIPOAYKTa U/UIH TOTOBOTO MPOIYKTa?

JlomkHBI 11 OBITH BaJIUUPOBAHBI BCIIOMOTATeNIbHbIE KOMITbIOTEPHBIE CUCTEMBI,
HEMOCPEICTBEHHO HE CBSI3aHHBIE C MPOIIECCOM MPOU3BOICTBA?

Ha xakoii ctanuu kBaM(pUKAIMKA TEXHOJIOTHYECKOTO 000PYIOBAHUS MOXKET OBIThH
UCIIOJIb30BaH UMUTATOD Ipernapara?

Kakue ocHOBHBIE TOKYMEHTHI TPeOYIOTCS 1TpH TipoBeaeHnn DQ?

Ha xakoii ctanuu kBaM(hUKAIIMKA TPOBEPSIOTCS DICKTPUICCKUE U
HEIJIEKTPUUYECKUE CUCTEMBI?

Kakas cragus kBanudukanuu cienyer 3a ctaaueit 1Q?

JomkHa nu Banuaanmus acenTUYeCKOro mpolecca BKIOYATh €ro UMHUTAIHIO
UCIIOJIb30BaHUEM MUTATEIbHOU Cpebl?

CKOJIBKO cepuii MPOAYKTA, yIOBIECTBOPSIOMINX TPEOOBAHUAM HOPMATUBHON
JIOKYMEHTAIUU, HEOOXOIUMO TOPS]T IPOU3BECTH, YTOOBI CYUTATH, YTO
NepCreKTUBHAs BaMAAIMS MPOIIecca MPOU3BOICTBA MPOIILIa YCIEIIHO?

OpuruHaabHbIN JeKapCTBEHHBIH Mpenapar — 3To

OcHamennoe "yucroe' IIOMeIeHUe — 3TO

Orenka Ka4ecTBa — 3TO

OHBITHO'HPOMLIIHJ'IGHHBII’I PCriIaMEHT — 3TO

OpFaHI/BaI_[I/IOHHO'paCHOp}I,I[I/ITCJ'H)HHﬁ JOKYMCHT — 9TO

ITaTenTOBaHHEIC JICKApCTBCHHBIC CPEACTBA — 3TO

[MpaBuina GMP - 310

3aanue 1J151 CAMOCTOATEILHON PadOThI OPAMHATOPOB

TEMA Ne 9: HauuonaabHblii crangapt P® 'OCT P 52537-2006
"IIpou3BOACTBO JeKAPCTBEHHBIX cpeAcTB. Cucrema obecneyenusi kadyecrsa. O0mme
TpedoBanus'. Ceprudurkanus cucreMbl MEHEAKMEHTA KayecTBa. Oco0eHHOCTH

C



NPOEeKTHPOBaHUsA GapManeBTHYECCKUX NPeINPUATHH Ha cooTBeTcTBHe nNpaBuiam GMP.

1. Bonipocsl i1 NPOBEPKH MCXOHOTO YPOBHS 3HAHMIA:

CTpykTypa cTanaapra
O06nacte NpUMEHEHUS

CoNoOA~WNE

UTo Takoe «KOHTPOIUPYEMBI JTOKYMEHT»?

Kaxkue ctangapTsl HCIIOIB30BaHbI B COCTABIIEHUH IaHHOIO CTaHaapTa?
ConeprxaHue cCUCTeMbI 00eCTieueHHs KauecTBa

Kakoe onpenenenue MoxeT ObITh TaHO cUCTEMe oOecrieueHus KadecTa?

Kakne 10KkyMeHTBI cUCTeMBI 00eCTieueH s KaueCcTBa MOYKHO Ha3BaTh IJIABHBIMU?
KaxoBa ocHOBHasI 11e1b cocTaBieHUs JokyMeHTa MHbopmanus o npeanpusiTun?
DIEMEHTOM KaKOH CUCTEMBI SIBJISIETCSA JJOKYMEHT PyKOBOJCTBO 110 Ka4ecTBY?

10 [lepeuuncnure Apyrue TOKYMEHTBI CUCTEMBI OOSCTICUCHHUST KauyeCTBa.

OpauHaTop 10JIKeH 3HATD:

Jlureparypa

Kirouessie npunumnsl GMP, ocHOBHbBIE TEpMUHBI
u cranaaptel GMP

I'OCT P 52249-2009. ITpaBuna
MPOU3BOJICTBA U KOHTPOJISI KAYECTBA
JIEKapCTBEHHBIX CPEJCTB (YTB. U BBEJICH B
Jeicteue nprukazoMm deaeparbHOTO
areHTCTBA MO0 TEXHUYECKOMY

PEryJIupOBaHUIO U METPOJIOTHH OT 20 mMast
2009 r Ne 159)

OCHOBHBIE TIOHSTHS:
32) nekapcTBEHHOE CPEJICTBO;
33) meiicTByrolIICE BEIIECTBO;
34) BcriomMorareibHbIE BEIIEeCTBA,;
35) nexapctBeHHas popma;
36) TekapCTBEHHBIN TpEMapar;

1.HopMaTHBHBIE TOKYMEHTHI:

MY 64-01-001-2002. ITpou3BoacTBO
JIEKapCTBEHHBIX CPeACTB. TepMUHBI U
OIIpeIeTICHUSI.

2.0cHoBbl GMP — I[Ipou3BoacTBO

JeKapcTBEHHbIX cpencTB — Penoros A.E. -:
M.:ACHHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IIpaBuia opraHu3anuu
IIPOM3BOJICTBA U KOHTPOJIS KA4eCTBA
JexapcTBeHHbIX cpencTB (GMP)
4.I'ocynapctBenHas dapmakornest
Poccuiickoit @enepanuu 12-oe u3a.-M.:
Menummnaa. Bem. 1.2, 2010.

®apmarnieBTHYeCKUE PaKTOPbl U UX POJIb B MOTyYel
JIEKApCTBEHHBIX  IIPENaparoB.

MY 64-04-001-2002 «ITpou3BoacTBO
JIEKapCTBEHHBIX Cpe/cTB. Banuanus.
OCHOBHBIE TOJIOKEHUS

OpauHaTop 10J5KeH YMeTh

Jlureparypa

[Tonb3oBatbes HJ, I'D, ®C, cipaBouHO
JUTEPATYPOU

IIunosa C. B. Kak cozgasaauce GMP B
Poccun/ C. B [llunosa // [Ipon3BoacTso
nekapcTB nocobue -Mocksa,2005.- C7-11

IIpuMeHATh Ha IPAKTUKE 3HAHUS U YMEHUS,

beperoseix B.B., Hopmuposanue




IMOJIYYCHHBIC Ha JICKIHAX U 3aHATUAX

(hapMareBTHUECKOro MpOM3BOJICTBA,
kayecTBa npoaykiun./ B.B beperossix,
A.Il MemkoBckuii. — M:Pemennym, 2001.
— 528 c.

JleknmoHHbI MaTepua

2. 33[[3]-[1/[5[ JJI1 CAMOCTOATEIbHOI p360TLI mo n3yqaeM0ifl TEME:

LN~ WNE

TpebGoBaHus kK IepcoHaTy

TpeboBanust kK MPOU3BOACTBY

TpebGoBanus kK MaTepHaly

YT0 Takoe KOHTPOJIb UCTIOTHEHUS?

Urto Takoe crangapTHas onepanuonHas npouenypa (COII)?

JaiiTe onpeneneHue paboveil HHCTPYKIIUH.

Yro Takoe crenudukanys, Ha3HAYCHUE CTIenUPUKAIIIT?

J171g 9ero Ha MpeanpUsATHH BEIETCS PETUCTPALMOHHAS JOKYMEHTAIUs?

TECTBI:
[IpomblIIIIIEHHOE POU3BOICTBO JIEKAPCTBEHHBIX MIPENAPATOB HOPMUPYETCS JOKYMEHTaMMU:

Tpeboanusimu BO3
TexHOIOTrHYEeCKUM PErIaMeHTOM
Peuentom

WNHucTpykuumen

JInuensuei

[TpaBuna GMP He pernmameHTHPYIOT:

PapmManeBTUYECKYIO TEXHOJIOTHIO;

TpeGoBanus K OGMOIOTHUUECKOM JIOCTYITHOCTH TIpErapara;
TpeGoBaHus K 3IaHUSIM U TIOMEIIEHUAM (PapMIPOU3BOJICTBA;
TpebGoBaHus K IEpCOHATY;

HeoOxoaumMocTh Bamuaaluu.

TexHONOrnYeCKu PErIaMEHT HE BKITFOUAET Pa3/Eibl:

XapakTepuCTHKa TOTOBOTO TPOIYKTa;

TexHOMOrHYECKas cCxeMa MPOU3BOJICTBA,;

AmnmnapatypHasi cxema MpOU3BOJICTBA,;

Crenudukarms 000py10BaHHuS;

XuMmudeckas cxema CTa0HIn3aiy JIeKapCTBEHHBIX MPEMapaToB.

Pacxoanblit KO3pdUIHEHT — 3TO:

KonuuecTBa BelecTBa, UCIOJIL3YeMOE JIJIsl TOTYYCHUS 3aJaHHOTO KOJTHYECTBA
npernapara;

OTHOIIIEHUE MACChl HCXOTHBIX KOMITIOHEHTOB K Macce TOTOBOTO MPOYKTa;
OTHOIIIEHUE MACChl TOTOBOTO MPOAYKTa K MacCe UCXOIHBIX MaTepPHAaJIOB;
OTHOIIIEHUE MACChl MAaTEPHATIBHBIX MOTEPh K MACCE UCXOIHBIX MATEPUAJIOB;
CymMa mMacc moTepb U KCXOTHOT'O MaTepHara.

Bamumamusa — oto nmousarue, orHocAmeecs kK GMP 1 o3Havaromee:

KoHTpob 1 OIIeHKY BCero mpor3BO/ICTBA;
Kontpois 3a padotoit OTK;




e CTEepUIbHOCTE;
e [IpoBepky kauectBa ['JIC.

CuryanuonHas 3axa4a Ne 1

B npomecce o0yuenuss mnepconama OKK ero HayanmpHUK TNPeUIOKHUI  CIYIIATENSM
chopMyIMpOBAaTh OCHOBHBIE 3aJaud BXOJHOIO KOHTpPOJIL ChIpbS M MaTepHalioB Ha
(bapMarieBTUYeCKOM MPEATPUATHH.

DopMyJIMPOBKA 321aHHS:

[Tpencrasbte, uto Bel corpyanuk OKK u Bam npeacrout chopmynupoBaTs OCHOBHBIE 3a/1a41
BXOJIHOI'O KOHTPOJIS CHIPbsl U MaTepPHAIOB Ha (papMalleBTHYECKOM npeanpustuu. Kakoi orser
Bb1 nagute?

CuryanuonHas 3axaqa Ne 2
B mpouecce wuHCcnekTHpoBaHUs (HapMalleBTUUECKOTO MPEANPUSTHS IPOBEPSIONIEE JIUIO
COOTBeTCTBYMOIEro YmpasiueHuss PocsapaBHamzopa oOpatwioch k HadainbHUKy OOK ¢
npocs0oii  chopmynupoBaTh B KpaTKOW  Qopme  ompeaeneHHe TOro, 4YTO  TakKoe
JIOKyMEHTHUPOBAHHbIE, WJINW CTaHJapTHble omnepauuoHHbele mnpouenypsl (COII), kakyro poib
BBITIOJHSIOT M KEM JIOJKHBI pa3padaThIBaThCA.
DopMyJIHMPOBKA 3aaHUA:
[IpenacraBpre, uyto Bbl Havanmbank OOK ganHoro mnpemnpusTtus. Kak Obsl  Bbl
chopMyJIMpoBalii CBOW OTBET MHCIIEKTOPY Poc3ipaBHaa30pa Ha OCTaBIEHHbBIE BOIPOCHI:
e UYro Takoe COII?

e Ur0o MMEHHO MPU3BAHBI 00ECTIICUNTH IPUMEHSIEMBIE Ha (apMalleBTUICCKOM MPEATPUITHN
COIlwr?
e Komy creqyer mopyduTh UX pa3pabOTKy U COrIacoBaHUE?

Pacxonusiit koadduimenT (Kpacx) —

Cepus (batch, or lot) —

Ceprudukar kauecTBa JIEKapCTBEHHOI'O CPEJCTBA -
Ceptudukar COOTBETCTBHS JIEKAPCTBEHHOTO CPE/ICTBA —
Cepruduxar hapmMaiieBTuuecKoro npoaykra —

Cpok romHOCTH —

OpranuzannoHHasi CTpyKTypa — 3TO
ITocTaBuIuK — 310

[Torpebutens — 310

IIpoekT — 3T0

IIponykuus - 310

3anaHue 1J1s1 CaMOCTOATEIBLHOI padoThI OPAMHATOPOB

TEMA Ne 10: BHenpeHnne cucTeM MeHeI»KMeHTa KadyecTBa U 0e3onacHoctu. Pa3padorka
npoueayp BHYTPEHHHX NIPOBEPOK (caMouHcneKknusi). YucTbie moMemeHus.

1. Borpocs! /151 IPOBEPKHU UCXOAHOI0 YPOBHS 3HAHUIA:

1. Yto Takoe camouHCIIEKIHs (BHYTPEHHSS TIPOBEpKa)?



2. KaxoBa 11e71b IPOBEACHUS CAMOUHCTIEKIINN?

3. KTo Ha mpeanpusTiy 10JDKEH OTBEYATh 32 OpraHU3AINI0 TPOBEICHUS

BHYTPEHHUX IIPOBEPOK (CAaMOMHCHIEKIMIT)?

4. KakoBbl OCHOBHBIC 3aga4yyr, pe€liacMbI€ Ha4dYaJIbHUKOM OTAC/Ia oOecIieueHun KadecTBa Ipu

OpraHu3alliy IPOBEACHNS BHYTPEHHUX IIPOBEPOK?

5. KakoBbI 00513aHHOCTH PYKOBOJCTBA MIPEINPUATHUS IPU POBEICHUHN BHYTPEHHUX

MPOBEPOK?

6. Kaxoii 1okymMeHT goimkeH (popMUpOBaThCs MO pe3yIbTaTaM MPOBEACHUS

BHYTpPEHHEHN NPOBEPKH (CAMOMHCIIEKIINH)?

OpauHaTop A0J5KeH 3HATH:

Jlureparypa

Kirouessie npunimnsl GMP, ocHOBHbIE TEPMUHBI
u cranaaptel GMP

I'OCT P 52249-2009. ITpaBuna
MIPOU3BOACTBA U KOHTPOJIA KayecTBa
JIEKapCTBEHHBIX CPEJCTB (YTB. U BBEJICH B
Jeicteue nprkazoMm deaeparbHOTO
areHTCTBA MO0 TEXHUYECKOMY

PEryJIMpOBaHUIO U METPOJIOTHH OT 20 mMast
2009 r Ne 159)

OCHOBHBIE TIOHSTHS:
37) nexapCTBEHHOE CPEICTBO;
38) neiicTByroIIIEe BEIIECTBO;
39) BcrioMorareibHbIC BEIIECTBA,;
40) nexapcTBeHHas hopma;
41) nekapCTBEHHBIN TpEMapar;

1.HopMaTHBHBIE TOKYMEHTHI:

MY 64-01-001-2002. ITpon3BoacTBO
JIEKapCTBEHHBIX CPeACTB. TepMUHBI U
OTIpeIeIICHUsI.

2.0cuHoBbl GMP — I[Ipou3BoacTBO

JIEKapCTBEHHBIX cpeacTB — DenoToB A.E. -
M.:ACUHKOM.- 2012- 583 ¢

3.0CT 42-510-98. IIpaBuna opraHu3anuu
IIPOM3BOJCTBA U KOHTPOJIS Ka4eCTBa
JexapcTBeHHbIX cpencTB (GMP)
4.I'ocynapctBenHas dapmakornest
Poccuiickoit ®enepanuu 12-oe u3n.-M.:
Menummnaa. Bem. 1.2, 2010.

®apmarieBTH4YeCKUE PaKTOPbl U UX POJIb B MOTYy4Yel
JIEKApCTBEHHBIX  IIPENaparoB.

MY 64-04-001-2002 «ITpou3BoacTBO
JIEKapCTBEHHBIX CpelcTB. Banunanus.
OCHOBHBIE TOJIOKEHUS

OpauHaTop 10J5KeH YMeTh

Jlureparypa

[Tonb3oBatbes HJ, I'D, ®C, cipaBouHO
JUTEPATYPOU

IIunosa C. B. Kak cozgasanuce GMP B
Poccun/ C. B [llunosa // [Ipon3BoacTBo
nexapcTB nocodbue -Mocksa,2005.- C7-11

HpI/IMeHHTL Ha INPAKTUKEC 3HAHUA U YMCHUA,
MOJIYYCHHBIC Ha JICKIHUAX W 3aHATUAX

beperoseix B.B., Hopmuposanue
(hapmaleBTUUECKOTO MPOU3BOCTBA,
KayecTBa npoaykuun./ B.B beperossix,
A.Il Memkosckuit. — M:Pemennym, 2001.
— 528 c.

JleknmoHHbBIN MaTepua




2. 33[[3]-[1/[5[ JJI1 CAMOCTOATEIbHOI paGOTBI mo u3yqaeM0ﬁ TEME:

2. Krto Ha npeanpusTUN aHATU3UPYET PE3YJIbTAThl BHYTPEHHEH TPOBEPKU U

npeiaracT pyKoBOJCTBY IJIaH KOPPEKTUPYIOIIUX ACHCTBUM ISt YCTpaHEHUs BBISIBIICHHBIX B
XOJ€ CAaMOMHCIIEKIIMH HECOOTBETCTBUH MIIM 3aMeYaHuii?

3. KTo Ha nmpeanpusiTiu T0KEH OTBEUYATh 32 KOHTPOJIb BBIOJIHECHUS

KOPPEKTHUPYIOLUX JEHCTBUH MO pe3ybTaTaM BHYTPEHHEH IIPOBEPKU?

4. Korma caMOMHCIEKIIUSI CYUTAETCS MPOBEICHHON?

5.Kakol JOKyMEHT SIBISI€TCS OCHOBAaHUEM ISl INTAHUPOBAHUS ITOCIEAYOIINX

KOPPEKTUPYIONIUX U MPEAYNPEKAAIOIMINX ACUCTBUM 1O pe3yIbTaTaM CAMOMHCIICKITUHN?

6.Ciieryer nu BKIIFOUATh OTUET U MPOU3BOJICTBEHHBIE PErUCTPALIMOHHBIE 3aITUCH

110 CAMOMHCIIEKIIMY B JIOChE HAa Mpenapar

TECTBI:
[IpoMbIlITIEHHOE IPOU3BOACTBO JIEKAPCTBEHHBIX IIPENapaTOB HOPMUPYETCS TOKYMEHTAMH:
e TpeboBanusmu BO3
e TexHOIOrMYECKUM periiaMeHToOM
e Penenrom
e Uucrpykuuen
e Jlunensuen

[TpaBuna GMP He pernameHTHPYIOT:

e (dapMareBTUYECKYIO TEXHOJIOTHUIO;
TpeboBanust k OMOTOrHMUYECKON JOCTYITHOCTH TIpenapara;
TpeboBaHMs K 31aHUSAM U IOMEIIEHUSAM (PapMIPOU3BO/ICTBA;
TpeboBaHus K epcoHaiys;
Heo6xonuMocTs Basugaluy.

TexHONOrnYeCKu PErIaMEHT HE BKITFOUAET Pa3/Ebl:
e XapakTepUCTHUKA TOTOBOTO MPOAYKTA;
TexHonornyeckas cxema nNpou3BOJICTBA;
AnmapartypHasi cxema Mpou3BOJICTBA;
Crneuunduxanus 060py10BaHus;
XuMu4deckasi cxema CTabMIM3aIiy JICKapCTBEHHBIX MpenapaTos.

Pacxoanblit KOapGUIHEHT — 3TO:

e KonnuecTBa BelIecTBa, HCIOIb3yeMOE IS TIOTydEHHS 3aJaHHOTO KOJIMYIECTBA
npenapara;
OTHOIIEHHE MacChl HCXOTHBIX KOMIIOHEHTOB K Macce TOTOBOTO MPOAYKTa;
OTHOIIEHUE MacChl TOTOBOTO MPOAYKTA K MacCe HCXOIHBIX MaTepPHaJIOB;
OTHOUIEHNE MacChl MaTEPHATBHBIX TOTEPh K MAacCe MCXOHBIX MAaTEPHAIIOB;
CyMma Macc oTepb M UICXOJJHOTO MaTepHana.

Bamupaius — 5to nousarue, otHocsmeecs kK GMP u o3nauaroiee:
e KOHTpOJb U OIIEHKY BCETO MPOMU3BOJICTBA;
e KonTpoms 3a padoroit OTK;
e CTepuiIbHOCTB;



e IlIposepky kauectBa ['JIC.

CuryanuonHas 3axa4a Ne 1
[Topsaok mpoBeieHNst BHYTPEHHUX MPOBEPOK (CAaMOMHCIIEKIINM ) BKJIFOYAET (BBIOPATh):
[InanupoBaHue MpoBeieHUs] BHYTPEHHUX [TPOBEPOK.

[ToAroToBKY K IPOBECHUIO BHYTPEHHEH MPOBEPKH.
[IpoBenenrie BHYTpEHHEH TPOBEPKH.
BrinonHenue AeicTBUI 110 KOPPEKTUPOBKE HECOOTBETCTBUIA.

E A

CuryanuonHas 3axa4a Ne 2

B mpouecce wuHcnekTupoBaHus (HapMalleBTUUECKOTO NPEANPUITHS IPOBEPSIOLIEE JIUIO
COOTBETCTBYIOIIEro YmpasiueHus Poc3npaBHam3opa oOpaTiIOCh K YIIOJHOMOYCHHOMY JIHITY C
npocs0oil chopMynupoBaTh B KpaTkod ¢dopMe CYHIECTBYIOIIUNA Ha MPEANPUSTHH MOPSIOK
OCYILIECTBIICHHSI BBIITYCKa TOTOBOTO MPOAYKTA Ha (hapMaIleBTHYECKHI PHIHOK.
DopMyIMPOBKA 3aaHHA:
[IpencraBpre, yto Bbl YnomHomoueHHoe nuio gaHHoro npennpustus. Kak Obl Bol
chopMyIupoBalii CBOW OTBET MHCIEKTOPY Poc3npaBHaa30pa Ha MOCTaBICHHBIE BOPOCHI:
e Kakum o0pa3zoM rnepeaaeTcsi IpOU3BEACHHBIN MPOAYKT B CKJIaJ TOTOBOU MPOAYKIIMH?

e Krto0 paccmarpuBaet /[ocke Ha cepuro U 0T Koro 310 J[ocke Ha cepuro moryvaer?
e KTO nmoanuceiBaeT pa3perieHne Ha BBITYCK TOTOBOTO MPOAYKTa?

Uro npezacrasnser co0oil YBeaoMIIeHHE O BBIITYCKE TOTOBOTO MPOAYKTA U JIJIsl YerO OHO
HeoOxoaumo?

AymuT (MHCTIEKIIMS, IPOBEPKA) —

AynuTop (3KCHepT 1o cepTU(UKALUU CUCTEM KayecTBa) -

['pynna mo aynuty (MHCIEKIIMH, TPOBEPKE) -

3aKa3uuK ayauTa (MHCIIEKLUH, IPOBEPKH) -

3aKiroueHus o pe3ysbraTam ayauTa (IpoBEpKH) -

KBanudukanus aynutopoB (3KCHEpTOB MO cepTUDUKAIIMH CHCTEM KaueCcTBa)
KBanuuunpoBaHHbIil aynutop (3KCHepT Mo cepTUPHUKALUN CUCTEM KayecTBa) -
Kpurepum -

HaGnronenus ayaura (MHCHEKIMH, TIPOBEPKU) —

Ob6nacTp ayauTa (MHCIIEKIUH, TPOBEPKH) -

ITpoBepsiemas opranuzanus -

ITporpamMMma aynuTa (MHCIEKIIMH, IPOBEPKH) -

CBuzeTenbCcTBO ayauTa (MHCIIEKIIUY, TIPOBEPKH) -

3anaHue 1J1s1 CaMOCTOATEIBLHOI padoThI OPAMHATOPOB

TEMA Ne 11: MoayabHoe 3aHATHE

Bonpocsl kK MOAYJILHOMY 3aHATHIO



1. TpeGoBauus, IpeabABIsieMbIE K IPOU3BOACTBY JICKAPCTBEHHBIX CPEJICTB
2. Ctpykrypa HammmonanpHoro crannapta Poccuiickoit @enepanuu 'OCT P 52249-2004
"ITpaBmiia mpoOU3BOJCTBA U KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPEACTB"
3. dakTopsl, BAUAIONIME HA KAYECTBO JIEKAPCTBEHHBIX NpenapaToB. OTiauuue npoueayp
koHTposst GMP ot n1pyrux BU0B KOHTPOJIS.
4. ITopsinok BHEAPEHUsI CUCTEMBI 00ECTIeUeHHsI KauecTBa
5. KoHTpoub KadyecTBa U BBIITYCK T'OTOBOM NPOAYKIIUU
6. O0ecnieueHye KayecTBa Ha Tare NOoArOTOBKHM POU3BOJICTBA
7. OCHOBHBIE IPUHIIUIIBI 00ECTICUYCHHST KaUyeCcTBa
7.1. ®unocodus kayecTBa
7.2. 3naHus npeaAnpusaTHs
7.3. UncThle IOMENICHUS
7.4. Texnonoruyeckoe 000pya0BaHHUE
7.5. Ilepconan
7.6. Ounctka 1 caHuTapHas 00paboTka HOMELEeHUI
7.7. CucteMa MeHEH)KMEHTA KayeCcTBa
8. YmpasieHue nporeccaMu:
1. YnpagiieHue mpou3BoACTBEHHBIMH ITPOLIECCAMU
2. YpaBieHue npoueccaMyu KOHTPOJIsS
3. YnpaBneHue nporeccaMu MocTaBoK
4. YrpaBieHrue KOHTPOJIbHO-U3MEPHUTEIBHBIM 000py/I0BaHUEM
5. YpaBneHue COXpaHHOCTbIO MPOYKIIUU
6. YpaBiieHue OTHOLLIEHUSIMU C IOTpEeOUTEIEM
9. Crpyxtypa crannapra 'OCT P 52537-2006

10.  OOGnacte NpUMEHEHUS

11.  Kaxkue cTanmapThl HCIOIb30BaHbl B COCTABICHUH JAHHOTO cTaHAapTa?

12. Copepxanue cucteMbl 00ecreYeHNs KauecTBa

13.  Kaxkoe onpeneneHre MokeT ObITh 1IaHO cUCcTeMe O0ecTieueHus KauecTa?

14. Kakue noxkymeHThI cucTeMbl 00€CTIeueHUs Ka4yeCTBA MOKHO Ha3BaTh TJIABHBIMU?
15.  KaxoBa ocHOBHas 11eTb cOcTaBJIeHHs ToKyMeHTa MHpopmalus o npeanpusiTuu?
16. DIEeMEHTOM KaKOW CUCTEMBI SIBIIIETCS TOKYMEHT PyKkoBOICTBO MO KauecTBy?

17. UYro Takoe «KOHTPOIUPYEMBIH TOKYMEHT»?

18. [Tepeunciure apyrue TOKYMEHTBI CHCTEMBI OOSCTICUCHHUST KaueCTBa.

19.  TpeGoBaHus k nepcoHaty

20.  TpebGoBaHUs K MPOU3BOACTBY

21.  TpebGoBaHMs K MaTepuary

22.  UYto Takoe KOHTPOJb UCTIOTHCHHUS?

23. KaxoBo nazHauenue crangaptos opranuzanuu (CO)?

24.  UYrto Takoe cranmapTHas oreparronHas nporeaypa (COIT)?

25.  JlaiiTe onpezaenenue paboyeil HHCTPYKILUH.

26. Urto Takoe crienudukanys, Ha3HAYCHUE CTICTIH(UKAIIII?

27.  ]lns gero Ha MpeANPUATHU BEACTCS PETUCTPALIMOHHAS TOKYMEHTAIUs?

TecToBbIE 3alaHusd  OJA NOATOTOBKH K 3a4€TYy:

1. Kakoe ompenenenne maer Hammonameubiii cranmapt [OCT P 52249-2009
«[IpaBuia mpou3BoACTBA M  KOHTPOJII  KayecTBa JICKAPCTBEHHBIX CPEICTBY»
tepmuny «Crenudukaruun» (Specifications)?
1. Pa3zgensl TEXHOJOTMYECKOTO  PETIAMEHTa,  ONMCHIBAIOIIUE
npaBWia OXPaHBI TPy/Aa MPH MPOU3BOJICTBE JIEKAPCTBEHHOTO
CpecTBa




2. Meronuku, coaepkalue ykazaHus M0 BBHIIOJHEHUIO OTJEIbHBIX
BHJIOB Ollepalui

3. JIOKyMEHTHlI, oaApOOHO OIKCHIBAIOIITHE TpeOOBaHMS,
MNPEIbSIBISEMbIE K HCIOJIB3YEMbIM WU TOJTYy4aeMbIM TIPH
MIPOM3BOJICTBE  MaTepuaiaMm, SBJSIONIMECS OCHOBOM  JuIs
OIICHKH  KadecTBa JICKAPCTBCHHBIX CPEJICTB

4. TlpoTokosl coOpanuii TPYAOBOTO KOJUJIEKTHBA 1o

BOIIPOCAM obecIreyeHns KauyecTna
SBistitorest i BeimosiHeHue crangaptoB MCO cepun 9000 B pemakumu 2000 roma
00s13aTeIbHBIM  YCIIOBHEM Ui TpU3HAHUA  COOTBETCTBUS  IMPOU3BOJICTBA

JIEKapCTBEHHBIX CpecTB npaBuiiam GMP?
1. Ja, apustorcs
2.  Her, He saBisroTCA

Kakoe oOyuyenuwe, momumo 0a3oBoro oOydeHus TpeboBaHusiM HarpoHansHOTO
CTaHaapTa I'OCT P 52249-2009 «lIpaBusia mnpou3BOACTBA W KOHTPOJIA
Ka4yecTBa JICKAPCTBEHHBIX cpeiacTB» (1o Teopur u npaktuke GMP), nomkHbI
npoiTu BHOBb IOPUHATBIE COTPYAHUKHM TPEANPUATUS-IIPOU3BOIUTENSA
JIEKapCTBEHHBIX CPEACTB?
1. OOyuenue CcoOONIONEHUIO MPaBUJ BHYTPEHHETO TPYIOBOIO
pacnopsika
2.  OOyyeHue B  COOTBETCTBUE C HUX  JIOJDKHOCTHBIMH
00s13aHHOCTAMU
3. OOyyeHHE COXpaHEHHIO KOMMEpPYECKOH TaliHbI
4.  JlonmosHutenpHOE 00ydYeHHE HE TpeOyeTcs

HMerT a1 pPYKOBOJUTENIH IPOW3BOJCTBA U OTJIEIA KOHTPOJIS KaueCTBa KaKue-Ir00
COBMECTHBIE 00513aHHOCTH, OTHOCSIIIIECS K 0OCCIICYCHHUIO Ka4eCTBA MTPOTYKITUH?

1. Hwmeror

2. He nmMeror Takux 00sA3aHHOCTEN

JlomkHO M YTIOJTHOMOYEHHOE JIMIIO BXOJWUTH B IITAT MPEIIPHITHS-IIPOU3BOTUTES
JIEKapCTBEHHBIX CPEICTB?

1. HomxHo

2. He momxuo

JomkeH 1M Ha  TOPENNPUATAU — TPOU3BOAMUTENEC  JIGKAPCTBEHHBIX  CPEACTB
CYIIIECTBOBATh MOPSATOK OBICTPOTrO OT3bIBA BCEH CEPUU MPOIYKIINH, TPEICTABISIOMIEH
OTIaCHOCTH JIJIsl TOTpEeOUTENCH?
1. la, OOMXKEH CYUIECTBOBAaTh TAaKOM MOPSIOK,
YCTAHOBJICHHBI MHUCbMEHHOW MPOUETYPOr
2. Her, He moinkeH
3. YcraHOBIEHHE TAaKOro NOps/IKa HAa TMPEAUPUATHU HE SBISAETCS
00s13aTeNbHBIM

TpeOyeTcst 11 MOBTOPEHUE MPOLIETYPHI TIOITBEPKIACHUS Y TOJTHOMOYCHHBIM JTUI[OM
COOTBETCTBUSI CEpUHM TOTOBOW MPOAYKUIMH B CTpaHaX, HMeroumx c Poccuiickoii
®denepanrel COrIalieHns 0 B3aMMHOM MPU3HAHUU?

1. Her, He Tpebyercs

2. TpebOyercs

Mosxer nu  YIHOJHOMOYEHHOE JIMLO MpPH TOATBEPKIACHUU COOTBETCTBUS CEPHH
TOTOBOHM MPOAYKIIMH TIEpEN BBIAAYEH pa3pemieHus] Ha €€ pealn3aluio OMUpaThCs Ha
3aKJIFOYEHHE CO CTOPOHBI OJHOrO MWIM Oojiee  YMOJIHOMOYEHHBIX JHI O
COOTBETCTBHM  NPOMEKYTOYHBIX  OJTalOB  NPOM3BOJICTBA  YCTaHOBJICHHBIM
TpeGoBaHUAM?

1. Her, HE MOXeT, T.K. JOJUKCH JMYHO YOCTUTHCS B COOTBETCTBUU




CepuM  TOTOBOM  MPOAYKIIMU  TpPeOOBaHUSM  HOPMATHBHOU
nokyMmeHTanuu u Crenudukanuit

2. Moxer npu ycloBuu O(pOpMIIEHHUSI TAKOTO MOPSAJIKA MOATBEPKICHUS
JOKYMCHTAJILHO

9 Uto B cootBercTBUE ¢ HammonansubiM cranaaptom 'OCT P 52249-2009 «IlIpaBuna
IIPOM3BOACTBA M  KOHTPOJSA  KayecTBa JICKAPCTBEHHBIX CPEACTBY»  JIOJKEH
IIPElyCMaTPUBaTh MOPSAAOK BBITYCKAa CEPUU MPOLYKIUU B PEATU3ALUI0?

1. Hanuuue noamnucedl BceX COOTBETCTBYIOUIMX JOJIKHOCTHBIX JIMII B
JIOKyMeHTax J/locke Ha CEpUIO JTaHHOW ITPOAYKIINH

2. BO3MOXXHOCTh ONEPATHBHOTO YCTAaHOBJCHHUS YIOJHOMOUYEHHOTO
Jauna, KOTOPO€ BBLAAIO Ppa3pellcHHE Ha pealu3alul0  Cepuu
IPOAYKIMH (B Cilydae peKiIaMaluy WK MIPU OT3bIBE MPOAYKLINN)

3. OOecrieyeHue rapaHTMM TOTO, YTO IPOU3BOACTBO U KOHTPOJb
CepUU TMPOAYKIHMU COOTBETCTBYIOT TpEOOBAaHUSAM JIMIICH3UHM Ha
IIPOU3BOJCTBO, PETUCTPALMOHHOIO Jocke W HanumonanpHOTO
craHgapra P® wnium aHAJIOIMYHOIO CTAaHAAapTa JPYrol CTpaHsl,
IIPU3HAHHOI'O SKBHBAJIEHTOM EMY

10 Kakoil HOpPMATHUBHBIM  JTOKYMEHT YCTAHABJIMBACT TIOPAJOK  IOATBEPKIACHUS
COOTBETCTBUS, BBIIOJHAEMOIO YIOJIHOMOYEHHBIM JIMIIOM, W TpeOOBaHUS K
BBIIIYCKY CEpUN JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUM C JEHCTBYIOIIUM
3aKOHOAATEILCTBOM?

1. Pacniopsixenue denepanbHOro arcHTCTBa I10 TEXHUYECKOMY
PEryJIMPOBaHUIO U METPOJIOTUHU

2. Ilpuka3 MUHHCTpA 37paBOOXPAHECHUS

3. Pacniopsbxkenne @enepalbHOIO areHTCTBA IO 3PAaBOOXPAHEHUIO U
COLIMAIIBHOMY Pa3BUTHIO

4. TlonoxeHue O JIMLUEH3UPOBAHMM IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB

5. Ilocranosnenue [IpaBurenscTea PO

6. Hammonanbueril crangapt PO

7. ®enepanbHbli 3aK0H «OO0 0OpallleHUH JIEKapCTBEHHBIX CPEJCTBY

8. Ilpukaz  denepanpHON  CIykObl 1O  Hamopy B  chepe
3/1paBOOXPaHEHUs

11 Kakoil  TOKyMEHT periaMeHTHpyeT BKJIIOUYEHHE B COCTaB  PYKOBOJCTBA
(bapMarieBTUYECKOTr0 NPeANpUATHS Y TOTHOMOYEHHOTO JIUa’?

1.  ®enepanbubiii 3ak0oH «O0 00pallleHNH JIEKapCTBEHHBIX CPEJCTBY

2.  Tlpuxa3 MHUHHCTpaA 3ApPaBOOXPAHEHUS

3.  Pacnopsukenne ®enepaqbHOrO areHTCTBA MO 3PAaBOOXPAHEHUIO H

COLIMAJIbHOMY Pa3BUTHIO

4.  Tlocranosnenue [IpaButenscrsa PO

5 [Ipukaz  @DenmepampHO  cayxkObl 1O  Ham3opy B  chepe

3/1paBOOXPAaHEHUS

6. Haumonaneuslii crangapt PO

7. Meroanueckue ykazanusi MUHUCTEPCTBA 3paBOOXPaHEHUS

12 Kak JIOJIKEH MIOCTYIIUTh JUIEH3MAT (mpenmpuaTHe — MPOU3BOIUTEND

JIEKapCTBEHHBIX CPEJICTB) B CIIydae CBOETO HECOIJIAchsl C pe3ylbTaTaMu IPOBEPKU
JULEH3UPYIOLUIUM OpraHom?

OTka3arbcst OT 03HAKOMJICHHSI C aKTOM IPOBEPKHU

OTpa3uTh B aKTe NPOBEPKH CBOE MHEHHE

CocTaBuTh aj00y B BBIIIECTOSIIYIO OpraHU3aIUI0

[TorpeboBaTh mpOBENEHUS TMOBTOPHOM TPOBEPKU MPEANPUATHS
JPYTMM COCTaBOM KOMHUCCHUU

N =




13

Bo3MOXXHO 1M TNIpOBENEHHE JHMIECH3UPYIOIIMM OPraHOM BHEIUIAHOBOW ITPOBEPKHU
HOPEIIPUATHS — IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB?
1. Heso3moxHO
2. B03MOXHO MO pacnopsuKeHUI0 MUHUCTEPCTBA 3IPaBOOXPAHEHHS
3. Bo3MOXHO I MOATBEPXKAEHUS  YCTPAHEHHUs  JIMLEH3UATOM
(mpeanpusTHeéM — IPOU3BOJAUTENIEM JIEKAPCTBEHHBIX CPENICTB)
BBISIBJICHHBIX IIpU IPOBEJCHUM IUIAHOBOM IPOBEPKM HapyLICHUMN
JIMIIEH3UOHHBIX TPEOOBAaHUI U YCIOBUH, a TAKXKe B CIydae MOTyYCHHS
JULEH3UPYIOIIMM  OpraHoM HH(OpManuu O HaJU4uU  TaKuX
HapyleHU!

14 Kaxkoit ¢enepanbHblii OpraH HCHOJHUTEIBHON BIACTH SIBISETCS JIMIECH3UPYIOIUM
JUTSI TIPEATIPUSTUS. — TPOU3BOTUTEIIS JICKAPCTBEHHBIX CPEICTB?
1. MuHHCTEPCTBO 3paBOOXPaHEHUS
2. MuHuCTEpCTBO (PMHAHCOB
3. ®exepanbHag cayx0a 1o HaI30py B chepe 3ApaBOOXPaHEHUS
4. @epepanbHas ciayxk0a 1O HAA30py B cdepe IKOJIOTUU H
MIPUPOJIOTIONE30BAHUS
5. ®enepanbHOE areHTCTBO IO 3PaBOOXPAHEHUIO U COIUAIHLHOMY
Pa3BUTHIO
6. ®enpepanbHas ciyx0a M0 Hag3opy B cdepe 3amuThl TpaB
noTpeduTeneit u 01aronoxy4us yeraoBeka
7. MUHUCTEPCTBO MPOMBITINICHHOCTHA U TOPTOBJIH
15 Kak 4vacto nomkHa MPOBOJMTHCS IUIAHOBAs MPOBEPKA MPEANPHUATHS-IPOU3BOIUTENS
JIEKAPCTBEHHBIX CPEJICTB JTUIEH3UPYIOLIUM OpPTraHOM?
1. He vame ogHoro paza B 1 roa
2. He yame ogHoro pa3za B 5 jer
3. He yame oxnoro pasa B 10 ner
4. He yame ogHoro pasa B 3 roza
5. He yame ogHoro pa3a B 2 roga
6. Yacrora MpoBEepOK HE YCTAaHOBJICHA
16 KakoBa gomkHa OBITH MPOJOMKHUTEILHOCTh MPOBEPKHU JTHUIICHIUPYIOUIUM OpPTaHOM
IPETPUATHSI-IIPOU3BOIUTEIS JICKAPCTBECHHBIX CPEJICTB?
1. He nmomxHa npeBbImats 1 Mecsil
2. He nomxxa npeBsimarth 15 qHei
3. He nomxna npesbitats 20 qHEi
4. He nomxkna npessimath 10 qHei
17 3a CKONBKO JAHEH [0 Hadajga TPOBEPKU TMPEANPUSNTHS - MPOU3BOIUTEINS
JICKaPCTBEHHBIX ~ CPEJCTB  JIMIICH3UPYIOIINM  OPTaHOM eMy  HarmpaBIsSeTCs
YBEJIOMJICHHE O MIPOBEICHUU TaKOM MpOBepKu?
1. 3al mMecan
2. 3a3 mecsma
3. 3a 10 gueit
4, 3a 15 nuen
5. 3a20 nueit
6. Takoe YBEIOMJICHHE MPENPHUITHIO-TIPOU3BOAUTEIIIO
JIEKAPCTBEHHBIX CPEJICTB HE HAIIPABJISETCS
18 Ha xakoit ¢enepanbHblii OpraH HUCHOTHUTENBHOW BIACTH BO3JOKEHO BEICHHE

peecTpa JMILEH3UI Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPEJCTB?
1. Ha MuHucTepcTBO 37paBOOXpaHEHHUs
2. Ha ®enepanpHyro ciry:x0y 10 HaJI30py B chepe 3ApaBOOXpaHEHUS
3. Ha MunuctepcTBO 5KOHOMHUYECKOTO Pa3BUTHS
4.  Ha MunHuCTepcTBO NPOMBIIIIEHHOCTH U TOPTOBJIH




5. Ha ®epepanbHyio ciyx0y mo Haa3opy B cdepe 3amuThl MpaB
noTpeOuTeNei n 6Iaromnoydus yenoBeKa

6. Ha ®enepanbHoe areHTCTBO IO 3JPaBOOXPAHEHUIO U COLIMATILHOMY
Pa3BUTHIO

7. Ha ®denepanpbHOE areHTCTBO MO HAYKe

19 Mosker 1M OBITh TMPOJICH CPOK JCHCTBUS JHIICH3UU [0 €ro OKOHYAHUHU IO
3asBJICHUIO JIUIIEH3uaTa?
1. Moxker OBbITh TPOAJICH B TMOPSAIKE, MPEIYCMOTPEHHOM IS
nepeoopMIICHUS TUIEH3UN
2.  Her, He MOXeT OBITh POJIICH
3. Moxer ObITb MpoUIeH 1O  yKa3zaHuioo  MuUHHCTEpPCTBa
3JIpaBOOXPAHEHHSI
20 Kakoli HOpMaTHBHBI JOKYMEHT YCTaHABJIMBAE€T MPOJODKUTEIBLHOCTh CpOKa
JEHCTBUS JINIIEH3UN HA TIPOU3BOICTBO JICKAPCTBEHHBIX CPEICTB?
1. Meroauueckue ykazanus MUHUCTEPCTBA 3PaBOOXPAHECHUS
2. Ilpuka3z MUHUCTpA 37pPaBOOXPAHCHHSI
3.  Pacnopsxenne @enepallbHOrO areHTCTBa MO 3PaBOOXPAHEHUIO U
COIIMATILHOMY Pa3BUTHIO
4. TlonoxkeHue O JHMIICH3UPOBAHUU TIPOU3BOACTBA JIEKAPCTBEHHBIX
CpeAcTB
5. IToctanoBnenue IIpaBurenscrea PO
6. Haunonaneheiii crangapt PO
21 KakoBa mpogoOMmKHUTENPHOCTh CpOKa JCMCTBHUS JIMIICH3UM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB?
1. Tpurona
2. Tlare met
3. Cewmpb ner
4. OpuH ron
5. Cpok IeHCTBUS JIMIIEH3UH HE YCTAaHOBIICH
22 Kakoii craxx paOOTBl MO CHEIUAIBHOCTH JODKHBI UMETh PAOOTHHKH, OTBEYAIOIIHEC
3a MPOU3BOJICTBO U MAaPKUPOBKY JIEKAPCTBEHHBIX CPECTB?
1. He menee msTu et
2. He Menee Tpex net
3. He menee ogHoTrO roma
4. He meHee ABYyX JieT
5. He MeHee ueTsipex neT
6. TpeboBaHus K CTa)Ky HE YCTAaHOBIICHBI
23 Kakoe oOpa3oBaHue MOIKHBI HMMETh PAaOOTHHKH, OTBEYAIOUINE 32 MPOU3BOJICTBO
U MapKHPOBKY JIEKAPCTBEHHBIX CPEICTB?
1. Beicmiee
2. Beiciiee i cpeHee CrennanbHoe
3. Beicmiee MmeuIIMHCKOE WK (DapMarieBTHIECKOe
4. Briciiee XUMUKO-TEXHOJIOTHYECKOE I OMOTEXHOIOTHIECKOe
5. Beicimiee wim cpemHee CHENHMaIbHOE XHMHUKO-TEXHOJIOTHYECKOE,
OMOTEXHOIOTHYECKOE, (papMaIleBTUIECKOE WIIH MEUITTHCKOE
6. Cpennee crienuaibHOE MEAUIIMHCKOE WIIH (hapMaIleBTHUECKOE
7. TpeOGoBaHus K BUAY 00pa30BaHMs HE YCTAHOBIICHBI
24 Kak  d9acTo  CHelUMaluCThl, OTBEYAIOIIHWE 3a IMPOU3BOJICTBO W MAapPKHUPOBKY

JIEKapCTBEHHBIX CPEJICTB, JOJDKHBI MPOXOIUTH IMKJI IMOBBIIICHUS KBATU(PUKALMH C
IOJIy4EeHUEM JIOKYMEHTa YCTaHOBJIEHHOro oOpasua?

1.He pexe 1 paza B Tpu roza

2. He pexe 1 pa3a B ueTsIpe roga




3. He pexe 1 paza B msaTh et
4. He pexe 2 pa3 B ceMb JIET
5. He pexe 1 paza B ron

25 Kakoe  KOJIMYECTBO  JIMUEH3UOHHBIX  TpPeOOBAaHUN  JODKEH  BBIIOJIHUTH
CoMCKaTeNb JUIEH3UU Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C
neiicrByromuM IlonoxxeHneM o IUIIEH3UpPOBaHUN?

1. 4 tpeGoBaHus
2. 5 tpeboBaHuit
3. 7 TpeboBaHMit
4. 3 tpeboBaHus

26 Ha «kakoii denepanbHbIi oOpraH MCIHOJHUTEILHONH BJIACTH IOCTAHOBJICHHUEM
IIpaBuTenscTBa PO BO37I0KEHO OCYLIECTBIEHUE KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX
CcpencTB?

1. Ha MuHucrtepcTBO 3ApaBOOXpAHEHUS

2.  Ha MunHHCTEpPCTBO MPOMBIIIJIEHHOCTH M TOPTOBIIU

3.  Ha ®enepanbhyro ciryx0y 1Mo HaI30py B chepe 3ApaBOOXpaHCHUS

4. Ha ®depgepanpHyto cinyx0y mo Haa3opy B cdepe 3amuThl mpaB
notpeOuTesneil u 6IaronoIydns 4eIoBeKa

5.  Ha ®enepanbHOe areHTCTBO MO 3/IPAaBOOXPAHEHUIO U COIIMATIEHOMY
Pa3BUTHIO

27 OyHkIue kakoro ¢eaepalbHOrO OpraHa MCIOJHUTEIBHOW BIACTH  SIBJISETCS

OCYIIIECTBJIEHUE IOCYAapCTBEHHOMN perucTpauy JeKapCcTBEHHbIX CPEeICTB?

1.  MuHnucTepcTBa 31paBOOXpaHEHUS

2.  MuHuCTEpCTBa YKOHOMHYECKOTO Pa3BUTHS

3.  @dexpepanbHOrO areHTCTBa MO 3PABOOXPAHEHHUIO U COLMAIBLHOMY
Pa3BUTHIO

4.  ®epepanbHOU CiIykObI 110 HAA30pY B chepe 3ApaBOOXPAHEHUS

) @enepanbHOl  cyk0bl M0 Haa30py B cdepe 3amuThl MpaB
notpeOuTesneil ¥ 6Jarononyyus 4eaoBeKa

28 Kakoit ¢denepanbHblii OpraH MCHOJHUTEIBLHON BIACTH BBIJACT JIMIICH3UM Ha
OCYILIECTBIIEHUE JIEATENBHOCTH 10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPENCTB?

1.  MuHHCTEPCTBO 3IpaBOOXPAHEHUS

2. MUHHUCTEPCTBO TNPHUPOJHBIX PECYPCOB

3.  @enmepanbHas ciyx0a 1o Hamopy B cdepe 3ammTH TIpaB
notpeOuTeneil u 61arononyydus 4eaoBeKa

4.  ®depgepanbHOE areHTCTBO IO 3PABOOXPAHEHHIO U COLMAIBLHOMY
Pa3BUTHIO

5. MuUHHUCTEPCTBO NMPOMBIIIIEHHOCTH U TOPTOBJIH

29 Kakoii ¢enepanbHblii OpraH HUCHOTHUTENBHOM BIACTH BBIJAET pa3pelIeHUs Ha

MPOBEJICHNE KIMHUYECKUX UCCIIeI0BAaHUM JIEKAPCTBEHHBIX CPEACTB?

1.  MuHHCTEpCTBO 3/1paBOOXPAHEHUS

2. MuHuctepctBo 00pa3oBaHUs U HAYKH

3.  depepanpHas cayxk0a 1o Hamg3zopy B chepe DKOJOTHH U
MIPUPOIONOIB30BAHUS

4.  denepanbHOE areHTCTBO M0 3PAaBOOXPAHEHHUIO U COLUATBHOMY
Pa3BUTHIO

5.  depepanpHas ciuyxba Mo Haazopy B cdepe 3alUTHl IpaB
notpeduTeneil u 01aromnoxy4us yeraoBeka

6. depepanbHas ciayx06a o HAA30pY B chepe 31paBoOXpaHEHUS

30 OyHKIMEH Kakoro QelaepallbHOrO OpraHa HCIIOJIHUTEIBHOW BIACTH  SIBJISICTCS

BblZIa4a pa3pCHICHUA Ha BBO3 JICKAPCTBCHHBIX CPCIACTB HAa TCPPUTOPUIO Poccuiickoit
d)enepam/m B YCTAHOBJICHHOM 3aKOHOJATCJILCTBOM HOpﬂ}lKe?
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MuHucTEpCTBA 31paBOOXPAHEHUS

MuHucTepcTBa 3KOHOMUYECKOTO PAa3BUTHS

MunucrepcTBa 00pa3oBaHUs U HAyKH

@denepanbHOr0 areHTCTBa MO 3APAaBOOXPAHEHUIO U COLMATIBHOMY
pa3BUTHIO

denepanbHOi cyX0bI 10 HAA30PY B chepe 31paBoOXpaHEHUS
@enepanbHoil cinyxkObl 1O Haa30py B cdepe 3amuThl IMpaB
notpeOuTeneil u 6J1aronoIydrs 4eIoBeKa

@enepanbHOil  ciayxkObl MO Hag3opy B cdepe SKOIOTUH U
IIPUPOIONOIB30BAHUS

31 OyHkIMel kakoro ¢eaepalbHOrO0 OpraHa MCIOJHUTEIbHOW BIACTH  SIBJISAETCS
BbIJlaya pa3pelieHUs Ha BBIBO3 JICKAPCTBEHHBIX CPEACTB C TEPPUTOpHUIO0 Poccuiickon
@®enepanyiv B yCTAaHOBJICHHOM 3aKOHOAATEIBCTBOM MOpsIKe?

1.  MuHHCTEpCTBA 3IPaBOOXPAHCHUS

2.  MuHucTtepcTBa 3KOHOMUYECKOTO Pa3BUTUS

3. MunucrepctBa 00pazoBaHUs U HAYKU

4.  ®depgepanbHOr0 areHTCTBA MO 3PABOOXPAHEHHUIO U COIHAIBLHOMY
Pa3BUTHIO

5.  ®expepanbHOU CIy:KOBI 110 HAI30PY B cdepe 31paBOOXpaHEHUs

6. ®depepanpHOil CciyxkObl TO Ham30py B cdepe 3ammTel TMpaB
noTpeduTeneit u 01aronoxy4us yeraoBeka

7.  ®depepanbHON CIyXOBI TIO HAI30py B cdepe OSKOJIOTUH U
MIPUPOIONOIB30BAHUS

32 Kakomy opraHy HCIOJHUTENBHOW BJIACTH TOPYYEHO BEIEHHE TOCYIapCTBEHHOTO

peecTpa LIeH Ha )KM3HEHHO He0OXO0IMMBbIE U BayKHEHIINE JIEKapCTBEHHbIE CPEICTBA?

1.  MuHHCTEPCTBY IPOMBINIJICHHOCTH W TOPTOBIIN

2.  MuHUCTEpCTBY SKOHOMHYECKOTO Pa3BUTHS

3. MuHHUCTEpCTBY 3paBOOXPAHCHUS

4 ®denepallbHOMY areHTCTBY IO 3APABOOXPAHEHUIO U COIUAIBHOMY
Pa3BUTHIO

5.  ®expepanbHOU ciy:x0e Mo HAA30pY B chepe 3apaBooXpaHEHUS

6. @DenmepasbHON CcIy)KOe IO HaA30py B cdepe DKOJIOTHH U
MIPUPOIONOIB30BAHUS

7.  ®enepanpHOW ciayk0e MO HamA30py B cdepe 3ammThl TIpaB
noTpeduTeneit u 01aronoxy4ns yenoBeka

33 Kakoii (enepanbHbii OpraH HCHOJTHHUTEIBHOW BIACTH PETHCTPUPYET IpEelIbHBIC
OTIIYCKHBIE II€Hbl Ha >KU3HEHHO HEOOXOJUMbIE M BaKHEHIIHWEe JeKapCTBEHHBIC
CpEACTBA B YCTAHOBIEHHOM  3aKOHOJATenbCTBOM  Poccuiickoii  dDenepannu
nopsiike?

1.  MWUHHCTEPCTBO 3/IPaBOOXPAHCHHS

2.  MuUHUCTEpPCTBO MPOMBIIIIIEHHOCTHA U TOPTOBIH

3. MUHHUCTEPCTBO SKOHOMHUYECKOTO Pa3BUTHS

4.  MuHuCTepcTBO 00pa30BaHUS U HAYKH

5.  ®enepanpHas ciaykba 1O Ham30opy B chepe DKOIOTUU U
MIPUPOIONIONB30BAHUS

6. ®dexepasbHOE areHTCTBO IO 3APABOOXPAHEHUIO U COIUAILHOMY
Pa3BUTHUIO

7.  @enepanpHas cCiyx0a MO HaA30py B cdepe 3almThl TpaB
noTpeduTeneit u 0IaromoTy4ns yenoBeKa

8.  ®denepasnbHasg ciryx0a 1Mo HABOPY B chepe 3ApaBOOXPAHCHUS

34 GMP no3Bosnsier:
1.  CHuzurb cebecTOMMOCTh TPOAYKIINH;




2.  VYMEHBIIUTH PHUCK CAHKIUMKA 3a BBIMYCK HEKAYECTBEHHOM
IIPOIYKLIAH;

3. CHUM3UTh 3aTpaThl 10 OT3bIBAaM M mepepadboTke JedeKTHOU
IIPOYKLIAH;

4.,  TapanTUpoBaTh COXpaHCHHE BAXXHBIX CBOWCTB MpENapaToB, HE
onpeJesieMbIX TaOOPaTOPHBIM aHATH30M;

5. Viayumurte "uMHIK" TPOU3BOAMTENS, IPUBICKATCIBHOCTD IS
HWHBECTOPA, TEXHUYECKUX U SKOHOMUYECKUX MapTHEPOB;

6.  IloBBICUTB 3KCIIOPTHBIN MOTEHLIUAT;
7. CHu3uTh TpeOOBaHUS K KBATU(UKALMY ITEpCOHAIIA
35 Ha «kakoii (enepanbHbIii OpraH HCIOJHUTEIBHOH BIACTH IOCTAHOBIICHHEM
[TpaButenscTBa PP BO3JIOKEHO OCYIIECTBIEHHWE KOHTPOJS 3a IIPOU3BOJACTBOM,
U3TOTOBJICHHEM, KauecTBOM, J((EKTUBHOCTHIO, OE€30MaCHOCThIO, 000pPOTOM U
HOPSIAKOM MCII0JIb30BaHMs JIEKApCTBEHHBIX CPEACTB?
1.  Ha MuHucrepcTBO 31paBoOOXpaHEHHS
2 Ha MuHnuctepcTBo NpOMBIIUIEHHOCTH M TOPTOBIN
3. Ha MuHHCTEpCTBO YKOHOMHYECKOTO PA3BUTHUS
4.  Ha ®enepanbHylo cily:k0y 10 Ha30py B chepe 3[paBOOXPaHEHUS
5 Ha ®enepanbayto cinyx0y mo Haa3opy B cdepe 3aluThl MpaB
notpeOuTesneil 1 61aronorydns 4eaoBeKa
6. Ha ®enepanbHOE areHTCTBO MO 3PaBOOXPAHCHUIO U COLMATBHOMY
Pa3BUTHIO
7. Ha ®enepanbHoe areHTCTBO IO HayKe
36 Kakoil opran ucroJHUTEIbHOM BIACTH POBOAUT aTTECTALNUIO Y OJTHOMOYEHHBIX JIMIL
(dapMareBTUYECKUX MPEINPUATHI, MPOU3BOAAIINX JICKAPCTBEHHBIC CPEACTBA IS
MEIUIUHCKOTO NPUMEHEHUs?
1.  MuHHCTEpCTBO 3IpaBOOXPAHEHUS
2 MuHHCTEPCTBO MPOMBIIIIEHHOCTH U TOPTOBIIU
3 MUHHCTEPCTBO SKOHOMHYECKOTO PA3BUTHS
4.  MMHHCTEPCTBO 00pa30BaHMs U HAYKH
5 OenepanpHas chnyk0a 10 Haa30py B cdepe OSKOJOTUM U
IPUPOJIOTIONB30BAHUS
6. ®denepasbHOE areHTCTBO IO 3APABOOXPAHEHUIO U COLUAIBHOMY
Pa3BUTHIO
7.  @enepanpHas ciyx0ba M0 HaA30py B cdepe 3almThl TpaB
notpeOuTeneil u 61arononyydus 4eaoBeKa
8.  ®denmepanbHas cryx0a 1Mo HAB3OPY B chepe 3IpaBOOXPAHCHUS
37 Kakomy opraHy HMCIOJHUTEIBHON BJIACTH MPEAOCTABICHO MPaBO OECHpPENsATCTBEHHO

MOJTy9aTh JOCTYI Ha JI000€ MpeANpPUITHE-TTPOU3BOIUTEN JEKAPCTBEHHBIX CPECTB,
U3bIMaTh O00pa3lbl MPOM3BOJUMBIX JIEKAPCTBEHHBIX CPEACTB B YCTaHOBJIEHHOM
3aKOHOJaTeNnbCcTBOM Poccuiickoit denepannu nopsaake?

1.  MuHHCTEPCTBY IPOMBINIIICHHOCTH W TOPTOBIIN

2 MuHHCTEPCTBY 5KOHOMUYECKOTO PA3BUTHS

3. MuHUCTepCTBY 3ApaBOOXPAHECHUS

4 @denepanbHOMY areHTCTBY MO 3/IPAaBOOXPAHEHUIO U COLUAIBHOMY
Pa3BUTHUIO
®denepanpHOM City)0€ 1Mo Haa30py B chepe 31paBoOXpaHECHUS
@enepanbHOil  ciy)kOe TO  Hag3opy B cdepe OIKOIOTUU U
MIPUPOIOTIONE30BAHHS
7.  depepanpHOil cimyx0Oe MO Hag30py B cdepe 3alMThl IMpaB

notpeduTesneil u 01aronoxy4us yeraoBeka

oo
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KakoMmy oprany WHCIONHUTEIBHOW BIIACTH MPEIOCTABIEHO TIPaBO CHUMATh
KOmun € AOOKYMCHTOB, HGOGXO,Z[I/IMBIX AJi1 OpOBCACHUA KOHTPOJIS IMPOU3BOACTBA U
KauecTBa JIGKAPCTBEHHBIX CPEACTB B  YCTAHOBJICHHOM  3aKOHOJATEIbCTBOM
Poccuiickoit deneparuu nopsake?

1.  MuHHCTEpPCTBY IPOMBILIJICHHOCTH U TOPTOBIIN

2 MuHHCTEPCTBY 3KOHOMUYECKOTO Pa3BUTHS

3. MuHuCTepCcTBY 3/1paBOOXPAHEHUS

4 @enepanbHOMY areHTCTBY 0 31PaBOOXPAHEHUIO U COLMAIBHOMY

Pa3BUTHUIO

5.  ®expepanbHO# ciryxk0e o0 HAA30py B chepe 3apaBooOXpaHEHHS

6. @enmepanpHO cimyx0e 1O Ham3opy B cdepe IKOJOTHUH U
MIPUPOIOTIONB30BAHUS

7.  ®enmepanpHOW caykOe Mo Ham30py B cdepe 3amuThl IIpaB

noTpeOuTesneil ¥ 6IaronoIyydns 4eaoBeKa

39 Kakoli QenepanbHblii oOpran Ha3HayaeT Ha JOJDKHOCTb M OCBOOOXKIAET OT
TOJDKHOCTH  pykoBojutenss @DenepaibHON  ciykObl TIO  Ham3opy B cdepe
3/IpaBOOXPaHEHUS

1.  ®enepanvHoe coObpanue PO

2. Coset ®enepanun OenepanbHoro codpanus PD

3.  TocynmapcrBennas myma @enepanpHoro coopanus PO

4, [Ipesunent PO

5.  Ilpencenarens IlpaBurenscTBa PO

6. IlpaButenbcTBO PO

7. MuHUCTEpPCTBO 37paBOOXPAHEHUS

8.  IlpaBuTenbCcTBO PO o MPEICTABICHUIO MuHnucTpa
3/1paBOOXPaHEHUs

9.  MuHuCTp 3paBOOXpaHEHUS

40 Kakum  [OKyMEHTOM  oOmpeleneH MOpSAIOK JIMLEH3UPOBAaHUS  MPOU3BOJICTBA

JIEKapCTBEHHBIX CPENCTB?
1.  Vkazom IIpesunenta PO
2. IlocranoBnenuem IIpaBurensctsa PO
3. TlocranoBnenuem ['ocymapCTBEHHOH TyMBbI ®denepanbHOro
cobpanus PO
4.  Tlpuka3oM MUHHUCTpA 3paBOOXPaHEHUS
5.  MeroauueckuMu yKazaHUsIMM MUHHCTEPCTBO 3/1paBOOXPAHEHUS
41 Kakue  ¢enepanbuple  cayxObl  HaxodsaTcss B BedeHMM — MuHHCTepcTBa
3/1paBOOXPAHEHUS

1. ®enepanbHas ciuyxba 1O Ham3opy B cdepe DIKOJOTHH U
IIPUPOJOINOIB30BAHUS

2.  OenepanbHas ciyx0a 1o Ham3opy B cdepe 3ammMTHl paB
notpeOuTeneil u 61arononyydns 4eaoBeKa

3 ®denepanpHas cayx0a o Haa30py B chepe 3apaBoOOXpaHEHUS

4.  denepanbHas ciyx0a o HaA30py B chepe 0Opa3zoBaHUs U HAYKH

5 OdenepanpHas cayx0a MO HWHTEIIEKTYaTbHOWM COOCTBEHHOCTH,
MaTeHTaM U TOBapHBIM 3HaKaM

6. ®denepanpHas ciryk0a O TPYAY M 3aHATOCTH

42 Kakue ¢enepanbHble areHTCTBa  HAaXoAdATCs B BeleHUM  MUHHUCTEpCTBA

3IPaBOOXPaHEHUS

1. denepaabHOE Ar€HTCTBO BOJHBIX PECYPCOB
2. denepanbHOE areHTCTBO MO HEAPOIOIb30BAHUIO
3. denepanbHOE areHTCTBO MO (DU3MUECKON KyNnbType, CIOPTY H

TYpU3MY




4, denepaabHOE areHTCTBO MO 0OPa30BaHUIO
o. denepanbHOE apXUBHOE ar€HTCTBO
6. denepanbHOE METUKO-OUOIOTMUECKOE areHTCTBO
1. derepajibHOE ar€HTCTBO O N1€YaTH U MAaCCOBBIM KOMMYHHUKALUSIM
47 Kakum ¢QenepanbHbIM OpraHoM HCIHOJHUTENBHOM BIACTH BBEJEH B JIEWCTBHE
Hanumonanensiii crangapt 'OCT P 52249-2009 «IIpaBuia npou3BoACTBa U KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEICTBY?
1. IIpaBurenscteoM PO
2. MuUHHCTEPCTBOM MPOMBIIIIEHHOCTH ¥ TOPTOBIIH
3. MuHUCTEPCTBOM 3/1paBOOXPAHEHUS
4, denepanbHOI CITyk001 110 HAA30pYy B cdhepe 3apaBOOXpaHEHUS
o. denepanbHON CTy)KOO0K O TEXHOJIOTHIECKOMY HAI30py
6. denepatbHBIM areHTCTBOM IO MPOMBIIIICHHOCTH
1. @enepalbHOE areHTCTBO MO TEXHUUYECKOMY PETYJIHPOBAHUIO U
METPOJIOTHH
8. ®enepabHBIM METUKO-OMOJIOTMYECKUM ar€HTCTBOM
48 Kakoli [OKyMEHT yCTaHaBIMBAaeT CIeNHaIbHbIe TPEOOBaHUS K MPOU3BOJCTBY
OTJICIbHBIX BUJIOB JIEKAPCTBEHHBIX CPEJCTB?
1. [Tpuka3 MUHUCTpaA 37PaBOOXPAHEHUS
2 ITocranosnenue IIpaBurenscrea PO
3. Hanumonanwueiii crangapt PO
4 [TonoxxeHne o NHULIEH3UPOBAHUM MPOU3BOJACTBA JIEKAPCTBEHHBIX
CpEeICTB
o. Meroandeckue ykazanuss MUHUCTEPCTBA 34pPABOOXPAHEHUS
6. Pacniopsbxenue ®denepalibHOTO MEANKO-OMOJIOTHYECKOTO
areHTCTBa
49 Kakoii nmoKkymMeHT ycTaHaBiMBaeT oOOmMe TpeOOBaHUS K MPOU3BOJCTBY U
KOHTPOJIIO Ka4eCTBa JIEKapCTBEHHBIX CPEICTB?
1. TlonmoxxeHue O JUIEH3UPOBAHUU TPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB
2. [Ipuka3 MuHHCTpa 3APaBOOXPAHEHUS
3. Pacniopsixenue denepanbHOTO MEUKO-0MOJIOTHYECKOTO
areHTCTBa
4. [Tocranosnenue IlpaBurenscra PO
5. Hammonaneusii crangapt PO
6. Meroandeckue ykazanuss MUHUCTEpCTBA 3paBOOXPAHEHUS
50 Pacnpoctpansercs nu geiictBue HamumonansHoro cranmapta 'OCT P 52249-2009
«[IpaBuna mnpou3BOACTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPEJCTB» Ha
o0ecrieyeHne NPOMBIIUIEHHOW O0€30MacHOCTH, B3pPbIBOOE30MACHOCTH, XHMHYECKOM
0e30MacHOCTH M 0€30MaCHOCTU JIPYTMX BHJIOB MpPHU MPOU3BOJACTBE JIEKAPCTBEHHBIX
cpenct?
1. [a, pacripoctpansercs
2. PacnipocTpansercss ToJbKO Ha oOecreueHHe XHUMHYECKOU
0e30macHOCTH
3. PacnipocTpansercs TOJBKO IIpU NPOU3BOACTBE CTEPUIIBLHOU
MIPOTYKIIUH
4. He pacnpocTpansercs
9. PacnipocTpansercs ToJpKO Ha obecriedeHre B3pbIBOOE30MaCHOCTH
51 Kakum (enepanbHbIM OpraHoM UCHOTHUTENBLHOW BJIAcTH BBEACHBI B JICHCTBUE

«[IpaBuna opraHu3alMi MTPOU3BOJCTBA M KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX
cpencT»?
1. IIpaBurenscTBOM PO




MuHHCTEPCTBOM MPOMBIIIIEHHOCTH U TOPTOBIIH
MuHHCTEPCTBOM 3/IpaBOOXpaHEHUS

denepanbHOI CITyk001 110 HAA30pYy B cdhepe 3apaBOOXpaHEHUS
denepanbHON CTy)KOO0K O TEXHOJIOTHIECKOMY HAI30py
denepanbHBIM areHTCTBOM IO MPOMBIIIIECHHOCTH

®denepaabHOE AreHTCTBO MO TEXHUUYECKOMY PETYIUPOBAHHUIO U
METPOJIOTHH

Nookrwd
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