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1. TlacnmopT KOMILIEKTA OLIEHOYHbIX MATEPHAJIOB

1.1. KommiekT oueHoyHbIX MarepuainoB (ganee — KOM) npegHazHaueH AJisi OLIGHKU MUIAHUPYEMBIX
pe3yJIbTaTOB OCBOCHHS pabodei MporpaMMbl TUCHUTLTHHBI « OCHOBBI PETYISTOPHON HAYKH.

1.2. KOM BxIr04aeT 3aaHus sl POBEACHUS TEKYIIET0 KOHTPOJIS ¥ MPOMEKYTOYHOU aTTeCTAIIUH.

OO11ee KOTMYECTBO 3aJJaHUI M pacrpeesieHrue 3aJaHuii TI0 THIIaM M KOMITETEHITHSIM:

Kon n HammenoBanne KoMIeTeHIun KommuecTBo 3aganuii KomnuecTBo 3aganuii
3aKpBITOr0 THIIA OTKPBITOr0 THIIA
YK -1. CriocoGeH oCyecTBUTh KPUTHUECKUI aHATTN3 20 20

NPOOJIEMHBIX CUTYALMH HA OCHOBE CUCTEMHOIO
MOIX0/1a, BBIPA0OTaTh CTPATETHIO ICHCTBHUI.

YK-4. CriocobeH MpuMEHSTh COBPEMEHHBIE 20 24
KOMMYHHKATHUBHBIC TEXHOJIOTHH, B TOM YUCJIC HA
WHOCTPAHHOM (bIX) sI3BIKE (aX), IS aKaJIEMUYECKOTO
U IpOo()eCCHOHATBHOTO B3aMMOACHCTBUS

YK-6. CriocobeH onpenensiTh U peaan30BbIBaTh 20 24
MIPUOPHUTETHI COOCTBEHHOW JICATEIBHOCTH U CIIOCOOBI
€€ COBEPIIICHCTBOBAHUSI HA OCHOBE CAMOOIICHKH

OIIK-1. Crioco0GeH k opraHu3aliiy, YIpaBJIeHHIO U 23 20
PYKOBOJICTBY pabOTO# IPOM3BOICTBEHHOTO,
PETyJISITOPHOTO MJIH HCCIIEI0BATENHCKOTO
TMO/IPa3/ICNICHUsI B COOTBETCTBUU C YCTaHOBJICHHBIMHU
TpeOOBAHMSIMU U JTYYIITHMU MPAKTUKAMH

OIIK-2. CiocoOeH K opraHu3aliy B3auMOICHCTBUS 23 20
IIPOU3BOJIUTEIIEN JIEKAPCTBEHHBIX CPEJCTB, HAYUHbIX
opraHuzaiuii ¢ ¢penepaabHbIMU OpraHaMu
HCIIOJIHUTEJILHOM BJIaCTU U OpraHaMu
UCIIOJIHUTENbHOM BiacTu cyobekToB Poccuiickoit
®enepannu, OCYIIECTBISIOIIMMYI IOJIHOMOYHS B
cepe obpalleHus JIEKaPCTBEHHBIX CPE/ICTB

OIIK-3. Cioco0eH MpoBOINTH H OPTaHU30BBIBATH 20 20
Hay4HbIE HCCIIEZIOBaHUS B 00J1aCTH 00paleHus
JICKaQpCTBEHHBIX CPEICTB.

OIIK-4. Cnioco0eH K aHaJIn3y, CUCTEMAaTU3alUH U 20 20
MIPEICTaBICHUIO JAHHBIX HAYYHBIX MCCIIEIOBAaHUN B
obusiacT oOpalleHHsl JIeKapCTBEHHbBIX CPEACTB

OIIK-5. Cioco0OeH K MpUMEHEHHUIO0 METOJI0B 20 20
yIpaBlIeHUS] HHHOBAIIMOHHBIMU MPOIIECCaMU B
obacTu oOpaIieHus JEKapCTBEHHBIX CPECTB

OIIK-6. CriocoOeH onpenesnsaTh METOIbI U 20 20
WHCTPYMEHTBI 00CCIICUCHHUS KaueCTBa,
pUMEHSIEMbIE B 0071aCTH 00paIieHus
JICKQpCTBEHHBIX CPEJCTB C YUETOM KHU3HCHHOTO
IIMKJIA JICKAPCTBEHHOTO CPEICTBA

Hroro 186 188




2. 3anaHus Bcex THIIOB, MO3BOJISIIOIINE OCYIIECTBJISATH OLIEHKY BCeX KOMIIETEHIIHIA, yCTAHOBJIEHHBIX padoyeil MporpaMMoii THCHUILTHHBI (MO/LYJIs)
OCHOBBI PETYJISITOPHON HAYKH

Kon u nanmenoBanue | Ne .«
3ajanue ¢ HHCTPYKUHeEH
KOMIIeTeHIIMH n/n
YK-6. Criocoben 3aaHust 3aKPHITOr0 THIA
OIPENCIATE U IIpounTaiiTe TEKCT U YyCTAHOBUTE COOTBETCTBHE.
pcajln30BbIBATh TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE MEPUOJUYHOCTH IJIAHOBBIX KOHTPOJIBHBIX (HAA30PHBIX) MEPOTIPUSTUH B
PpHUOPUTETY OTHOILIEHHH 00BEKTOB TOCYAAPCTBEHHOT0 KOHTPOJIS B chepe obOpamienus JIC st MEAMIIMHCKOTO IPUMEHEHHS B 3aBUCUMOCTH
COOCTBEHHOM OT MIPUCBOCHHOI KaTeropuu puckKa
JeATeNTbHOCTH U K kax101i MO3UIMH, TAHHOM B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 IPABOTO CTOJIOIA:
CITOCOOBI OOBeKT XapakTepucTuka
€€ COBEPIICHCTBOBAHUS A Broicokuii puck 1 OnwH pa3 B 3 rona
Ha OCHOBC CAaMOOLICHKH | 1. b 3HAYUTEIBHBINA PHCK 2 OnwH pas B 6 et
B Cpennuii puck 3 Opun pa3 B 2 ronia
I YMEpEHHBIN PUCK 4 He npoBogstcs
... | Huzkwii puck 5... | OnuH pa3 B 5 nier
YK-4. Cnocoben A 2 P
TIPUMCHATE 3anuiuTe BIOpaHHbIE U(PHI 1O COOTBETCTBYIOMIMMH OyKBaMU:
COBpEMEHHBIE A|B BT |
KOMMYHUKATHUBHBIE
TEXHOIIOTHH, B TOM [TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
HHcIe Ha TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE MEPHOJUYHOCTH IJIAHOBBIX KOHTPOJBHBIX (HAJ30PHBIX) MEPONPUITHI B
WHOCTPAHHOM (BIX) OTHOIIEHHH 00BEKTOB TOCYIAPCTBEHHOTO KOHTPOIA B cepe obpamtenus JIC a1 BETEPUHAPHOTO IIPUMEHEHHUS B 3aBUCUMOCTH
SI3BIKE (aX), TSt OT IIPUCBOCHHOU KATETOPUU PHUCKA.
aKaICMHUYIECKOro 1 K kax o mo3unuu, JaHHOM B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 TIPABOTO CTOJIOIIA:
PO(ECCHOHAIBHOTO OOBeKT XapaKkTepucTuKa
B3aMMOJCUCTBHUA 2. A 3HAUNTETBHBIA PUCK 1 OmuH pa3 B 4 roga
b Cpennmii puck 2 He npoBosrcs
B YMepeHHbII pUCK 3 OpuH pa3 B 3 roza
r Huzkwmii puck 4 OpuH pa3 B 5 et
3anuiuTe BIOpaHHbIE IU(PHI T0J COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|T




IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texcrt 3agaHus: Y CTaHOBUTE COOTBETCTBHE NPOPMIAKTUYECKUX MEPOIIPUATHUI TP OCYIIECTBIEHUH (PeaepanibHOTO
rOCYAapCTBEHHOI0 KOHTPOJIS (HaA30pa) B cdepe oOpalleHust JeKapCTBEHHbBIX CPEJICTB.

K kax10i1 1o3unuy, 1aHHOU B JIEBOM CTOJIOLE, 1010€pUTE COOTBETCTBYIOIYIO MO3ULUIO U3 IPAaBOr0 CTOJIONA:

OOBEKT XapakTepucTHKa
Pa3psicHeHNE N0 BBIITOJIHEHUIO
A | UndopmupoBanne 1 | npeanucanuii, IEPUOIMYHOCTH
KOHTPOJIbHBIX MEPONPHSITHIA
O000meHne OObsBIsIETCS B CITy4ae HATHYUHSA Y
b | npaBonpumeHuTeNnbHOM | 2 | 00bEKTa TOCKOHTPOJIS IPU3HAKOB
MIPAKTUKU HapylIeHui 00s13aTeNbHbIX TPEOOBAHMIA
B OObsiBneHUE 3 HudopmupoBanue o Bonpocam
MIPEIOCTEPEKEHHSI cobmroieHuns 00s13aTeNbHBIX TPEOOBAHMIA
O0s13aTeNBHO MPOBOAUTCS B OTHOILICHUN
I' | KoncynbrupoBanue 4 | 0OBEKTOB, OTHECEHHBIM K KaTETOPUsIM
BBICOKOTO M 3HAYUTEIILHOTO PUCKOB
E>xerofiHble TOKIaapl O pe3yabTaTax
it [NpodummakTiaeckuii 5 (beneparbHOro rocy1apCTBEHHOTO
BU3UT KOHTpOJIA (Ha/130pa) B chepe oOpareHus
JIC

3anumure BeIOpaHHbIE HU(PBI MO COOTBETCTBYIOIIUMU OyKBaMHU:
A|b |B | | J

[TpounTaiiTe TEKCT U YCTAHOBUTE MOCIEI0BATEIBHOCTD.
Texct 3aganus: Y CcTaHOBUTE MOCIEI0BATEIBHOCTD IEHCTBUI 1O 0000IIEHUIO TPAaBONIPUMEHUTENBHON PAKTUKU B paMKax
denepabHOTO TOCYIAPCTBEHHOT'O KOHTPOJIS JHA30Da)..
1. Jlokmiaasl mO UTOraM MPaBONPUMEHHUTEIBHOM MPAKTUKK YTBEPKIAIOTCS MPUKa3oM pykoBoautess PoczapaBHanzopa
(Poccenbxo3Han3opa) v pa3MeniarTcs Ha OPUITMaATBLHOM caiiTe He Mmo3/iHee | MapTa rojia, CIeIyoero 3a OTYETHBIM.
2. PocsznpaBHamzop u Poccenbxo3Haa30p €KEeroHO TOTOBST JOKIIAbI 10 UTOraM 0000IIeHNsT IPaBOTIPUMEHHUTEIBHOM
NpaKkTUKU B cdepe obpamenus JIC.
3. Opras rockoHTpoIist B TeueHne 20 pabounx THEH paccMaTpUBAECT BO3PAKEHHUE U TOTOBUT OTBET KOHTPOJIHPYEMOMY
JUILLY.
4. KouTponupyemoe JUI0 BIpaBe B TeUeHHE 15 KalleHAapHbIX JHEH oJaTh B OpraH TOCKOHTPOJIS BO3paXKEHHE
OTHOCHTEJIBHO TPEIOCTEPEKECHHUS.
5. B ciydae Hanmuuus y 00beKTa KOHTPOJIS IPU3HAKOB HApYIIEHUH 00s3aTeNbHbIX TPEOOBAaHUHI KOHTPOJIUPYEMBbI OpraH
OOBSIBIIICT €My MPENOCTEPEIKECHUE O HEJTOTMYCTHMOCTH HAPYIIICHHUH.
3anummTe COOTBETCTBYIOUIYIO MOCIEI0BATENBHOCTD IIU(P ClIeBa HANPABO:




A

B |B|T |1

[TpounTaiiTe TEKCT U YCTAaHOBUTE MOCIIEI0BATEIBHOCTD.
Tekcrt 3aganus: Y CTaHOBUTE MOCIEI0BATEIBHOCTD ICHCTBUI MPU MPOBEACHUN TPOPHIAKTHIECKOTO BU3UTA B PAMKax
(enepanbHOro rocy1apCTBEHHOr0 KOHTPOJIS (HAI30pa).

1.

4.
S.

O0s3aTenbHbIe TPOPHUIAKTUIESCKUE BU3UTHI IPOBOATCS B OTHOILICHUN OOBEKTOB, OTHECEHHBIX K KATETOPUSM BBICOKOTO
¥ 3HAYUTEIFHOIO PUCKOB, a TAK)KE B OTHOLICHUH JIULI, IPUCTYTAIONINX K OCYIIECTBICHHIO EATEILHOCTH B chepe
obparmenus JIC.

O06s3aTenbHbIN MPO(UITAKTUYECKIA BUSUT MPOBOJUTCS B paboyee BpeMs, B IIEPHOJ], yCTAaHABINBAEMbIN YBEJIOMIICHUEM,
Y HE MOXKET IIPEBBILIATH § 4aCOB.

B npornecce npo¢miiakTHYECKOT0 BU3NTA OCYIIECTBIAETCS HMHPOPMUPOBAHUE KOHTPOJIUPYEMOTO JInuIa 00
00s13aTENIbHBIX TPEOOBAHUAX K JIEATEIILHOCTH, COOTBETCTBUU KPUTEPUSIM PUCKA, IIEPHOAMIHOCTH KOHTPOJILHO-
HaJ[30pHBIX MEPOIIPUATHH.

[To uroram NpoUIAKTUIECKOTO BU3UTA JTOHKHOCTHOE JIMIIO OpraHa FOCKOHTPOJIS COCTABIISIET aKT B 2 HK3EMILISApax.

O npoBeneHnH TPOPUIAKTHISCKOTO BU3UTA KOHTPOIMPYEMOE JIMIIO YBEAOMIICTCS HE TIO3/IHEE YeM 3a 5 pabounx JHE.

3anumure COOTBCTCTBYIOIYIO ITOCIICAOBATCIIBHOCTD I_[I/I(bp CJICBA HAIIpaBO:

A

B [B|T |

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

TekcT 3aganusi: Y CTaHOBUTH COOTBETCTBHE KOHTPOJIBHBIX (HAI30PHBIX) MEPOIPUATHI PU MpoBeAeHUU (heaepaabHOro
rOCYJIapCTBEHHOTO KOHTPOJIs (Haa30pa) B chepe oOpaleHus JIeKapCTBEHHBIX CPEJICTB.

K kax10ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO TO3UIIMIO U3 TIPABOTr0 CTOJIOMA:

OOBbeKT XapakTepucTuka
[IpoBomuTCS 10 MECTY OCYILECTBIICHUS
A JlokymeHTapHas 1 | ZeATETbHOCTH KOHTPOMPYEMOTO JIUIA C
IIPOBEPKA Tpe/IBApUTEIILHBIM YBEIOMIIEHHEM 3a 24
Jaca.
B Brie3nnas 2 [IpoBoauTCs 110 MECTY XpaHEHUS U
MIPOBEPKa peanu3alyu MpoIyKTa.
[IpoBomuTcs 10 MECTY HAXOXKJICHUS
B NucnekunoHHbIi 3 | KOHTpOIbHOrO (HaI3OPHOr0) OpraHa Ha
BU3UT OCHOBaHUH JJOKYMEHTOB
KOHTPOJIUPYEMOTO JIMILIA.
Habmronenue 3a [IpoBoauTCS 110 MECTY HAXOXKIECHUS
r COOJTIOZICHHEM 4 | KOHTPOIHMPYEMOTo I 0e3
00s13aTeNHHBIX MIPEABAPUTEIILHOTO YBEIOMIICHHUS O
TpeboBaHMiA MIPOBE/ICHUH MEPOIIPUSITHSL.
J1 | Be10OpouHEbIi 5 | ITpoBOIUTCS IO MECTY HAXOMKICHHUSI




KOHTPOJIb 00BeKTa KOHTPOJISI B LETISIX BU3YaIbHOM

OLIEHKH 0e3 HHPOPMUPOBAHHS
KOHTPOJIMPYEMOT O JIUIIA.

3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:

A

b

B |I' | [

[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIBHOCTD.
Texkcr 3amanust: Y CTaHOBUTH MOCIEAOBATEIBHOCTD JEHCTBUN HA MOIYYEHUE JIMLCH3UN HA IPOU3BOACTBO JIEKAPCTBEHHBIX
nmpemnaparoB Ajid MCAUIUHCKOTI'O ITPUMCHCHU.

1.

2.

MUHOPOMTOPT IPOBOAUT IPOBEPKY ITOTHOTHI U TOCTOBEPHOCTH CBEICHHUM B JOKYMEHTaX U COOTBETCTBUE COMCKATEIIS
JTUICH3UH JINIIEH3UOHHBIM TPEOOBAHMSM, IPUHUMACT PEIICHUE O TIPESIOCTABICHUN WIH OTKA3¢ B JIMIICH3HH.
Couckarenb JULEH3UU HanpasisieT B MuHnpomtopr Poccuu 3asiBiaeHue o MpeaoCcTaBIeHUH JTUIEH3UH, KOTTHH
JIOKYMEHTOB, MOJATBEPKIAIOIINX COOTBETCTBYIOIIHUE JINLIEH3UOHHBIE TPEOOBAaHMUSI, U OMUCH MPHIIATaeMbIX TOKYMEHTOB.
B Teuenue Tpex pabouux JAHEH Mociae BHECEHUS JUIEH3UH B peecTp MUHIIPOMTOPT HANpPaBIISAET JUIICH3UATY
YBEIOMJICHHE O IPEIOCTABICHUU JTULIEH3UH.

B cityyae npuHSTHSA pelieHns O MPeI0CTaBICHUH JIULEH3UU 3aIIMCh O IIPEIOCTABICHUH JIMLEH3UU BHOCUTCS B PEECTP
JIMLIEH3UI B JI€Hb PETUCTPALlN MMPHUKA3a.

JIOKyMEeHTBI, CBA3aHHBIE C MPEAOCTaBICHUEM (OTKa30M B MPEAOCTABICHNUHN ) JIULIEH3UH MTPHOOIIAIOTCS K TUIIEH3NOHHOMY
Jeny.

3anuiuTe COOTBETCTBYIOIIYIO MOCIEI0BATENILHOCTh IU(P CII€Ba HAIIPaBO:

A

b

B[l [

[IpounTaiiTe TEKCT U YCTAHOBUTE ITOCIIEIOBATEIBHOCTD.
Texcrt 3aganus: Y cTaHOBUTE MOCIEI0BATEIbHOCTD I€HCTBUI MO Nepeo(OpMIIEHHUIO JIMLIEH3UHN Ha IIPOU3BOJICTBO
JIEKapCTBEHHBIX MPENApPaTOB A1 MEAULIMHCKOTO IPUMEHEHUS.

1.

2.

3asiBUTENb HanpasisieT B Munnpomropr Poccun 3asiBienune o nepeoopMiIeHUH JIMLEH3UH, TIpUjlaraéMble K 3asiBJICHUIO
JIOKYMEHTBI U OITUCH JJOKYMEHTOB.

B cimydae HenpencTaBieHus TMIEH3UATOM B 30-THEBHBIA CPOK UCIPABICHHBIX JOKYMEHTOB, MUHIIPOMTOPT IPUHUMAET
peleHre 00 0TKaze B epeoHOpMIICHNH JIMIICH3UU U BO3BPAIIAET 3asIBUTEIIO 3asBJICHUE U JOKYMEHTHI.

Ecnu noxymeHTs! 0(hopMIIEHBI ¢ HapYLIeHHEM TpeOoBaHMi, B TeueHue 3 paboumx AHel MUHIPOMTOPT HalpaBiseT
JUIEH3UATy yBEJIOMJIEHHE O HEOOXOIMMOCTH yCTpaHeHusl HapylieHui B 30-1HEBHbBIN CPOK.

Ceenenus o nepeopopmiieHHH (0TKaze B epeoGOpMIICHUH JIUIIEH3UN ) BHOCATCS B peecTp JUIEH3UN. JJOKyMeHTHI,
CBsI3aHHBIE C IEPeOPOPMIICHIEM JIMLEH3UHU IPHOOIIAIOTCS K JUIIEH3UOHHOMY JIENy.




5.

B ciydae npuHATHS pemieHus o nepeoGopMICHIH JIUIEH3UN OHA 0(OPMIIIETCS] OTHOBPEMEHHO C MPUKA30M U B TEUCHHE
3 paboumx 1HEeH BpydyaeTcs JIULEH3UaTy.

3anummTe COOTBETCTBYIOUIYIO OCIEI0BATEIBHOCTD UG ClIeBa HANIPABO:

A

b

BTl [

HpOQHTafITe TEKCT U YCTAHOBUTE IIOCIICA0OBATCIbHOCTD.
Tekct 3aJaHusd: YcraHnoBure MOCJICA0BATCIIbHOCTD ITPOBCACHU A HHCIICKTUPOBAHUA ITPOU3BOJACTBA JICKAPCTBCHHLIX CPEACTB.

1. B ciyuae BbISIBIECHUSI HECOOTBETCTBUM B JOKYMEHTaX, KOMUCCHsI Bpy4YaeT IPOU3BOIUTEIIO YBEJOMIIEHHE 00
yCTpaHEHUU HapylieHul B TeueHue 20 padounx aHel. B ciayyae HeycTpaHeHUs HapyIIEHUH YIIOJHOMOYEHHBIM opraH
BBIHOCHT pelIeHUs 00 OTKa3e B BhIJaue 3aKIIOUYCHUSI.

2. IIpouzBoautesns JIC HanpaBiseT yIOJIHOMOYEHHOMY OpraHy 3asBJIE€HUE, KOIIMI OCHOBHOT'O JJOChE MPOU3BOJCTBEHHON
IUIOLIA/IKH, CBEJICHUS O BBISIBJICHHBIX HECOOTBETCTBUSAX 3a IOCJIETHUE 2 TOAA, .KOIHIO JINLIEH3UH, TUCbMO O COTJIaCUU

9. WHOCTPaHHOTO ITPOU3BOJUTEIIS O NPOBEIECHNN NHCIIEKTUPOBAHUS.

3. [Ilo pe3ynpTaraM MHCIIEKTUPOBAHMS 0(OPMIIAETCSI HHCIEKIIMOHHbIN OTUeT.

4. Ecnu 10KyMEHTbl COOTBETCTBYIOT U HApYyIIEHUs YCTPAHEHBI, YIIOJIHOMOUYEHHBIH OpraH IPUHUMAET PELLICHUE O
IIPOBEJCHUN WHCIEKTUPOBAHMS.

5. Hudopmarnus o Beiayue (0TKa3e B BBIAUE) 3AKIIOUEHUS BHOCUTCS B TOCPEECTP 3aKIIOUYEHUN O COOTBETCTBUU
npousBoauTens TpedoBanmsiM GMP 1 pazmemniaercs Ha caiiTe yIIOJTHOMOYEHHOTO OpraHa.

3anumuTe COOTBETCTBYIOLIYIO OCIEI0BATENBHOCTD UG ClIeBa HANIPABO:
A|lb |B|I' | O
[TpounTaiiTe TEKCT U YCTAaHOBUTE MOCIEA0BATEIBHOCTD.
TekcT 3aganust: Y CTaHOBUTE MOCIIEI0BATEIBHOCTh MPOBEACHNS HHCIIEKTUPOBAHNUS TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB B
EADC.

1. TlpousBonutens JIC nonaer B papmMalieBTUYECKHI HHCIEKTOPAT 3asBJICHNE O NMPOBEJCHUN MHCIIEKLIUH, KOIHIO 10Che
(mactep-(aiina) TpOU3BOACTBEHHOM TUIOIAIKH, KOMUIO IEHCTBYIOMIECH JTUIIEH3UH, KOTIUIO JOKYMEHTA O COOTBETCTBHH
npousBojicTBa Tpedoanusim GMP, nepeuens JIC.

2. VHCHeKIMOHHOM rpyNmoi cOCTaBIsAeTCS OTYET O MPOBEACHUN MHCIIEKTHPOBAHMUSL.

10. 3. HWHucnexmus mpoBoauTcs (papManeBTHIECKUM HHCIIEKTOPATOM TocyaapcTBa-wieHa Coro3a, Ha TEpPUTOPUN KOTOPOTO
HaXOAUTCs IPOU3BOICTBEHHAS TUIOIIAKA.

4. TlpuHuMaeTcs penieHus o BblJjaue Wik 00 OTKa3e B BblJaue cepTu(dUKaTa COOTBETCTBUS IPOU3BOJUTENS TPEOOBAHUAM
GMP. Beigaua ceprudukara.

5. TIpoBoauTCst HHCIEKTUPOBAHUE MPOU3BOICTBEHHON IUIOIAAKH, BKII0Yas 0TOOP MaTepUaoB U MPOAYKLIUHU U

MIPOBEJICHUE UX JIAOOPATOPHBIX HCTIBITAHUM.

3anummre COOTBCTCTBYIOIIYIO MMOCIICAOBATCIBHOCTD I_II/I(I)p CJICBA HAIIpaBO:

A

b

BTl [




[IpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIbHOCTD.
TekcT 3aganust: Y CTaHOBUTE MOCIIEN0BATEIBHOCTD JEHCTBUI MHCIIEKIIMOHHOM IPYIIIBI B IIPOLIECCE HHCIIEKTUPOBAHMSL.

1. YucrneHHOCTh MHCHEKIIMOHHON TPYIIIBI JOJKHA COCTABIATh HE MeHee 2 (papManeBTHYeCKUX HHCIIEKTOPOB.

2. Beaymwii HHCIIEKTOP MO 3aBEPUICHUH KaXKJIOTO JIHS WHCIEKTUPOBAHUS ITPOBOAUT COBEIIAHUE C YICHAMH
MHCIEKIMOHHOMN Tpymiibl. B ciyyae BbIBIEHUSI KpUTHUECKUX HECOOTBETCTBHM BeIyIIUN HHCIIEKTOP HE3aMeATUTEIbHO
UHPOPMHPYET 00 3TOM OTBETCTBEHHBIX JIUI] HHCIIEKTUPYEMOT'0 CyOBbeKTa

11. 3. HHcnexknuoHHas rpymna u3y4aer MpeicTaBiIeHHbIE JOKYMEHTHI U pa3padaTbiBaeT MpOrpaMMy WHCIEKTUPOBAHHUS.

4. B Havane WHCIEKTHPOBAHUS MPOBOJUTCS BCTYIHUTEIHHOE COBEIIAHUE C TPEACTABUTEISIMU HHCIIEKTHPYEMOTO CyOBeKTa.

5. Ha 3aki1r0ounTebHOM COBEIIAHUHU C OTBETCTBEHHBIMH JIUIIAMU MHCTIEKTUPYEMOT'0 CyOhEKTa OrJIaIlaloTCs
Ipe/IBapuTeNIbHbIE UTOTH IO Pe3yJibTaTaM HHCIIEKTUPOBAHUS C 00CYK/IEHUEM BBISIBIEHHBIX HECOOTBETCTBHIA.

3anummTe COOTBETCTBYIOUIYIO MOCIEI0BATEIBHOCTD UG ClIeBa HANIPABO:
A|lb |B|T | I
[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Tekct 3aganusi: Y CTaHOBHTE COOTBETCTBHE B KiIaccuukamyu HecooTBeTcTBUH TpeboBanusiM GMP, mpunsteim 8 EADC.
K kax10ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 IPABOTr0 CTOJIOMA:
OOBeKT XapaKTepuCcTHKa
He MoryT kiaccuguimpoBaTbest Kak
N Kpuiicekie . CYIIECTBEHHBIE, HO MOTYT IPUBECTHU K
HECOOTBETCTBHUSA nponssonctsy JIC, ne
COOTBETCTBYIOILIETO IOKYMEHTaM
PETUCTPALIMOHHOTO JIOCHE.
HecooTBeTcTBHS, KOTOpbIE HE MOTYT
12. KJ1accu(UIUpPOBaThCS Kak
B CymiecTBeHHbIE o | KPUTHUECKHE UIIH CYIIECTBEHHBIE, HO
HECOOTBETCTBUS YKa3bIBalOT HAa OTKJIOHEHHE OT
TpeboBanuit npasuwi GMP,
yrBepxkaaemMbix EQK.
[TprBOIAT K CYIIECTBEHHOMY PUCKY
B IIpoune 3 | BO3MOXKHOCTH IPOH3BOICTBA JIC,
HECOOTBETCTBUSA OIACHOTO YIS 3I0POBbS U )KU3HU
YyeJIoBeKa.
3anumure BIOpaHHbIE IU(PBI TI0J] COOTBETCTBYIOIIMMHU OyKBaMU:
A|b |B
13 [IpounTaiiTe TEKCT U YyCTAHOBUTE MOCIEA0BATEIBHOCTD.

TekcT 3amanus: Y CTaHOBHUTE IIOCIEA0BATEIbHOCTD NEHCTBUI MHCIEKIIMOHHOMN T'pYIIIbI IpHU COCTABJICHUU OTYCTA O
NMPOBCACHUHN MHCIICKTHUPOBAHM.




wmn

4.
S.

Ecnu B X071 MHCTIEKTHPOBAHMSI ObLITH BBISIBIICHBI KPUTUYECKUE WM CYIIECTBEHHBIC HECOOTBETCTBHS, COCTABIISACTCS
yacTh | oT4yera B 2 9K3eMIUISIpax U 4acTh 2 OTYETa B 2 IK3EMIUIIpax 00 yCTpaHEHUU HECOOTBETCTBUIA.

Ecnu B X071€ MTHCIEKTUPOBAHUS HE OBLIO BBISIBJICHO HECOOTBETCTBUI, B OTUETE YKA3bIBACTCS «HE IPUMEHUMOY.
Otuer cocrapisieTcs B 2 sk3emIuiapax. OAauH SK3eMIUIap oTtdyera (4actu 1 Win yacTu 2) HanpaBisieTcs
MHCIEKTUPYEMOMY CYOBEKTY, BTOPOil 3K3EMIUISIp XpaHUTCS B apXuBe (papMarieBTUUECKOro HHCIEKTOpaTa.

Ecnu ObutH BBISIBJICHBI TOJIBKO IPOYME HECOOTBETCTBUS, B OTUETE YKA3BIBACTCS «IIPHU CIEAYIOMIEH HHCIICKIIUN.
®dapManeBTUYECKUN MHCIIEKTOPAT MPEACTABISET KOMHUIO OTYETa B YIIOJTHOMOUYEHHBIH OpraH Mo MECTY CBOETO
pacroI0kKeHUs.

3anummTe COOTBETCTBYIOUIYIO MOCIEI0BATEIBHOCTD UG ClIeBa HANIPABO:

A

b

BT |

IIpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIBHOCTD.
TekcT 3aganust: Y CTaHOBUTE MOCIEN0BATEIIBHOCTD IPOBENCHNS HHCIIEKTUPOBAHNUS ITPOU3BOJICTBEHHBIX IIOMAnok B EADC
JTUCTAHIIMOHHBIM CIIOCOOOM.

1. MHcnekTupoBaHUE OCYIIECTBISIETCS Oe3 Bble3/ia apMaleBTUIECKUX HHCIIEKTOPOB Ha IPOU3BOICTBEHHYIO TUIOLIA/IKY.
2. B KoHIIe Ka)/10TO JTHS POBEICHUS JUCTAHIIMOHHOTO HHCIIEKTUPOBAHUS (hapMaIleBTHUECKIE HHCTIEKTOPHI COCTABIISIOT
CIIMCOK BOTIPOCOB U IEpe4eHb HEOOXOMMOM JOKYMEHTAI[H, KOTOPBHIE BBICHIIAIOTCS HHCIIEKTUPYEMOMY JIHILY.
3. ®apMareBTHYECKUI HHCIIEKTOPAT YBEIOMIISIET MHCIIEKTUPYEMBIN CyOBEKT O MPOBEACHNUH JIUCTAHIIMOHHOTO
MHCIIEKTUPOBAHHS M O HEOOXOJMMOCTH OPraHU3aIMU TEXHUYECKOT0 TECTHPOBAHMS ayAHO- U BHCOCBS3M 0 Havyaja
14. TECTUPOBAHUSI.
4. JIucTaHIIMOHHOE MHCIIEKTUPOBAHME 3aBEPIIAETCS 3aKJIIOYUTEIbHBIM COBEIIAHUEM, TJI€ MTOJIBOATCS UTOTH, OTJIallIaroTCs
BBISIBIICHHBIE HECOOTBETCTBUSI.
5. JlucTaHIIMOHHOE MHCIIEKTUPOBAaHHE HAUMHAETCS CO BCTYIMUTEIBHOIO COBEIIAHNUS, Ha KOTOPOM MHCIEKTHPYEMBIH
CyOBEKT MOJTBEPKIALT TAaHHBIE TEOJIOKAUH (IIUPOTY, AOJITOTY) PACHIOIOKESHHS TPONU3BOICTBEHHOH TUIOMIAIKH.
6. MHcnekuuoHHas rpymnia COCTaBIsSET OTUET O MPOBEIECHUH JUCTAHIIMOHHOTO HHCIIEKTUpoBaHus. [IpousBoaurento
BBIJIaeTCs CepTUHUKAT cOOoTBeTCTBUs porn3BoicTBa JIC TpedoBanmsim GMP EADC.
3anumuTe COOTBETCTBYIOUIYIO MOCIEI0BATEIBHOCTD IIM(P ClieBa HAIIPABO:
A|b |[B|I |OA]|E
[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIBHOCTD.
Texct 3aganus: Y CTaHOBUTE MOCIEI0BATEIBHOCTD MTPOBEICHUSI COBMECTHBIX (hapMarieBTHYeckux uHcnekuuii B EADC.
1. CoBmecTHBIC (hapMaIleBTHUECKIE WHCTICKIIMH TTPOBOJISTCS B TUTAHOBOM M BHETUTAHOBOM Tiopsiike. CoBMeCTHBIE
15. IUTAaHOBBIC MHCHEKIIMH MTPOBOJISATCS B paMKax COTPYIHUYECTBA U OOMEHA OTBITOM.
2. Benyuuii HHCTIEKTOP COTTIACOBBIBAET C MHCIIEKTUPYEMBIM CyOBEKTOM JIaThl IPOBEICHUS BHEIIJIAHOBOW MHCIIEKLIUU U
3aIpanIuBaeT y Hero HeoOXOAMMbIe JOKYMEHTEHI, pa3padaThiBaeT MPOrpaMMy HHCIIEKITHH
3. CoBMecCTHbIE BHEIUIAHOBBIE (papMalleBTUYECKHE HHCTIEKIIUU MPOBOSATCS B IIEIISX YPETryJIMpOBaHUs Pa3HOIJIACHH 1

obecredyeHns B3aHMHOT0 NPpU3HaAHUA TOCYAJapCTBaAMU-4JICHAMH Coroza PE3YJIbTATOB MHCIICKTUPOBAHHMA IIPOU3BOJICTB,




5.

JOKJIMHUYECKUX U KIMHUYECKUX UCCIICIOBAaHUH, CUCTEM (apMaKOHAI30pa M JUCTPHOBIOLNH.

ITo pe3ynbraTaM paccMOTPEHUS HHCIIEKIIMOHHOTO OTYETa DKCIIEPTHBIM KOMUTET MOATrOTaBIMBACT PEKOMEHJALUH 110
YPeryJIMpOBaHUIO PA3HOTIIACKH U HAPABJISIET MX B YIIOJTHOMOUYEHHBIE OPraHbl TOCY1apCTB-YWICHOB, 00ECTICYHBAIOIINE
B3aMMHOE IIPU3HAHUE TOCYAAPCTBAMU-YJICHAMHU PE3yIbTaTOB UHCIIEKTUPOBAHUS.

Ilo 3aBepiueHnN NpOBENCHNS BHEIUIAHOBOW MHCIIEKIIUU BEAYLINI HHCIIEKTOP HAIIPABJIAET HHCIICKIMOHHBII OTYET B
YIOJIHOMOYEHHBIE OPTaHbl TOCYapCTB-WICHOB, HHCIIEKTUPYEMOMY CYOBEKTY U B DKCIEPTHBIN KOMUTET.

3anummure COOTBETCTBYIOIYIO ITOCIIEA0OBATCIIBHOCTD I_[I/I(bp CJICBA HAIIpaBO:

A

b [B[T |

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
TekcT 3aganust: Y CTaHOBUTE COOTBETCTBHE CONEP KAHUS PA3elIOB OTYETA O MPOBEACHUH HHcnekTHpoBanus B EADC.

K Kax[10¥ MMO3UITNH, TAHHOU B JICBOM CTOJIOIIE, MO0SPUTE COOTBETCTBYOIIYIO MO3UIUIO U3 TIPABOTO CTOJIOMA:

OObekT XapakTepUCTUKa
A OcHoBHBIE M3MEHEHHS, TIPOHCIIE/INIAE CO | 4 | gy o |
BpPEMEHH IIPEAbLIYIIEH MHCTICKIIMH.
B Habmnronenust 3a pesysbratamMu > | Yacrs Il
WMHCIICKTUPOBAHHUSL.
16. B OrneHka maHa KOPPEKTUPYIOIIHX 1
IPEAYNPESKIAFOIINX ACHCTBUN.
I' | IlepeueHpr HECOOTBETCTBUM 4
Pe3ynbraThl HHCIEKTUPOBAHUS U
A PEKOMEHIAIHH.
3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIMMU OyKBaMu:
A|b |B|TI | [
[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcrt 3amanusi: Y CTaHOBHUTE COOTBETCTBUE OCHOBHBIX Pa3/IeliOB CHCTEMbI KauecTBa (papMarieBTUYECKOr0 HHCIIEKTOpaTa
EADC.
K ka0 Mo3uiiuu, JaHHOM B JIEBOM CTOJIOIE, TTOA0EPUTE COOTBETCTBYIONIYIO MO3HUITUIO U3 MIPABOTO CTOJIOMA:
OOBeKT XapakTepucTrKa
17. [NoBbimieHye KBaMpUKAIIT

OpranusairioHHast 1

A (bapManeBTHUECKUX MHCIIEKTOPOB,
CTpyKTypa >
BBINIOJTHEHNE TU1aHA MHCIIEKIINH.
ITopsanok B3aumozaeicTBys
5 Opranuzanys 2 (apMareBTHUECKOr0 MHCIIEKTOpaTa C
JEATENbHOCTH JPYTMMH NOAPa3IeIeHUSIMA

YIIOJJHOMOYCHHOI'O Oprada U ApYIruMu




OpraHu3alussMun.

Anamms
B | ¢yskimonupoBanust | 3
CHCTEMBI KauecTBa

[TnanupoBaHue NpoBEACHHUS
(bapMareBTHUECKUX MHCIICKIIUIA.

OTueTHOCTH O IIPOBEAECHHBIX

I' | CAPA-cucrema 4 | MHCIIEKIUAX, KOJINYECTBE
BBISIBJICHHBIX HECOOTBETCTBHI
il VYirydiienue 5 Cucrema KOppEKTUPYIOLIHX U
KayecTBa NpeIyIPEXIAOIMX JEHCTBUM.

3anuiuTe BIOpaHHbIe HU(PHI 110 COOTBETCTBYIOIIMMH OyKBaMu:
A|lb |B|T | I

[IpounTaiiTe TEKCT M yCTAHOBHUTE IOCIIEI0BATEIHLHOCTb.
Tekcr 3amanus: Y CTaHOBUT MOCIIEOBATEIBHOCTD MIOATOTOBKU K ITPOBEICHUIO CAMOMHCIIEKIIMH Ha (papMareBTHYeCKOM
HPEATIPUSITHH.
1. Pa3paboTka mporpaMMbl CAaMOMHCIEKIIHY.
2. MOHUTOPHHT U aHAJIU3 POTPAMMBI CAMOWHCTICKIIHH.
3. PaszpaboTka oTyeTa 0 CAMOMHCIICKIIUH.
4. OreHka KOMIETEHTHOCTH ayJUTOPOB U UX JEATEILHOCTH.
5. PaszpaboTka miiaHa KOppEeKTUPYIOLIUX U MPEIyIPekKIAI0NNX IEHCTBUH.
6. XpaHeHHe JOKYMEHTOB MO0 CAMOMHCIIEKIIUH.
3anuImTe COOTBETCTBYIOUIYIO OCIEI0BATENBHOCTD UG ClIeBa HANPABO:
A|b [B | |A]|E

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

Tekcr 3amanust: Y CTaHOBUTE COOTBETCTBUE COACPKaHUSI MPOTOKOJIAa CAMOMHCIIEKIIUU TI0 OCHOBHBIM CUCTEMaM
(bapMaleBTUYECKOTO MPEANPUITHS.

K kax10ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO TO3UIIMIO U3 TIPABOTr0O CTOJIOMA:

OOBeKT XapaKkTepucTuKa
Banmuparus TeXHOIOrHYECKOro
A Crcrema 1l | oggcclzla JIOKyMCHTHPOBAHUE
«KauecTBo» P i Y P
MPOIIECCOB, KOHTPOJIb
Cucrema
GHanms IIporpaMma Banuanym, KOHTPOJIb
b i 2 | xauecTBa MPOAYKIIUH, pacCIeIOBaHUE
TTOMEIICHUS U
HHIIHAJICHTOB
000pyI0BaHUE
B | Cucrema 3 | IlpegorBpaliieHre IEPEKPECTHOTO




«Marepuanbn 3arpsi3HEHUS], OUMCTKA, BATMAALMS
OUNCTKHU
Cucrema X
I | pomssoxcTso 4 paHeHHe, Bblzaua STUKETOK, KOHTPOIb
Ty OTIepaIii, OUMCTKA JIMHUA
Cucrema BxoaH0 KOHTPOIE
I | «YmakoBka u 5 OHTPOJIb, PACCIICHOBARHC
OTKJIOHEHUH, XpaHEHHE
MapKHUPOBKaY
E

3anuiuTe BhIOpaHHbIE LU(PHI 110 COOTBETCTBYIOIIMMH OyKBaMU:
A|b |B|I' | q|E

20.

IIpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIBHOCTD.
Tekcrt 3agaHus: Y CTaHOBUTE MOCIEI0BATEIbHOCTh BHEPEHUS IPOrpaMMbl CAMOMHCIIEKIIMU Ha (hapMalieBTUYECKOM
IPEIITPUITHH.
1. I[OBGI[GHI/IH A0 COOTBETCTBYIOIIUX YUACTBYIOIIUX CTOPOH TEX JacTen InporpaMmMbl CAMOUWHCIICKIIMHU, KOTOPBIC

HENOCPEICTBEHHO K HUM OTHOCATCH.
Onpenenenue nenei, o0aacTell U KPUTEPUEB VI KaXkK 10 IPOBOAUMON CAMOMHCIIEKIIUY.
dopMHpOBaHUE TPYIII MO AYTUTY, 00JIATAIONINX HEOOXOJMMON KOMITETEHTHOCTBIO.
[TpenocTaBienne HEOOXOAUMBIX PECYPCOB IPYIIIIaM 110 ayAUTY.
IIpoBeneHune ayIMTOB B COOTBETCTBUU C IPOTPAMMON U B YCTaHOBJICHHBIE CPOKH.
Benenus 3anucei 10 CAMOMHCIIEKLIUN U UX XpaHEHUE.
3anummTe COOTBETCTBYIONUIYIO MIOCIEI0BATEIBHOCTD LIU(P ClieBa HAMIPABO:

A|b |B|T' | |E:

ook own

33}13]![/[7[ OTKPLITOI'O THIIA

HazoBute BUIBI (bez[epaJILHoro TOCYAapCTBCHHOI'O KOHTPOJIA (Hazl30pa) B C(pepe o6pa1ueHI/m JICKAPCTBCHHBIX CPCIACTB.

VYKaxute yroTHOMOYEHHbIE OpTraHbl, OCYIIECTBISIONIME (DeepalbHbIi rocyJapCTBEHHBIN KOHTPOJIb B chepe oOpaltieHus
JIEKapCTBEHHBIX CPEACTB.

VYxkaxure 00BeKT (eiepaTbHOro TOCYIapPCTBEHHOTO KOHTPOJIs (Haa3opa) B chepe 0OpallieHrst JIEKapCTBEHHBIX CPE/ICTB.

OObsicHUTE MIPUHIIAIT OTHCCCHUSA CY6’LCKT8. O6paH_[CHI/I}I JICKApCTBCHHBIX CPCIICTB K OHpC,Z[CJ'IGHHOﬁ KaTCropuun pyucka.

OO0BsicCHUTE TTOPSIIOK OCYIIECTBIICHHUS MPOMMIIAKTUKN PUCKOB TIPH MTPOBENEHUH (heIepaTbHOTO TOCYTApCTBEHHOTO KOHTPOJISI
(Ham30pa) B chepe oOparieHus IeKapCTBEHHBIX CPEIICTB.

IlosicamnTe IMPaBOMCPHOCTD UCIIOJIB30BaAHMA OpPraHoM roCy1apCTBEHHOIO KOHTPOJIA q)OTOCLeMKI/I, ay/In0- 1 BUACO3aIIMCH TIpU




NpOBeCHNH (peiepaabHOro TOCYAapCTBEHHOTO KOHTPOJIS (Ha130pa).

7. VYKaxuTe BU/Ibl KOHTPOJIBHBIX (HAJ30PHBIX) MEPONPUATHUI, IPOBOJUMBIX ITPU OCYIIECTBICHUH (PeaepabHOIO TOCYJapCTBEHHOTO
KOHTPOJIS (HA/130pa).

8. OObsicHUTE BO3MOXKHBIE JAEHCTBUS OpraHa rocyAapCTBEHHOIO KOHTPOJIS 110 Pe3yJIbTaTaM KOHTPOJIBHOTO (HAI30PHOT0) MEPOIPUSATHSL.

9. [NosicHuTe 3HaYECHNE KITFOYEBOTO MMOKa3aTeNs eepaIbHOrO rOCYIapCTBEHHOTO KOHTPOJIS (Ha30pa) B cepe oOparieHus
JIEKapCTBEHHBIX CPEACTB.

10. | HazoBute nuIIeH3MOHHBIE TPEOOBAHNS, TIPEABSIBISEMbIC K JIMIIEH3UATY JUISl OCYLIECTBICHUS ACSITEILHOCTH 110 TIPOU3BOJICTBY
JIEKapPCTBEHHBIX CPEACTB I MEIULIMHCKOTO IIPUMEHEHMS.

11. | Ha3oBuTe 1OKYMEHTBI, IPEABSIBIISIEMbIE JUIS ITOY4YEHHs JIMLIEH3UN Ha ITPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB IS MEULIMHCKOTO
IIPUMEHEHUSL.

12. | IlosicHuTe OTANYME JIULIEH3UOHHOTO KOHTPOJIA U (papMalieBTUYECKOr0 MHCIIEKTUPOBAHMS IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB.

13. | VkaxuTe yrnoJIHOMOYEHHBIE OPraHbI MO OCYIIECTBICHUIO JIMIIEH3MOHHOTO KOHTPOJIA B c(hepe TPOM3BOICTBA JISKAPCTBEHHBIX CPEJICTB.

14 | HazoBute Bu/bl MPO(PMIIAKTUUECKUX MEPONPUATHI IPU ITPOBEAESHNH JIMLIEH3UOHHOTO KOHTPOJIA B c(hepe MPOU3BO/ICTBA
JIEKapCTBEHHBIX CPEACTB.

15 | Beigenure 0coGEHHOCTH MTPOBEIEHUS TPOPUIAKTUIECKOTO BU3UTA P OCYILECTBICHUH JIULEH3MOHHOTO KOHTPOJIS B chepe
MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

16 | Vkaxure BU/IbI KOHTPOJIBHBIX MEPONPUATHI IIPH OCYILIECTBICHUN OCYJAPCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS.

17 | Ha3zoBuTe BUbI KOHTPOJIBHBIX JEUCTBUI U MPOBEAECHUN IOKYMEHTAPHOM 1 BBIE3THOM IPOBEPKaX B XOJI€ FOCYIapCTBEHHOTO
JIMLEH3UOHHOTO KOHTPOJIS.

18. | OObscHUTE MpaBuIIa IPUMEHEHUs (POTOCHEMKH, ay/IMO- U BUJICO3AMMCH IIPH OCYILIECTBIEHUH JIUIIEH3MOHHOTO KOHTPOJIA B chepe
MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

19. | INosicHuTe KITFOUEBbIE ITOKA3aTENN JIMLIEH3MOHHOTO KOHTPOJIS B c(hepe MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

20. | OxapakTrepu3yiTe HHCIIEKTOpAT B chepe MPOM3BOJICTBA JISKAPCTBEHHBIX CpeACTB B Poccuiickoit deneparum.

21. | Haiire onpesneneHue Hauiexareil por3BOJICTBEHHOM MPAKTHKE.

22. | YKax#uTe YIOJTHOMOYEHHBIC OPTaHbI IO OCYIIECTBICHHUIO JIMIICH3NOHHOTO KOHTPOJIS B chepe 0OpaIieHus JTIeKapCTBEHHBIX CPEJICTB.

23. | MMosicawre nemm Cxembl BzaumoeicTeus (hapmanesrnueckux uncriekroparos PIC/S.

24. | Obwsicaute yenosus BeTymienus crpansl B Cxemy PIC/S.




OIIK - 1. Criocoben k
OpraHM3aIHH,
YIPaBICHUIO U
PYKOBOJICTBY paboTOM
MIPOHM3BOICTBEHHOT O,
PErYJISSTOPHOTO HJIH
HCCIIEIOBATEIbCKOIO
0/Ipa3iciICHUs B
COOTBETCTBHH C
YCTaHOBJICHHBIMHU
TpeOOBAHUSAMH U

JIy4YIIUMHU TPAKTUKAMH.

OIIK-2. CriocobeH k
OpraHu3alu
B3aNMOICHCTBUSA
MIPOU3BOUTENEH
JIEKapCTBEHHBIX
CPEJICTB, HAYYHBIX
OpraHM3alnii ¢
benepaabHBIMU
opraHamu
WCTIOTHUTETbHOMN
BJIACTU U OpraHaMu
HWCTIOTHUTETbHOMN
BIIACTH CyOBEKTOB
Poccuiickoit
denepauuu,
OCYIIECTBIISIOMUMHA
MOJIHOMOYHS B cepe
oOparnieHus
JIEKApCTBEHHBIX
CPEICTB.

3aganusi 3aKpbITOr0 THIIA

[IpounTaiiTe TEKCT U YCTAHOBUTE OCIEIOBATEILHOCTS.
Tekcr 3amanus: Y CTaHOBHUTE MOCIIEA0BATEIBHOCTH CO3AHUS MEKTyHAPOIHBIX HEKOMMEPYECKUX OpraHu3alHii B chepe
oOpalieHus JeKapCTBEHHBIX CPEJCTB.
1. Cxema corpyauuuectBa papmanesrudeckux uncrnekiuii PIC/S (Pharmaceutical Inspection Co-operation Scheme).
2. EBpazwmiickuit s3xonomuuecknii coro3 (EADC) B chepe obpamenus JIC.
3. MexmyHapoaHass KoH(pepeHIHs (COBET) 10 TapMOHHM3AIMH TEXHHYECKUX TPeOOBAaHMN K JICKAPCTBEHHBIM IIperaparam
(ICH).
4. KomueHuus o cotpyanndectse papmaneprudyeckux uacnekimii PIC (Pharmaceutical Inspection Convention).
3anuImTe COOTBETCTBYIOMIYIO MOCIEI0BATEILHOCTh UG CIeBa HAPABO:

A|b |B|T

IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texcr 3ajaHus: Y CTaHOBUTE COOTBETCTBHE BEAYIIUX 3apyOeKHBIX PEryIATOPHBIX areHTCTB.
K kax/10#1 o3u1My, 1aHHOHU B JIEBOM CTOJIOLE, [10I0EPUTE COOTBETCTBYIOILYIO MO3UIMIO U3 IIPABOI0 CTOJIONA:

OOBeKT XapakTepucTrKa
HarrioHaiibHOE areHTCTBO 110
A | Ge30macHOCTH JIeKapCTBEHHBIX cpenctB | 1 | Slnonust.
Y TOBAPOB MEIMIIMHCKOTO HAa3HAUCHUSL.
ATEHTCTBO 110 JICKapCTBEHHBIM CPE/ICTBA
Y MEJTUITMHCKUAM U3JIETTHSM 2
MunmCTEpCTBA 3APABOOXPAHEHUS H
OJarononyyus. .
B | EBporelickoe MEMIIMHCKOE areHTCTBO. | 3 Ppannms.
VYrpaBiieHue 1o KOHTPOJIO KauyecTBa
I' | nuieBbIx npoaykToB U JekapcTBeHHbIX | 4 | Ctpansbl EC.

CIIA.

CPEICTB.
3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIMMMU OyKBaMu:
A|b |[B|T

IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Texct 3aganust: Y CTaHOBUTE COOTBETCTBHUE OCHOBHBIX TTOTHOMOYHIA PETYISITOPHBIX opraHoB Poccuiickoit denepanuu B chepe
oOpallieHus JTeKapCTBEHHBIX CPE/ICTB.

K kaxao¥ mo3unyu, JaHHOH B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO TIO3UITMIO U3 TIPABOTO CTOJIOMA:

OOBeKT XapakTepucTrUKa
Onpenenenue pernoHaIbHBIX
MIPEIEIILHBIX OITOBBIX U PO3HHYHBIX

A | Munzapas Poccrn | 1




TOPrOBBIX HAJ0ABOK.
JIunieHsupoBanue u

b | Poc3npaBHamzop 2 WHCIIEKTUPOBAHUE TIPOU3BOCTBA
JIC.

I'ocynapcTBeHHas peructpaius
JIEKAPCTBEHHBIX MPETapaToB.

MunnpomTopr N
B p p 3 | Boimaua pa3perienuii Ha
Poccun
MPOBEACHHE KIIMHUYECKUX
HCCIICOBAHUM.
Konrpons xauectsa JIC.
Opraubt
N ®apmakoHa30p.
UCTIONTHUTEIbHON
r 4 | JlunensupoBanue Gapm.
BJIaCTU CyOBEKTOB
PD JeATEeIbHOCTH ONTOBBIX (hapM.
OpraHu3alii.
3anumuTe BRIOPaHHBIC U(PHI 110 COOTBETCTBYIOIMIMMH OyKBaMU:
A|lb |B|T

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.

Tekcrt 3aganus: Y CTaHOBUTE COOTBETCTBHE B OIPEICIIEHUN OCHOBHBIX 33/1a4 MEX/TyHAPOAHBIX HEKOMMEPUYECKUX OpTaHU3aIIil
B cepe oOpalieHust JIeKapCTBEHHbBIX CPEJICTB.

K ka)10ii mo3uIyu, TaHHOW B JIEBOM CTOJIOIIE, MOJOEPUTE COOTBETCTBYIOIIYIO MO3UIIUIO U3 TIPABOTO CTOJIOIA:

OOBeKT XapakTepucTuKa
OOpa3oBaresbHast 1eTENbHOCTD
A MesxyHapoaHas 1|10 00y4eHHIO HHCTIEKTOpaTa,
koHpepenuus ICH. 9KCIIEPTHAS U KOHCYJIbTAllMOHHAsS

JiesITeIbHOCTh B pamMkax EADC.

Kounsenmus o
l"apMoHM3anys TEXHUUECKUX

co HUYECTBE 9

b TPy A 2 | TpeOOBaHMIA K JICKAPCTBEHHBIM
(hapMarieBTUUECKIX

. TnpernapaTam.
nacrexuyii PIC.
. OOMeH ONBITOM M COBMECTHOE

EBpazuiickast akagemust

B 3 | oOyueHHEe UHCIIEKTOPOB B paMKax
HaJISKAIIUX MTPAKTHK. EC
Cxema coTpyIHUUECTBA I"apmonm3anust TpeboBaHMi K

I' | dbapmaneBTHUECKHX 4 | MHCIIEKTUPOBAHHUIO IPOM3BOICTBA
uncneknuii PIC/S. JICKAPCTBEHHBIX CPEJICTB.

3anummuTe BRIOpaHHBIC IUQPHI TTOT COOTBETCTBYIONTMMHU OYKBAMH:




A|b |[B|T

[TpounTaiiTe TEKCT U yCTAaHOBUTE COOTBETCTBHUE.
Texcrt 3aganus: Y CTaHOBUTE COOTBETCTBHE B KOJMPOBAHUH METOAMYECKUX pekomennamuii ICH.
K kax10i1 mo3unyy, 1aHHOHU B JIEBOM CTOJIOLE, [10I0EPUTE COOTBETCTBYIOILYIO MMO3ULMIO U3 IIPABOI0 CTOJIONA:

OOBeKT XapakTepucTHKa

A Pexomenaiuu 1o 00eCrieueHHIO 1 S
Ka4yecTBa.

5 Pexomenparuu o 6e3omacHOCTH 5 E
JICKAPCTBEHHBIX CPEJICTB.

B PykoBoacTBa o s¢dexktruBHOCTH 3 M
JICKAPCTBEHHBIX CPEJICTB.

I' | MexaucuuninHapHble MPUHITUIIBL 4 Q

3anumure BeIOpaHHbIE HHU(PBI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b |B|T

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBUE OCHOBHBIX (DYHKIIM, BBIMOIHIEMBIX TOAPA3/IEICHUEM 10 PETYJISITOPHBIM
BOTIpocaM (apMarieBTUIECKOTO MPEATPHUSTHSA.

K kax/10# Mo3u1Mu, 1aHHOH! B JIEBOM CTOJIOLE, [10I0EPUTE COOTBETCTBYIOILYIO MO3UIMIO U3 IPABOTr0 CTOJIONA:

OObekT XapakTepucTuka
OKYMEHTHPOBAHHE TIPOIIE
Pa3pabotka JlokymeHTHp POLCIYD,
a¢dexTrBHAs crcTeMa 00yUYeHHS
A | crparernn 1
TIEpCOHANIA, TIPOBE/ICHHE
perucrpauuu JII1
CaMOWHCTIEKIIUH.
PerynsitopHbIe aciekThl pa3padoTKH
Oo0ecrieueHne MPOJYKTa, CTpaTerust
b | perymsaropHoi 2 | pEruCTpalMOHHOTO J0ChE,
UH()OPMHUPOBAHHOCTH MpeArnonaraeMasl MapKUpOBKa,
TIPOLIe/Typa H3MEHEHUSI JIOChE.
Buecenue cenenmii B AVIC
Poc3apaBHamzopa o kaxaon cepun
OoGecrieuenre /IPABHAT0P ! p
CHCTOMbL JIT1, pa3paboTka JOKyMEHTAIIUH T10
B 3 | B3aMMOJICHCTBUIO C MOTPEOUTETIMU
MEHE/DKMEHTA
JIC, aHanm3 mocTymarommx
Ka4ecTBa. .
W3BEICHUI 0 TOOOYHBIX PEaKIHIX
Ha JIC.




C6op 1 aHAIIN3 PEryIATOPHOM

Beon JIC B MHGOPMAITUH PETYJIATOPHOTO
I' | rpaxnanckuii 060pot | 4 | areHTCTBa, MOHUTOPHUHT
1 (hapmakoHa30p.. nH(pOopManuK 00 OTKa3ax B

PETUCTPALIMK U peKIaMaLUsIX.
3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIMMHU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

TekcT 3aganusi: Y CTAaHOBUTE COOTBETCTBHE OCHOBHBIX MHIMKATOPOB OLIEHKH 3PEIIOCTH PETYISITOPHBIX CUCTEM B chepe
obpatenus JIC, npeanoxxkennsix BO3.

K kax10ii MO3UINH, TAHHOW B JICBOM CTOJIOIIC, ITOIOSPUTE COOTBETCTBYIOIIYIO TTO3UITHIO U3 TIPABOTO CTOJIOMA:

OOBeKT XapakTepucTuka
Hammume cucreMsl kayecTBa
MHCIIEKTOpaTa, HAJIMYKUE T1aHa
Wunmkaropsl amst o
N WHCTIEKIIMI HAa OCHOBE aHAJIM3a PUCKOB,
A | perynstopHOI 1
HATUYME TTOPSAIKA ONPEICTICHHS
CHCTEMBIL. o
KaTeropHii BBISIBJICHHBIX
HECOOTBETCTBHI.
Hamuue rnpaBoBoii CUCTEMBI,
WNunnkarops! s BHenpenne GRP, Hamure cucremsl
b | mpouemypsi 2 | ympaBlieHUs KaYeCTBOM, MOHUTOPHHT
peructparyu JIIT. 3 PEKTUBHOCTH HCIIOTB30BAHUS
KITFOUEBBIX HHIMKATOPOB.
ScHocTh TpeOOBaHMIA K 3asBKaM Ha
Nupukatopsl mst
peructparwto JII1, Hammuue
MIPOLIEYPbI o
B 3 | Hagnexkarmeid mpakTUKH PacCMOTPEHHUS
WHCTIEKTUPOBAHUS N
110 GxXP 3as1BOK, MPAKTHKA My OIMKAINi OTYETOB
' 00 orieHke 3apeructpupoBadHbIx JITT.

3anuiuTe BIOpaHHbIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMu:
A|b |B

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIBHOCTD.

Tekcr 3amanus: Y CTaHOBUTE MOCIENOBATEIBHOCTD IOCYIaPCTBEHHON PETUCTPaLUU JIEKAPCTBEHHBIX CPeACTB B Poccuiickoi
denepanuu.

1. ITo MOJIYUCHHUH PCIICHUA MI/IHI/ICTepCTBa O MPOBCACHNH SKCIICPTU3BI 3aABUTCIIb ITPEACTABIIACT B OKCIICPTHOC YUPECIKIACHUC
o6pasusl JII, papmcyOcTanumii 1 BelecTB, MPUMEHSIEMBIX JIJIs1 KOHTPOJIS Ka4ecTBa.

2. Ha ocHOBaHHMM MOJIOKUTEIIBHBIX PE3YJIbTATOB DKCIEPTH3HI JlemapTaMeHT rocyAapCTBEHHOTO peryanpoBanus oopamenwus JIC




TOTOBMT pelIeHue 0 rocyaapcrseHHon perucrpanuu JIII, mogrorasnusaer npoekt PY, npocrasisier Homep PY u nary ero
TOCPETUCTPALMYA Ha HOPMATUBHYIO TOKYMEHTALNIO, MHCTPYKLHUIO [0 MEAULIUHCKOMY ITpuMeHeHuto JIIT u MakeTs! ymakoBOK.
3. 3asBuTens npeacrasisieT B Munsnpas Poccun 3asiBiieHHE U JOKYMEHTBI, M3 KOTOPBIX (POPMUPYETCS PETUCTPALIMOHHOE J10ChE
Ha JIIL.
4. Ilo pe3ynbraTraM IPOBEPKU IOJHOTHI, JOCTOBEPHOCTH U ITPABUIIBHOCTH IIPOBEPKH JOKYMEHTOB MHUHHCTEPCTBO TOTOBUT
IIPOEKT PELICHU O BbIAAYE 33/JlaHUs] SKCIIEPTHOM OpraHU3aluy Ha IPOBEICHUE IKCIIEPTHU3.
3aluIIMuTe COOTBETCTBYIOLIYIO IOCIEI0BATENBHOCTD UG ClIeBa HANIPABO:

A|b |B|T

IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

TekcT 3aganust: Y CTaHOBUTE COOTBETCTBHE COAEPIKAHMSI PA3JEJIOB PETUCTPALIMOHHOIO JOChE JIEKaPCTBEHHOTO IIpenapara B
COOTBETCTBUHU C (penepanbHbIM 3aKOHOM Ne 61-D3.

K kax/10i1 mo3u1my, 1aHHOU B JIEBOM CTOJIOLE, [10I0EPUTE COOTBETCTBYIOILYIO IMO3UIMIO U3 IIPABOI0 CTOJIONA:

OOBekT XapakTepucTuka
JloxymeHTanus Onucanue KOHTPOJIst
A | aIMUHUCTPATHUBHOTO 1 | xpuTHYeckux craauii mporecca
Xapakrepa. npou3Bojctea JII1.
. Otuersl 0 pe3yJibTaTax
Paznen xumudeckoi,
. JOKITMHUYECKUX
(hapMareBTHIECKON 1
9 b . 2 | papMaKOKMHETHYECKHX H
- OHMOJIOTHYECKOM
(hapMaKoJMHAMHYECKIX
JOKyMEHTAIINH.
HCCIIEIOBAHUSIX.
Paznen
. OtueTsl 00 HCCleTOBaHUAX
(hapMaKoIOru4ecKoi u
B . 3 OWOIOCTYITHOCTH 1
TOKCHUKOJIOTUYECKON
ouoskBuBanieHTHOCTH JITT.
JTIOKYMEHTAIIWH.
Paznen knmuanueckoit
r . 4 | Cucrema (hapMakoHaa30pa.
JOKYMEHTAlIMH.
3anuuuTe BbIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIIMMH OyKBaMU:
A|lb |B|T
[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcrt 3amanusi: Y CTaHOBHUTE COOTBETCTBUE B OMPEACICHUN MMOHATHN, KACAIOIINXCS KITMHUYECKUX HCCIICOBAHUN
JIEKapCTBEHHBIX MPETmapaToB.
10.

K kax o mo3unum, JaHHOH B JIGBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO TTO3UIMIO U3 TIPABOTO CTOJIOMA:
OOBeKT XapakTepucTrKa
CreneHb omo0us
(bapMareBTHIECKU

A | buonocrynHocts JIIT 1




skBuBasieHTHOrO JIC o
OTHOIICHUIO K pedepenTtHOMY JIIT.
HccnenoBanue 1o orpenesieHnto
broskBHUBaNIEHTHOCTH
b T 2 | BUMSIHUS JIGKQPCTBEHHOTO
BEIIIECTBA HA OPTaHM3M.
KonmgecTBo s1ekapCcTBEHHOTO
B DapMaKOKUHETUUYECKUE 3 | BEICCTBA, KOTOPOE I0XOJIHT JIO
HCCIICTIOBAHUS MECTa €ro JICHCTBUS B OPraHu3Me
YeJI0BEKa WJIH )KHUBOTHOTO.
Onpenenenue napamerpos,
AFOIIMX KOJIMYECTBEHHYIO OLIEHK
dapmMaKoAMHAMHYECKHE A YO OLICHIY
T 4 | mporeccoB, MPOUCXOISIINX B
WCCIICTIOBAHUSL.
OpraHU3Me C JICKapPCTBECHHBIM
BEIIICCTBOM.
3anumuTe BRIOPaHHBIC U(PHI 110 COOTBETCTBYIOIMIMMH OyKBaMU:
A|b |B|T

11.

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.

Tekcrt 3aganus: Y CTaHOBUTE COOTBETCTBHE aJIMUHUCTPATHBHBIX MPOIEIYP MPH rOCYIapCTBEHHON PEerucTpalun
JIEKapCTBEHHBIX MPErapaToB.

K kax10ii mo3uiyu, 1aHHOW B JICBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:

OOBekT XapakTepucTuka
buoananorossie JII1.
T PedepenTHbIe 1 BOCTIPOH3BEICHHEIC
HOH’HG)K o JITI (3a uckimoveHneM oppaHHbIX ).
A . | 1 | HoBble koMOMHaImn
rOCy1apCTBEHHOU
3aperucTpupoBaHHbIX panee JII1 u
PETHCTpAITUH.

JII1, mpousBeneHHBIE B APYTUX
JIEKapCTBEHHBIX (popMax.
JII1, BriepBBIE BBOOMMBIE B

JIII, U1 KOTOpPBIX

oOpartieHue.

p | TocynapcTBenHas JIIL, 3aperucTpupoBaHHbIC paHee, HO
perucTpanus He IIPOU3BEICHHBIE B IPYTUX
JIOITY CKaeTCHL.. JIEKapCTBEHHBIX (hOpMax, HOBBIX
JIO3UPOBKAX M HOBBIX KOMOMHALIUSIX.
JIII, nost KoTOpBIX Opdannsie JIIT.
B | mposomurcs IlepBbie TpH cepun

YCKOpEHHAsI

Bocrpon3BeaeHHbIX JIIT.




AKCIEepPTH3a JIIT ny1st HeCOBEPIICHHONETHUX
rpak/IaH.

JIII mox oiMHAKOBBIM TOPTOBBIM
Ha“MEHOBaHMEM, HO OTIIMYAIOIIHECS
Ka4eCTBEHHBIM COCTaBOM

JIII, U1 KOTOpBIX

YCKOpEHHas o
r 4 | neCTBYIOLIMX BELIECTB.

AKCIIEPTU3a HE <

OBOIHTCA JILI, mpencraBiieHHbIN MO
1p ' Pa3IMYHBIMU TOPTOBBIMHU
HaMMEHOBAHMSIMH.
3anummuTe BRIOpaHHBIC UQPHI IO COOTBETCTBYIONUMU OyKBaMH:

A|b |B|T

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.

TekcT 3aganus: Y CTaHOBUTE COOTBETCTBUE JOKYMEHTALUU, IPEACTaBIsieMOil B MuH3npaB PO nis npoxoxxaeHus
COOTBETCTBYIOLIEH aIMUHUCTPATUBHON MPOLEAYPHI IIpU rocyAapcTBeHHON peructpanuu JIII.

K KakJ10# MO3UIIMH, TAHHOW B JICBOM CTOJIOIIE, MOJ0ESPUTE COOTBETCTBYONIYIO MTO3UIMIO U3 TIPABOTO CTOJIOMA:

OOBbeKT XapakTepucTuKa
3asiBiICHUE.
W3meHenus, BHOCUMBIE B JIOKYMEHTbI
Briepsbie PETUCTPALIMOHHOE JI0CHE.
A | mpoBouMmast 1 | JoxymeHTbI, HOATBEPKIAIOIIHE
rocpeructpauust JIIT. HE0O0XOAMMOCTh BHECEHHS
U3MEHEHUM.
JIokyMeHT 00 yIuiaTe roCIONUIMHBL
b Honrsepnerne 2 | BasBienue.
rocperucrpauuu JII1.
3asiBiIeHUE.
JIOKyMEHT 0 pe3yibTarax
Buecenue MouuTopuHTra 6e3onacaoctu JIC.
M3MEHEHUI B HopmaruBhnas nokymeHnranus,
B | noxymeHTanuto Ha 3 | MPOEKTHI MHCTPYKLIUH T10
3apEruCTPUPOBAHHBIN npumenenuto JIIT u makeToB
JIIL. NIEPBUYHON Y BTOPUYHOM YIIAKOBOK,
€CJIM B HUX BHOCSITCS] N3MEHEHHUSI.
JIokymMeHT 00 yIuiaTe TOCTIONUIMHBL
3asBIICHNE.
r Orviena 4 | HoxyMeHTbI Juisl (hopMUPOBaHUS
rocperucrpauuu JIII.
PErHCTPALIMOHHOTO JIOCKE.




JIOKyMEHT, OATBEP K IAOLLINI
YILIaTy TOCHIOUUINHEL

3anummuTe BeIOpaHHbIC UQPHI IO COOTBETCTBYIONTUMU OYKBaMH:
A|b |B|T

[TpounTaiiTe TEKCT U YyCTAaHOBUTE COOTBETCTBUE.

TekcT 3aganust: Y CTaHOBUTE COOTBETCTBUE CPOKOB JICHCTBUS PETUCTPALIMOHHOIO ynoctoBepenus (PY) Ha nexkapcTBeHHbIN
npenapart B EADC.

K kax10i1 1o3u1MHY, JaHHOHU B JIEBOM CTOJIOLE, T0J0EPUTE COOTBETCTBYIOILYIO MMO3ULMIO U3 IIPABOI0 CTOJIONA:

OOBeKT XapaKkTepucTuKa
A [ToBTOpHas BeInaya PY B ciyyae 1 Becepouso,
HEIIOATBEP KACHMS PETUCTPALIHH.
JITT 3apeructpupoBas 10 31 gexadps
B 2020 roxa u oOpartaercs S jaer u 5 5 et
Ooee Ha phIHKE 3-X FOCYAaPCTB —
ynenoB EADC.
B [ToarBepskaeHre perucTpaiuy o 3 _
HUCTEUECHUH S JIET.
I" | Buepsbie peructpupyemsiii JII1. 4 -
3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOMIMMH OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
Tekct 3ajaHus: Y CTaHOBUTE COOTBETCTBUE MPOLEYP, TPOBOJIUMBIX ITPHU PETUCTPAIIMHU JIEKAPCTBEHHBIX npenapaTtoB B EADC.
K ka)10ii mo3uiyu, TaHHOHW B JIEBOM CTOJIOIIE, MOJ0EPUTE COOTBETCTBYIOIIYIO MTO3UIIUIO U3 TIPABOTO CTOJOIA:

OOBeKT XapakTepucTuKa
Paccmorpenne 10KyMEeHTOB
JleneHTpan3oBaHHAs PETUCTPALTMOHHOTO JIOCHE.
A | npouenypa 1 | PaccmoTpeHue 3KCrepTHOro oT4era
peructpanuu JIIT. 1o oneHke JII1, moarorosieHHOro
pehepeHTHBIM TOCYAAPCTBOM.
IIponenypa CocraBieHue 3KCIEPTHOTO OTYETA 110
p | B3auMHOro o | oueHke 0€301acHOCTH,
MIPU3HAHUS s¢dexrrBHOCTH U KauecTBa JIIL.
perucrparyu JII1.
Oxkcnepruza JIIT, Peructparms JIIT B peepenTHOM
B | mpoBomumast 3 | rocyaapcTBe, a 3aTeM —
pedepeHTHBIM OJJTHOBPEMEHHO B FOCYAAPCTBAX




rOCYIapCTBOM. TIPU3HAHMSL
Okcnepruza JII1, Peructpamus JIIT B pepepenTHOM
[ | TpoBOMIMAs 4 | TOCyZIapCTBe, a 3aTem —
rocy1apCTBOM II0CJIEI0BATEIBHO B FOCY1apCTBaX
IPU3HAHUSL IPU3HAHUSL
3anummre BIOpaHHbIE IU(PHI TI0]] COOTBETCTBYIOIIMMHU OyKBaMU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE NOCIIEIOBATEIBHOCTD.
Tekcr 3amanus:  YcranoBute nocieaoBareibHocTh peructpauuu JIIT 8 EADC.
1. TIpoBenenue 3KcrepTU3 pePepeHTHHIM FOCYAAPCTBOM U FOCYAAPCTBAMU MPU3HAHHUSL.
2. Ilpu nonoxxutenbHOM perienun pazmernienne ceeaeHuii o JIIT B Equnom peectpe EADC ¢ npunoxennem OXJIIII,
MHCTPYKIMH 110 METULIMHCKOMY IPUMEHEHHUIO, MAKETOB YIIAKOBOK, HOPMAaTHUBHOI'O IOKYMEHTHI 10 KAYECTBY,
3aKJIOYUTENBHOrO 3KcnepTHOro otyeTa no oueHke JIII, ninana ynpasnenus puckamu npu npumenenuu JII1.

15. 3. YmomHOMOUYEHHBIH OpraH BBIAET 3asBUTENIO peructpanuontoe ynocroseperne JII1, OXJII, nacTpyKIHIO 110
MEIULUHCKOMY ITpuMeHeHnIo JII1, HopMaTUBHBIN JTOKYMEHT 110 KA4ECTBY, MAKEThI YIIAKOBOK, SKCIIEPTHBIA OTYET I10
oueHnke JIII, nnan ynpasinenus puckamu pu npuMenenuu JII1.

4. llpencraBieHue 3asBUTEIEM JIOKYMEHTOB Ui peructpauuu JIII.
3anuIuTe COOTBETCTBYIOLIYIO OCIEI0BATEIBHOCTD UG ClIeBa HANIPABO:
A|lb |B|T
[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
Texcr 3agaHus: Y CcTaHOBUTE COOTBETCTBHE OCHOBHBIX TpeboBaHMi BO3 k moCTMapKeTMHIOBOMY HaJ[30py U KOHTPOJIIO B
LEJISIX OLIEHKH 3PEJIOCTU PETYIATOPHBIX CUCTEM B c(hepe 0OpalieHus! IEKapCTBEHHBIX CPEICTB.
K kax/10#1 mo3unmu, 1aHHOH B JIEBOM CTOJIOIE, TOIOEPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 MTPABOTO CTOJIONA:
OOBbeKT XapaKkTepUCTUKa
3aKoH TpeOyeT OT MPOU3BOIAUTEIIEH,
JMCTPUOBIOTOPOB, UMITIOPTEPOB,
A Kontpons Hag 1 | PKCTOPTEPOB, METMIMHCKHX
16. PBIHKOM. PabOTHUKOB JIOKJIaIbIBATH O
nooounoM aericrenu JIC Bragensnam
PETUCTPALMOHHBIX YJIOCTOBEPEHHH.
3aKOHOAATEIBLCTBOM ITPEYCMOTPEHA
Kontpons Hag JEATEIbHOCTh B OTHOILIEHUH
§ | TPOZIBIDKEHHEM o | HECOOTBETCTBYIOIIIX MPO/TYKTOB.
JICn Hanaxxen MexanusM B3auMOIEHCTBUS
PEKJIaMUPOBaHUEM MEXKy LIEHTPAIbHBIM PETYJIITOPHBIM
OPraHOM M JICUEHTPAIN30BaHHBIMU




OpraHaMH, BJIaCTsIMU U
IPaBOOXPAHUTEIILHBIMU OPraHAMH.
NHcnekTopekas nesTelnbHOCTb
OpraHu30BaHa U OCYILECTBIIAETCS Ha
LIEHTPATEHOM YPOBHE.

B | ®apmakonamzop. | 3 | MMerorcs pyKoBOJCTBA IO
IIPOBEAECHHIO MHCIIEKTUPOBAHHUSI.

B uncniekropare oprannzoBaHa
CHCTEMA YIIPABJICHUS] KAYECTBOM.
3aKOHOM MPELYCMOTPEHO
OCYILIECTBJIEHHE KOHTPOJIS HaJl
MIPOJBHKEHUEM (PapMarieBTHUECKUX
MPOIYKTOB.

B perymsaropHOM Oprasne XpaHuTCs
0a3a JaHHBIX 00 000PEHHBIX U
OTKJIOHEHHBIX MaTepuasax Juis
PEKIaMHOM JESTETBHOCTH U
npoasxenust JIC.

3anumure BeIOpaHHbIE HU(PBI O COOTBETCTBYIOIMMU OyKBaMHU:
A|b |B|T

PerynstopHble 4
MHCIIEKLIHH.

[TpounTaiiTe TEKCT U YCTAaHOBHUTE MOCIEA0BATEIHHOCTb.
Tekct 3aganusi: Y CTAaHOBUTE TIOCIIEIOBATEIIBHOCTE CO3/IaHUS MEXKTyHAPOIHBIX KOJCKCOB 11O TIPOABIKEHUIO JICKAPCTBEHHBIX
CPEJICTB.
1. Kopaekc Haanexaiiei mpakTUKH AcCOIMaIlii MEeKIYHApOIHBIX dapMalieBTUYecKuX npousBoauteneii AIPM.
2. Kopexc Mexaynapoanoii heneparmm hapmareBTHUECKUX Tpou3BoauTeneit n acconuanuii IFPMA.
3. Otuueckue kpurepun BO3 ans npoaBuKeHHs TEKapCTBEHHBIX CPEICTB.
3anuIIuTe COOTBETCTBYIOIIYIO MOCIEI0BATEILHOCTh IU(pP ClIeBa HAMIPABO:
A|b |B

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
Tekcer 3amanus: Y CTaHOBUTE COOTBETCTBHUE NMPUHIHIIOB F'OCYJaPCTBEHHOTO PETYJINPOBAHNUS POJABHKEHUS JIEKAPCTBEHHBIX

CPEJICTB.
K kaxx10# mo3uIy, JaHHOU B JIEBOM CTOJIOLIE, 1010EpUTE COOTBETCTBYIONIYIO TO3UIIMIO U3 MPABOr0 CTONOIA:
OOBeKT XapakTepucTrKa
A [TprHIWn 1 YeTkoe pasrpaHN4YEeHUE IPOIBUIKEHUS
ABTOPU3ALMH. peLenTypHBIX 1 6e3perenTtypHbix JIIT.




IIpunimn
az CJI'-IIGHI/ISI o [IpenoTBparieHre HeTOOPOCOBECTHOTO
b peﬂiBHM 2 | CTUMYIIMPOBAHHUS IPUMEHEHHS,
1 HazHaveHus U pacripoctpanenus JIC.
IpyIIIaMm.
[TpuHImn
n}fnoglmera 3anpernienue npoyasurats JII1, ve
B . 3 | mporeme rocy1apcTBEHHYIO
o(hUIHATEHOM gmc Haumo yAap
nH(OPMAITUH. Perictp '
IIpunImn .
npe OL;B ALLCHISE PacnipocTpanenue 10CTOBEpHOI
T KSH?I)HHIE)T;H 4 | uadopmaryu, comepIKalieics B
o(pHIIMaATEHBIX UICTOYHHUKAX.
WHTEPECOB.
3anummuTe BRIOpaHHbIC UQPHI IO COOTBETCTBYIOIUMHU OyKBaMH:
P P y y
A|b |B|T

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
TekcT 3amanus: Y CTaHOBUTE COOTBETCTBUE B ONPEIAEIEHUN OCHOBHBIX BUIOB PEKIIAMBI.
K KakJ10# MO3MIIMH, TAHHOU B JIEBOM CTOJIOIE, MOAOESPUTE COOTBETCTBYIOIIYIO MTO3UIIMIO U3 IIPABOTO CTOJIOIA:

OOBeKT XapaKTepuCTHKa
Pekitama, KOTOpast COAEPKUT HE
A HenoGpocosecTHast 1 | cootsercTayronme JIEHCTBUTEIEHOCTH
pekiama. CBEJICHHUS O XapaKTePUCTUKAX TOBAPA,
IICHE, CKUJTKAX, TTOJYYCHUE Harpal.
Pexnama, uadopmupyrorias o
5 Henocrosepras o | TIOSBJICHHH HOBOTO TOBAPA, HOBBIX
pekiama. Croco0ax MPUMEHEHHSI U3BECTHOTO
TOBapa.
. ViHpopMatoHHas 5 [pumMensieTcst K ToBapam,
peKiama HaXOJISAIINMCS Ha CTa IH 3PEJIOCTH,
MIOJUICP’KMBACT 3HAHUE O TOBApE.
Pexnama, koTopast COIepKuUT
HEKOPPEKTHBIE CPABHEHHS
r Hanomunaroras 4 | PEKITAMHDPYEMOTo TOBapa C TOBAPAMH,
pekiama. HaXOJIAIIMMUCS B 000pOTE U
MPOU3BEACHHBIE APYTUMHU
TIPOU3BOJTUTEIISIMH.

3anumure BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
[A[B[BIT |




[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcrt 3amanusa: Y CTaHOBUTE COOTBETCTBHE COACPKaHUS MOJTyJIeH 001Iero rexuuueckoro qokymenta (OT/T).
K Kax10ii MO3UINH, TAHHOW B JICBOM CTOJIOIIE, OIOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTO CTOJIOMA:

OOBEKT XapaKTepuCcTUKa
Pe3ynbrarel uccnenoBanuii
A | Monyss 1. ! 6e3onacHoctu JITT.
B | Moy 2. 2 OtyeTsl 0 JOKIMHUYECKUX
UCCIIEI0BAHUSX.
20. B | M Cucrema ynpapieHHs pUCKaMu IIpu
OTyJIb 3. 3
MEMIIMHCKOM npuMeHennu JI1 1.
Pe3tome 1 kpaTkue 0630pbl MO
I' | Monyns 4. 4 | xauectBy JII1, pe3ynbpraTram
JOKJIMHUYECKUX UCCIICIOBAHUM.
J | Monyis 5. 5 | ®dapmarieBTHYCCKas pa3padOTKa.
3anummre BIOpaHHbIE HU(PHI IO COOTBETCTBYIOIIUMHU OyKBaMHU:
A|lb |B|I' |
IIpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEIOBATEIBHOCTD.
TekcT 3aganust: Y CTaHOBUTE MOCIEA0BATEIBLHOCTD IPOLEAYP IIPU BBOJIE IPOU3BOJUTENEM CepUH (ITApTUH) JIEKAPCTBEHHOIO
npernapara B rpakJIaHCKUIl 000pOT.
1. Exeromno npoussoautenu JIII npeacrasnsaior B Poc3apaBHaa30p MpOTOKOI HCIIBITAHUNA HA JTIO0YIO CEPUIO TOPTOBOTO
HanMmeHoBaHus JII1, mocTynuBIIero B rpaskAaHCKuil 000pPOT B TE€UEHHUE T0/1a.
2. Jlns mepsbIx Tpex cepuit (maptuit) JIII, Bepsbie nponzBoauMoro B P®, 1omnosHUTEIHO NpeACTaBISIeTCs IPOTOKOI
WCIIBITaHUH TI0 ITOKA3aTENSIM KayeCTBa.

21 3. Tlepen BBOIOM B rpaxJIaHCKUI 000poT Kaxkaoi cepun (maptun) JIIT npousBoaurens nonaetr B PoczapaBuanzop
JIOKYMEHT, OATBepxkAatomui kauecTso JIII u moaTBepkaeHue yInoaIHOMOYEHHOT O Jinna 0 cootsercTBuu JIIT
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €T0 TOCPETUCTPALIUH.

4. Poc3npaBHaa30p B TedeHUE 3 paboUMX JHEH co THS MOCTYIUIEHUS JOKYMEHTOB pa3MeIlaeT Ha CBOEM caiiTe CBEIeHUs O
cepusx wiu naptusax JII1, BBoAUMBIX B IpaxaaHCKHI 000pOT.
3anummTe COOTBETCTBYIOUIYIO OCIEI0BATENBHOCTD UG ClIeBa HANIPABO:
A|lb |[B|T
[IpounTaiiTe TEKCT U YCTAHOBUTE NOCIIEIOBATEIBHOCTD.
2 Tekct 3ajanus: Y CTaHOBUTE MOCIEI0BATEIBHOCTD MPOLEAYP IPU BBOJIE B IPAaXIaHCKUI 000POT UMMYHOOHOJIOTHYECKUX

JekapcTBeHHbIX npenapaTtos (WUJIII).
1. Pemenue Poc3apaBHanzopa o Bbliaue pasperieHus uiu otkase Boja MJIII B rpaxkaanckuii 000poT pa3menaercs B
JUYHOM KabuHeTe U nyOnukyetcs Ha caiite PoczapaBHanzopa B paznene «CepBuch» / «Peectp pasperieHuit




Poc3npaBranzopa Ha BBOJ B rpakaaHCcKuit 00opot cepun (maptun) UJIID» ¢ BO3MOKHOCTBIO paclieyaTKy.

2. B PoczapaBramzop nmomaercs 3asBiieHHE U 3aKIII0OUEHHUE O COOTBETCTBHM cepuun uiau naptun MJIIT tpeboBanmsm,
YCTaHOBJICHHBIM IPU TOCPETUCTPALIMH.

3. Poc3npaBHaa30p Ha OCHOBAaHMH 3asIBICHUS MPUHUMAET PELICHUE O Pa3pelICHUH WU OTKa3€ BBOJIA B TPaXKIaHCKUN
00oporT.

4. Jlns mojayu 3asBJICHUS FOPUAMYECKOE JIUIO PETUCTPUPYETCS HA TOPTAJIE TOCYCIIYT.

3anuiuTe COOTBETCTBYIOIIYIO MOCIEI0BATEIbHOCTh LIU(p ClIeBa HAIIPABO:
A|b |B|T

IIpounTaiiTe TEKCT U YCTAHOBUTE IIOCIIEI0OBATEIBHOCTD.
TekcT 3aganusi: Y CTaHOBHUTE MOCIEA0BATEIHHOCT MPOIEAYP MPH BBOJIE UMIIOPTEPOM CEPUH (MTapTHH ) I€KAPCTBEHHOTO
npernapara B rpaKJaHCKUN 000poT.

1. Jlns nepBbix Tpex cepuii (maptuit) JII1, Bnepsrie BBo3umoro B P®, nononnutensHo B Poc3apaBHaa3op npeacTaBisiercs
MIPOTOKOJI UCTIBITAHU, IPOBOAMMBIX aKKPEAUTOBAaHHBIMU (heJiepaibHbIMU TOCOIOIKETHBIMU YUPEXKICHUSIMHU.

2. Exeromno ummopteps JIIT nmpencrasisaior B Poc3apaBHaI30p MPOTOKOI UCTIBITAHUI HA JTFO0YI0 CEPUIO0 TOPTOBOTO
HaumeHoBanus JII1, mocTymnuBiero B rpakJaHCKUil 000pOT B T€UEHHUE ro/1a.

3. Tlepen BBOAOM B IpaxIaHCKHI 000poT Kaxaon cepuun wim naptuu JIIT mmmoprep mogaer B PoczapaBrazop
ceprucuxar npousBoautens JIII u noarBepxkaeHNE TPEACTABUTENSL UMIIOPTEPA, YIIOJTHOMOUYEHHOTO HHOCTPAHHBIM
npouzoautenem JII1.

4. Poc3apaBHaI30p B TeueHHE 3 pabouyux JHEH CO AHS MOCTYIUIEHUS TOKYMEHTOB pa3MeIlaeT Ha CBOEM caiiTe CBEJEHUS O
cepusix win naptusix JII1, BBOOUMBIX B TpaskJaHCKH 000pOT.

3anuiuTe COOTBETCTBYIOIIYIO MOCIEI0BATENILHOCTh LIU(p ClIeBa HAIIPaBo:
A|b |B|T

33}13]![/[7[ OTKPLITOI'O THIIA

Jaiite onpenienieHre perysITOpHOil Hayke B cdepe oOpallieHHs JIEKapCTBEHHBIX CPE/ICTB, peaioxenHoe FDA.

Jaiite onpeiesieHre perysiITOPHOI HayKe , peioxkeHHoe EBpOneicKiM areHTCTBOM 10 MEAUIIMHCKUM TpoaykTam (EMA).

VKaXuTe OCHOBHBIE HalpaBJICHUSA JCATCIIbHOCTU PETYJIAITOPHBIX OPraHOB B C(bepe 06paH_IeHI/I$I JICKAPCTBCHHBIX CPCACTB.

AW N e

[epeuricnuTe TUCUMITIMHBL, KOTOPBIE JOJLKHBI ObITh BKJIFOUEHBI B 00pa3oBaTeIbHbIE IPOTpaMMbI B 00JIaCTH PETYJIITOPHOIM HAYKH B
cdepe oOpaleHus JISKapCTBEHHBIX CPEJICTB.

[TosicHuTe npuyKHBL, TOOYAUBILINE BEIYIIME PETYISTOPHBIE areHTCTBA B chepe oOpaliieHHs JIEKapCTBEHHBIX CPEJICTB CO31aTh
MexyHapoaHy 0 KOH(EPEHLIHIO 10 TApMOHU3ALMH TEXHUYECKUX TpeOOBaHMI K JiekapcTBeHHbIM cpeacTBam ICH.

Pacckaxwure 06 ncropun cozmannst MexmyHapoaHoN KOH(GEPEHIUH 110 TApMOHHU3AIMN TEXHUYECKUX TPEOOBAHHIA K JIEKAPCTBEHHBIM
cpencream ICH.




7. Pacckaxurte o cTpykType MexayHapoaHoi KoHpepeHuH 1o rapmonu3anu ICH.
8. Pacckaxwure o wieHax u HaOmoaaresix MexayHapotHOM KoH(epeHnu 1o rapmorm3aiuu |CH.
9. [MosicauTe, uro u3 cebs npencraisier OOmmil Texandeckuii Tokyment (OT/I).
10. | O6bscHUTE, KaK OCYILECTBIISACTCS FOCYIapPCTBEHHOE peryIupoBaHue B chepe oOpallieHus JeKapCTBEHHbIX cpeacTB B Poccuiickoit
®denepanyu.
11. | TlosicHuTE LENH ¥ COCTABIISIIOIIME PETUCTPALMOHHON CUCTEMBI JIEKAPCTBEHHBIX CPEICTB.
12. | aiiTe onpenenieHne perucTpallioHHON ITOJTUTHKH.
13. | TosicauTe ocobeHHOCTH EBpOITEiiCKOl MOJIEITH PErUCTPAIIOHHON CHCTEMEI.
14. | Tlosicaute 0cOOEHHOCTH AMEPHKAHCKON MOJIETN PETUCTPAIIMOHHOMN CHCTEMBI.
15. | Ha3oBuTe BuIbI 3aBOK Ha PETUCTPALIUIO JICKAPCTBEHHBIX MPEMapaToB.
16. | [aiite onpeneneHre NOHITUIO «PETHCTPAIIUS JIEKapCTBEHHOTO CPENICTBAY.
17. | OOBscHUTE IPUHIIMIT OIIEHKH 3PEJIOCTU PETYJISTOPHOM CUCTEMBI CTpaHbI B cepe 00palieHust JIEKapCTBEHHBIX CPE/ICTB M0 METO/INKE
BO3.
18. | aifte onpeneneHne NOHATHIO «IIPOJIBIDKEHHE JIEKAPCTBEHHBIX CPEICTBY.
19. | Ha3oBuTe coCTaBISIIOIIHE PETYIUPOBAHUS TTPOIBIKEHHUS JIEKAPCTBEHHBIX CPEICTB.
20. | OObsacHUTE TPeOOBAHMS K PA3MEIEHUIO PEKIIAMBI O JIEKAPCTBEHHBIX CPECTBAX B MH(OPMAIIMOHHO-KOMMYHHUKAITMOHHON CETH
«MHTEpHET.
OIIK-5. CnocobeH k 3aaHust 3aKPHITOr0 THIA
IIPUMCHECHHIO [IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
MCTOZIOB 1 TekcT 3amanusi: Y CTaHOBUTE COOTBETCTBUE B XapAKTEPUCTUKE KIIACCOB MHHOBAIIUH.
YIpaBJICHUS K kax/10#1 Mo3uIMHU, TaHHOU B JIEBOM CTOJIOLE, 11010epUTe COOTBETCTBYIOIIYIO MTO3UIMIO U3 IPABOTr0 CTOJIONA:
MHHOBAITMOHHBIMH L] O6BEKT | ] XapakTeprcThKa




Mpoleccamu B OoecreunBarOT 3HAYUTETbHBIC
Momudunupyrorme
obnactu MIPEUMYILIECTBA U YJTYUIIICHHUS], HO HE
A | (uHKpeMeHTanbHBIE) | 1
oOpanienus JHHOBALIH 0a3MpyIOTCS Ha MPUHIMITHATEHO
JICKapCTBCHHBIX CPCNICTB. HOBBIX TEXHOJIOIUIX U IIOAX0aaX.
B Vyuiaromme 2 basupyrorcs Ha hyHIaMEHTATBHO
(TMCTUHKTHUBHBIEC) HOBBIX TEXHOJIOTHSIX U MOAX01aX.
Hcrionb3yroT KOMOMHAIIUEO OCTATBHBIX
B | [IpopsiBHEIE 3 YIo HHal
OIIK-3. Coco6en KJIACCOB MHHOBAIIHI.
[POBOJMTH U . Benyt x He3HAUUTENBHBIM
OpTaHH30BHIBATE I' | MuTerpupyromue YJIy4IIECHUSIM KOHEUHOTO IIPOAYKTa,
Hay4HbIC lponecca.
T — 3anummre BIOpaHHBIE IU(PHI IO, COOTBETCTBYIOIIUMHU OyKBaMU:
A|lb |B|T
B 001acTi oOpaieHus
JIEKapCTBEHHBIX —
CPEICTB [IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
Tekcr 3amanusi: Y CTaHOBUTE COOTBETCTBUE B XapaKTEPUCTUKE TEXHOJIOTHI HOBOBBEICHUH.
K kax101i MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIUIO U3 MTPABOTO CTOJOIA:
OOBEKT XapaKkTepuCcTUKa
OIIK-4. Cnocoben Bemonnsercs pupmamu,
K aHaJIn3y, A | Buenpenue 1 CHCIHMAIN3UPYIOIINXCS B 00J1aCTH 3KCIIEPTU3BI
cHUCTeMaTHu3aluu U Y KOHCYJIbTAIIUH.
MPEACTABIECHUIO TexHoorus HOBOBBEJICHUH, OXBAThIBAIOIIIAs
JAHHBIX HayYHBIX 5 | Toermmr o | BCE JTaIlbl HHHOBAIMOHHOTO IIMKIIA: OT
HCCIEIOBaHUi B 00J1aCTH p IIPCATNIPOCKTHOI O 060J'I€}10BaHI/I${ 0 caavuu
obparreHus 2. «I10]T KITFOW» Ml CEPBUCHOTO OOCITYKMBAHHSL.
JICKAPCTBCHHBIX CPE/ICTB. ITporiecc HOBOBBEIEHHI OCYIIECTBIISETCS
B | Koncarmumr | 3 | - POU A ym
CaMHM Pa3padOTIUKOM.
TexHoIorns HOBOBBEICHHH,
I' | Tpaucdep 4 | obecrieynBaroLIas ITaI MOrOTOBKH
KaJJpOBOT'O COITPOBOYKICHHSI MHHOBAIIWH.
[Tepenaya OCBOSHHBIX TEXHOJIOTHM B MH
1 | UmxuaupuHT | 5 el yro
TIPEIMETHYIO WM reorpaduueckyio chepy.

3anuiuTe BIOpaHHbIE HU(PHI 10 COOTBETCTBYIOMIMMH OyKBaMu:
A|b |B | | J

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
3. Tekcrt 3amanuss: Y CTaHOBUTE COOTBETCTBHE B ONPEACIICHUH PE3YIbTaTOB HHTEIUICKTYAbHOM JESITEIbHOCTH.
K kax10# MO3uIIMK, TaHHOW B IEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 TTPABOTr0 CTOJIOMA:




OOBeKT XapaKkTepucTuKa

OOBEKT UHTEIUICKTYTbHON
COOCTBEHHOCTH, /11 KOTOPOTO
YCTaHOBJICH OCOOBIH PEKUM OXPaHBl,

A | MBoOperenue 1 | u3BECTHBIN KaK «KKOMMEpYECKast TaliHa.
Hoy-xay He perucrpupyercs 1 He
SBJISIETCS OOBEKTOM CTPOTOM
3aKOHOJATENIbHON peryiaMeHTAIH.
TexHuueckoe pelieHne B 00O
00J1aCTH, OTHOCSIIEECS K POAYKTY WK
crocoby  (mporieccy  OCYIIECTBIICHHS

B Ilone3nas 2 JICHCTBUI HaJl MaTepuaIbHBIM OOBEKTOM
MOJIENb C TIOMONIIBI0 MaTepHaJIbHBIX CPEICTB),
eClIi  OHO SBIISICTCS HOBBIM, HMMEET

n300peTaTenbCKU YPOBEHb u

MPOMBIIIEHHO IPUMEHUMO.
TexHHueckoe peleHne, OTHOCAIIeeCs K
ycrporictBy. Ilone3nas monens sBaseTCS
HOBOW, ecnu COBOKYITHOCTb ee
CYLIECTBEHHbIX INPHU3HAKOB HE H3BECTHA
U3 YPOBHSI TEXHHUKHU.

B kauecTBe mNpOMBINIIEHHOTO O0Opasia
OXpaHACTCA PCEUIICHHUE BHCUIHETO BHA
W3EUs TPOMBILIUIEHHOTO WIIM KyCTapHO-
PEMECIIEHHOT'O MPOM3BOACTBA, €CIH I10
CBOMM CYICCTBCHHBIM IIpU3HAKaM OH
ABJIACTCA HOBBIM M OpHUT'MHAJIBHBIM.
3anuiuTe BIOpaHHbIE HU(PHI 1O COOTBETCTBYIOMIMMH OyKBaMU:
A|lb |B|T

[TpompbIiiIeHHBII 3
oOpaszery

I' | Hoy-xay 4

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.

TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE JOKYMEHTAIHLHOTO O(OPMIICHHS PACTIOPSKEHISI HCKITIOUNTEIBHBIM TIPAaBOM Ha
pe3yIbTaT MHTEIUIEKTYAIbHOM JIESITEIbHOCTH WM CPEJCTBO MHIANBHUTY AJTH3AIIIH.

K kak[10# Mo3uIIMK, TaHHOW B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 TIPABOTrO CTOJIOMA:

OOBbeKT XapakTepucTuKa
Jloroop 00 [Tepenaua npaBoobIagaTeIeM
A | OT4YyXIIEHUN 1 | UCKIIOYMUTETHHOTO MIpaBa Ha
HUCKIIFOUMTEIILHOTO pe3yabTaT HHTEIUICKTYIbHOU




npaBa JeSATEIbHOCTH WA Ha CPEICTBO
WHIUBUAYATU3AIHH B IOJIHOM
o0beMe ApyroMy JIHILY B
MPEAYCMOTPEHHBIX JOTOBOPOM
npeenax.
[lepenaua npaBoobaanaTenemMm
HCKJIIOYUTENIHOTO 11paBa Ha
B JInteH3nOHHbBIN o | pesynbTar MHTEIJICKTYaIbHOMN
JIOTOBOP JESITEIbHOCTH UJIU Ha CPEJICTBO
WHIUBUAYATU3AIHH B IOJIHOM
o0beMe JIPyromy JIuily.
[IpenocrasiieHne nuLEH3UATy IIpaBa
IIpocras pei I yp
WCIIOJIb30BAaHUS Pe3yibTaTa
(HeHCKITIOUMTENTbHAS ) 9
WHTEJUICKTYaIbHOU JEATEIbHOCTH
JIMLICH3US
B 3 | WM cpecTBa MHIUBUAYTH3AIHH
(pa3HOBUIHOCTh
0e3 coxpaHeHus 3a JIUIEH3UapOM
TMHCHBHOHHOTO IpaBa BBIJAYH JUICH3UH IPYTUM
JIOrOBOPA) p Py
JTUIAM.
[IpenocraBnenue 3aMHTEPECOBAHHOMY
UckmounrenbHas
JIMLLy Ha OCHOBAHHUH PELLEHHUS Cyia
JIMLICH3US
TpaBa UCTIOIb30BAHUS pe3yibTara
I' | (pa3HOBUIHOCTH 4 .
VHTEIUIEKTYaJIbHOU JIeSITEIbHOCTH,
JIMLIEH3UOHHOTO .
WCKITIOUYMTEIbHOE MTPAaBO Ha KOTOPBIN
JIOTOBOPA)
MIPUHAIJICIKHUT JIPYTOMY JIHILY.
[IpenocraBienue IuleH3UATy MpaBa
WCIIOJIb30BAaHUS pe3yJibTaTa
MHTEJUIEKTYalIbHOM e TeTbHOCTH
IIpunyurensHas
i S | WM cpeACcTBa UHANBUTYAIA3AIUHU C
TIMLIEH3US
COXpaHEHHUEM 3a JINLIEH3UaAPOM
MpaBa BbIJA4U JUICH3UHN IPYTUM
JUAM.

3anumure BIOpaHHbIE HU(PBI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b |B|I' | J

IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.

Texcrt 3aganus: Y CTaHOBUTE COOTBETCTBUE CPOKA JEHCTBUS UCKIIIOUUTENBHBIX MTPAB HA U300peTeHNUE, TTOJIE3HYI0 MO/IEb,
MIPOMBINIJIEHHBIN 00pa3el] U TOBapHbIi 3HAK..

K kaxx10# nmo3u1y, JaHHOU B JIEBOM CTOJIOLE, T010epUTE COOTBETCTBYIOILYIO MO3UIMIO U3 NTPABOT0 CTOJIONA:




OOBeKT XapaKkTepucTuKa

A | M3oGperenue 1 S et
b | [one3nas monens 2 10 ner
B | TIpomsiiuteHHBIN 00paselt 3 |20 ner
I" | ToBapHBIi 3HaK 4 --

3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:

A

b

B | T

[TpounTaiiTe TEKCT U YCTAaHOBUTE MOCIIEI0BATEIBHOCTD.
Texcrt 3aganus: Y CTaHOBUTE MOCIEI0BATEIBLHOCTD ICHCTBUN (peiepaaIbHOro OpraHa HCIOTHUTEIBHOM BIACTH IO
UHTEJUIEKTyaJIbHON COOCTBEHHOCTH 10 PErUCTpALlMM N300pETEeHU U Bbl1aue MaTeHTa.

1.
2.

N Ok W

DKcrnepTu3a 3asiBKH Ha N300peTeHne 10 CYIIECTRY.

BreceHnune n3o0peTeHusl, MoJIe3HONH MOJICIH HITH MPOMBIIIIEHHOTO 00pasna B ['ocyapcTBeHHBIN peecTp u300peTeHni
Poccuiickoit deneparumu.

[TyOnukanus CBEJICHHI O 3asBKE 10 HCTCUCHUH 18 MecsIIeB O JTHS M01a4uH 3asBKH.

dopmanbHas dKCIepTHU3a 3asBKHU.

Ilomaua 3aaBkwu.

[TyOnukanus cBeI€HUI O BBIIAHHOM MATEHTE.

Pemenue o BeImaue naTeHTa.

Brigaua marenra.

3anumure COOTBCTCTBYIOIIYIO ITOCJICAOBATCIIbBHOCTDb I_[I/I(I)p CJICBA HAIIpaBO:

A

b

B[Ir [A]E [X][3

[IpounTaiiTe TEKCT U YCTAHOBUTE ITOCIIEIOBATEIBHOCTD.

Tekcr 3amanus: Y CTaHOBUTE MOCIEAOBATEIBHOCTD JEHCTBUM 3aUHTEPECOBAHHBIX JIUL] IIPU HEUCITIOIB30BAHUU
NaTeHTO00Ja1aTeNIeM U300peTeHNs WK IIPOMBIIIIIEHHOr0 00pasiia. B TEYCHHE YETBIPEX JIET, a MI0JIE3HON MOJENIU — B TEUCHHE
TPEX JIET.

1. 3auHTepecoBaHHOE JIHIO MOKET MPEJIOKUTh NaTeHTO00Ia1aTeN0 3aKIUYNUTh C HUM JIMIEH3UOHHBIN 1I0TOBOD.

2. Ecnm nmatenTooOnanaTens He TOKaXKeT, YTO HEUCIIOJIb30BAHNE WIIM HEJOCTATOYHOE HCIIOJIb30BAHUE UM H300pETeHHUS

3.

4.

WM TIPOMBIIIIJIEHHOT0 00pasiia 00yCIOBIEHO YBAKUTEIbHBIMHU IPUUMHAMH, CY IPUHUMAET PELICHHUE O
IIPENOCTABIICHUH JIULEH3HUM.

ITpu oTka3ze naTeHTO00IaAaTEINS OT 3aKIIFOYEHNUS JIMIEH3UOHHOTO J0r0BOpa 3aMHTEPECOBAHHOE JIULIO BIIPABE
00paTUTHCS B CYJI C HCKOM O MPEIOCTABICHUN €My NPUHYAUTEIbHOM MPOCTON (HEUCKITIOUUTENbHON) JTUIIEH3UN Ha
UCIOJIb30BaHue Ha Tepputopun PO n3obpereHus, moae3HoN MOAETHN UK IPOMBIIIIEHHOT0 00pasia.

JleiicTBHE MPUHYIUTEIBHON MPOCTOI (HEUCKITIOUNTENBHOM) JTUIIEH3UH MOXKET OBITh TPEKPALIEHO B Cy/1I€0HOM MOPsIKE
10 UCKY MAaTeHTO001a1aTelsl, €CIM 00CTOATENbCTBA, 00YCIOBUBILUE MPEIOCTABICHNE TAKOH JIMIIEH3UH, IEPECTaHyT
CYIIECTBOBATb.




3anuiuTe COOTBETCTBYIOIIYIO MOCIEI0BATEILHOCTh (P CIIeBa HAMIPABO:
A|b |[B|T

IIpounTaiiTe TEKCT U YCTAHOBUTE I1OCIIEIOBATEIBHOCTD.
Texct 3agaHus: Y CTaHOBUTE MOCIIEA0BATENBLHOCTh NIEHCTBUH (heiepabHOIO OpraHa UCIOJHUTEIbHOM BIACTH IO
UHTEJUIEKTYyalIbHONM COOCTBEHHOCTH TP PETUCTPALIMM TOBAPHOI'O 3HAKA U BbIAYEe CBUJCTEILCTBA.
1. ®opmanpHas 5KcrepTH3a JOKYMEHTOB U AKCIEPTH3a 3asBIICHHOTO 0003HAYCHUSI.
2. Pemenue ¢enepanbHOro opraHa UCIOJHUTEIbHOM BIACTH 10 HHTEJUIEKTYaJIbHOW COOCTBEHHOCTH O PErHCTpaLuu
TOBapHOI'0 3HAKA.

8. 3. IlybOnukanus CBEJCHHI O TOCPErHCTPAIlii TOBAPHOTO 3HAKA B O(DUIIMATHHOM OFOJIIICTCHE.
4. Tlomaya 3asBKM Ha PETUCTPALIUIO TOBAPHOIO 3HAKA.
5. Bbliaua cBuzerenbcTBa Ha TOBApHBIM 3HaK B TEUEHUE MECSIIA CO JIHS TOCY/IapCTBEHHON PETUCTPalliy TOBAPHOTO 3HAKA.
6. Perucrtpanus ToBapHOro 3Haka B [ 'ocyapCTBEHHOM peecTpe TOBAPHBIX 3HAKOB B TEUEHUE MecCsIa CO AHs YIUIaThl
MOLUTHHBI.
3anummrTe COOTBETCTBYIOUIYIO MOCIEI0BATEIBHOCTD (P ClIeBa HAMIPABO:
A|lb |B|I' | O|E
IIpounTaiiTe TEKCT U YCTAHOBUTE NIOCIIEIOBATEIBHOCTD.
Tekct 3aganusi: Y CTaHOBUTE MOCIEA0BATENBHOCTh ICUCTBUN 3aMHTEPECOBAHHBIX JIUIL IPU HEUCTIOIb30BAHUI
mpaBooOagaTeseM TOBAPHOTO 3HaKa B TEUEHUE TPEX JIET.
1. Cynom npuHuUMaeTcs pelieHre o JOCPOYHOM MPEKpaIleHUy IPAaBOBOIM OXpaHbl TOBAPHOI'O 3HAKA BCIEACTBHE €r0
HEHUCIIOJIb30BaHUS.
2. Ecnu B TeueHue IBYX MECAIEB MPaBOOOIaIaTeNb He MOIACT 3asBlieHHe 00 OTKa3e OT MpaBa Ha TOBAPHBIN 3HAK,
3aMHTEPECOBAHHOE JIMIO BIIPaBE OOPATUTHCA B CyJ1 C UCKOBBIM 3asIBJIEHHEM O JOCPOYHOM IpEKpallleHny IPaBOBOI
9. OXpaHbl TOBAPHOTO 3HAKA BCIIEJCTBUE €TI0 HEUCIIOJIBb30BAHHUS.
3. 3amHTEepecoBaHHOE JIMII0 MOXKET MPEUIOKUTH TPaBoobIanaTento opopMuTh 3asBIeHHEM 00 OTKa3e OT IpaBa Ha
TOBApPHBII 3HAK JIMOO0 3aKIIOYUThH C 3aMHTEPECOBAHHBIM JIUIIOM JJOTOBOP 00 OTUYXJAEHUU UCKIIOYUTEIBLHOTO IpaBa Ha
TOBapHBIN 3HAK.
4. IlpexpaieHue npaBoBO OXpaHbl TOBAPHOTO 3HAKA O3HAYAET MPEKPAIICHUE CKIIOYUTENILHOTO MpaBa Ha 3TOT TOBAapHBII
3HAK.
3anummTe COOTBETCTBYIONIYIO IOCIEI0BATEIBHOCTD LIU(P ClIeBa HANIPABO:
A|b |B|T
ITpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
10 TekcT 3amanusi: Y CTaHOBUTE COOTBETCTBME OCHOBHBIX MTOHATHH, CBA3aHHBIX C 3aIIUTON PE3yJIbTATOB UHTEIJIEKTYAJIbHOM

NESTEIILHOCTH U CPEJICTB WHANBUIYTH3AIIHH.
K kax10ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTrO CTOJIOMA:
| | OGbexT | | XapaxTeprcruka



consultantplus://offline/ref=F502E02D8571961DB7BF15D0B2A931250CF19B16A38AF2C1A6385AD4B3A603F7B4202E4DF1F9ABB3BE3D290C5A0160C20D02ACF4CB06EEj1x8L

[TpaBooOagaTenb MOKET
pacropsAaUTbCs NPUHAAISKAILUM
u €My MCKJIIOYUTEIbHBIM IIPaBOM Ha
A HrCILICKTY b Has pe3yJIbTaT UHTEJUIEKTYaIbHOU
COOCTBEHHOCTb
JESITeIbHOCTH WIH Ha CPEJICTBO
MHAMBUAyaIU3allH, B TOM YHUCIIE
yTeM OTYY>KJICHUS APYTrOMY JIUILY.
5 HckmounTensHoe I'paxnaHe, co3aBIIMe IPOU3BEICHNE
paBo COBMECTHBIM TBOPYECKUM TPYJIOM
Pacnopsoxenue I'paxaaHuH, TBOPYECKUM TPYIOM
B | uckimounrenbHbIM KOTOpPOT'O CO3/1aH pe3yJIbTar
IPaBOM MHTEIJUIEKTYaJIbHOU JIESITeIbHOCTH
ABTOp pe3ynbpTaTa OxpansieMble 3aKOHOM Pe3yJIbTaThl
I' | uHTEIIEeKTyTbHOM MHTEJIEKTYaJIbHOM AESTeIbHOCTU U
JeATEIbHOCTH CpEJICTBA MHIMBHU Ty JIM3aLIUH
HcknrounTenbsHOe IpaBo — 3TO MPABO
Ha MCIOJIb30BaHUE pe3yJibTaTa
I | CoaBtop MHTEJJIEKTYyaJIbHOM J1eATENbHOCTH.
OTHUM IIpaBoM 00J1aaeT aBTOP WU
paBoo0IaaaTelb.
3anuiuTe BbIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIIMMU OyKBaMu:
A|b |B|I' | [

11.

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.

TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE B ONPEEICHUN BUIOB MHTEJUIEKTYaIbHBIX MIPaB.
K xaxoii mo3uiuu, 1aHHOHN B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:

OOBeKT XapakTepucTuKa
WHrennexTyaibHble IpaBa HA
A | ABTOpckoe npaBo M300peTeHus, 0JIe3HbIE MOJIENH U
MIPOMBIIIIJICHHBIE 00pa3IThl
[IpuHagnexuT aBTOpY pe3ybrara
VHTEJUIEKTYAJIbHOM JESITENIbHOCTH —
IIpaBa, cMexHBIE C A
b HHTEIUIEKTyaJIbHBIE IIPaBa HA
ABTOPCKUMU
NIPOM3BE/ICHNS HAYKH, JINTEPATYPHI,
HCKYCCTBa
[IpaBo Ha pupMeHHOE HalIMEHOBaHUE
B | ITarenTHOE 11paBo P v(b p ’
TOBAPHBIN 3HAK M 3HAK 00CITY>KUBaHUS
I" | IlpaBa Ha cpencTBa IIpaBa Ha mpon3BeIeHNST HAYKH,




I/IHI[I/IBI/I[[y aJin3alinn HI/ITCpaTypBI n I/ICKYCCTBa, BHepBBIC

FOPUINICCKHX JTHI] 00OHapOI0BAHHBIE ITOCIIC HX TIEPEX0/1a B

OOIIIECTBEHHOE JOCTOSIHIE

3anummre BIOpaHHBIE HU(PHI IO COOTBETCTBYIOIIUMH OyKBaMHU:
A|b |B|T

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
Tekcrt 3amanus: Y CTaHOBUTE COOTBETCTBHUE CPOKOB MPOICHHS UCKITFOUUTENLHBIX MPaB Ha N300pETEHHSI, TTOJIE3HBIC MOJICIIH,
IPOMBIIIICHHBIE 00pa3Ilbl ¥ TOBAPHBIC 3HAKH. .

K Kak10# MO3UIIMH, TAHHOU B JIEBOM CTOJIOIE, MOJA0SPUTE COOTBETCTBYIONIYIO MO3UIUIO U3 TIPABOTO CTOJIOMA:

OOBeKT XapakTepucTuKa

1 [poasneBaeTcst HEOTHOKPATHO Ha 5 JIET,
HO B 1I€JIOM He Oosiee ueM Ha 25 Jjiet

A | M3oOpereHus

12. B Ilonesnsie 5 HeorpannyeHHO€E 4nCIIo pa3 Ha CPOK J10
MOJEIN 10 net
B Ipoubimiuieribie 3 | He 6onee uem Ha 5 mer.
00pasIb
I' | ToBapubele 3Haku | 4 | He mpopyeBaercs
3anummre BIOpaHHbIE HU(PHI IO COOTBETCTBYIOIIUMHU OyKBaMHU:
A|lb |B|T
[IpounTaiiTe TEKCT U YCTAHOBUTE MTOCIIEIOBATEIBHOCTD.
TekcT 3aganust: Y CcTaHOBUTE MOCIEA0BATENBHOCTD AEUCTBUM (hefiepaIbHOrO OpraHa UCIIOJIHUTEIbHON BIACTH IO
MHTEJUIEKTYyalIbHONH COOCTBEHHOCTH IO PETUCTPAIMM MOJIE3HBIX MOJIeNel U Bblladye aTeHTa.
1. IlyGnuxamus cBeieHUH O BBIIAHHOM MaTEHTE.
2. Bnecenue nosezHoit Mosienu B ['ocynapcTBeHHBIN peecTp mone3Hbix Mojeneit Poccuiickoit deneparyu.
3. Dkcnepru3sa 3as8BKU Ha MMOJIE3HYI0 MOJIENb 110 CYIIECTBY.
13. 4. Tlonaua 3asBKM U (hopMaIbHAs SKCIEPTU3A 3asIBKU.
5. IlyGnukaius cBeileHHH O 3asBKe M0 UCTeUeHUH 18 MecsleB co IHS NoJauu 3asBKU.
6. Pemenne yrmosHOMOYEHHOTO OpTraHa O BbIJAaye MMaTeHTa.
7. Brimaya maTteHTa.
3anummTe COOTBETCTBYIOUIYIO MOCIEI0BATENBHOCTD UG ClIeBa HANPABO:
A|lb |B|I'  A|E X
[IpounTaiiTe TEKCT U YyCTAHOBUTE MOCIEA0BATEIBHOCTD.
14. | TexcT 3amanus: Y CTaHOBUTE IOCIIEN0BATEILHOCTD AEHCTBUM (peIepalbHOrO OpraHa HCIIOJHUTENBHOM BIACTH 10

HHTGHHeKTyaﬂBHOﬁ COOCTBEHHOCTH 10 perucTpanuu MPOMBIINIJICHHBIX O6p33HOB " BbIJA4€ IIaTCHTA.
1. Pemenwne YIOJIHOMOYCHHOI'O OpraHa O BbIJIA4UC IMaTCHTA.




DKcrepTr3a 3asBKH Ha MPOMBIIIUIEHHBIN 00pasell o CyIIeCTBY.
[Tonaua 3asBku ¥ popMaIbHAs HIKCIEPTU3A 3asBKU.
Buecenne nmpomslinieHHOTO 00pasia B ['ocymapcTBEHHBIH peecTp MpOMBIIUIEHHBIX 00pa3ioB Poccuiickoit
®denepanuu.
5. IlyOnuxanus cBeaeHui o 3asBKe 10 UCT€YEHUHU 18 MecsILeB co IHS MOAAYH 3asiBKU.
6. IlyOnmkauus cBeneHUil O BBIAAHHOM MATEHTE.
7. Brigaua maredra.
3anuimTe COOTBETCTBYIOUIYIO MOCIIEI0BATEIBHOCTD UG ClIeBa HANPABO:
A|b |B|I'  A|E X

o

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Tekct 3aganusi: Y CTaHOBUTE COOTBETCTBHE (PapMaIieBTHICCKUX N300peTECHUH.

K kaxx101i O3UIMH, TAHHOM B JIEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 MTPABOTO CTOJIOIA:
OObekT XapaxkTepucTuka

N300perenue Ha MpUMEHEHHE
M3BECTHOT'O BEIIECTBA, BIIEPBHIC
IIPEJIOKEHHOTO B KaUeCTBE
TEparneBTUYECKOTO CPEJICTRA;
n300peTeHne  Ha  NPHMEHEHHE
BEIIECTBA, HM3BECTHOTO B KaueCTBE
TEparneBTUYECKOr0 Cpe/ICTBAa, BHOBb
NPEUIOKEHHOTO JJIsl JICYEHUS WU

N3o0perenne Ha
A | ciocob 1
noiyuenust JIC

15. TIPE LY TIPEKICHHUS JPyroro
3a00J1eBaHuUsI.
N306perenue Ha XUMHUYECKOE
N3o0perenue Ha
b 2 | coenuHeHHUe; N300pETECHNE Ha COCTaB
npumeHenue JIC
(bapmareBTHYECKYI0 KOMITIO3HUIIHUIO).
N300peTeHne Ha Croco0 MoTydeHUus
(bapMaKoIOTHYECKH AKTUBHOMN
N3o6perenue Ha
B 3 | cyOcrannmm; u300peTeHne Ha Crocod
BEILIECTBO o
MPUTOTOBIICHHS TOTOBOM
JIeKapCTBEHHOM (POPMBI.
3anuiuTe BhIOpaHHbIE HU(PHI 10 COOTBETCTBYIOMIMMH OyKBaMu:
A|Bb |B
16. | IIpounTaiite TEKCT U yCTAHOBUTE HOCIEN0BATENLHOCTD.

TekcT 3amaaus: Y CcTaHOBUTE MOCISA0BATEIHLHOCTh PAaOOTHI ¢ MacTep-(aiiaomM Ha aKTUBHYIO (hapMaIleBTHYECKYIO CYOCTaHITHIO




(M®ADC) npu peructpanivu JeKapcTBeHHbIX mpenapatos B EADC..

1. 3assuremo (nepxkaremto PY) - nepxarens MOADC nomkeH mpeaoCTaBUTh KOMUIO TTocieHel Bepcun U3, Koo
00111er0 pe3roMe N0 KaYeCTBY M KOIHMIO Pa3pelIeHUs Ha TIOCTYII.

2. Jepxarens MOADC nomKeH NpeocTaBUTh YIIOJTHOMOUYEHHBIM OpraHaM TOCyAapCTB-4ICHOB Pa3peIIeHUe Ha
skcnepTusy 1aHHbiX MOADC.

3. Ecmm ogna u ta ke ADC ucrnonb3yeTcs: B HECKOIBKHX J0ChE Ha PA3IMIHBIC JICKAPCTBEHHBIE TIPETapaThl B OTHOM MK Oojiee
rocynapcrBax-wieHax Coroza, nepxareab MOADC 1o/mkeH IPeICTaBUTh UICHTUYHYO TJOKYMEHTAILIUIO KOKIOMY
YIOJIHOMOYEHHOMY OpraHy rOCyAapcTBa-wWieHa.

4. Jlepxarens MOA®DC nomaer BO Bce yIOJIHOMOYEHHBIE OPTraHbl TOCY1apCTB-YWICHOB, BOBJIEUEHHBIE B IPOLIEYPY
peructpanur, MOADC u pazpenieHue Ha J0CTYII.

3anumuTe COOTBETCTBYIOIIYIO IMOCIIEIOBATEILHOCTD U ClieBa HAIPABO:

A|b |B|T

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Texcrt 3aganus: Y CTaHOBUTE COOTBETCTBHE CPOKOB JICHCTBUS HCKIIIOUUTEIBHBIX MPaB (ITATEHTOB) Ha (hapMaIleBTHYECKHE

HU300peTCHMUS.
K Kkak10#1 MO3UIINH, TaHHOW B JICBOM CTOJIOIE, MO0ESPUTE COOTBETCTBYONIYIO MTO3UIMIO U3 TIPABOTO CTOJIOMA:
OObekT XapakTepucTrka
CuHTE3 HOBOTO BEIIIECTBA C
A i 1 | Sner

3aJIaHHBIMU CBONCTBAMU
HoBslii crioco6 nosryyeHus: akTHBHOM 2 He 6onee uem Ha 5

7. 1|5 (hapMaLeBTHYECKON CYOCTaHIMI 7eT
IIpumeHeHne N3BECTHOTO BELLIECTBA B
B | xauecTBEe HOBOIO TEPaNEBTUYECKOTO 3 | 10ner
cpeacTBa
I' | IIponsienre cpoka IeMCTBHs IaTEHTa 4 |20 ner
3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIMMU OyKBaMu:
A|b |B|T
HpO‘lHTaﬁTe TCKCT U YCTAaHOBUTC COOTBCTCTBHUC.
Texct 3aJaHuA: YcTaHOBUTE COOTBETCTBHE CPOKOB 3KCKJIIFO3UBHOCTHU JAaHHBIX PCTUCTPALIMOHHOI'O JO0CHC HA J'ICKapCTBeHHBIfI npemnapar B
Poccwuiickoi ®@enepannn.
K kaxj10¥i O3UIMH, JAHHOW B JIEBOM CTOJIOIE, MOAOEPUTE COOTBETCTBYIONIYIO TIO3HIIMIO U3 MTPABOT0 CTONONA!
18. OOBeKT XapakTepucTrKa
A Perucrpanus 1 | 6mer
BocnponsBeneHHoro JII1.

b | Perucrpanus 6uoananora. 2 | 4roma




OOmmii cpok 3
OKCKJIIO3MBHOCTH JIAHHBIX.

B 3rona

3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b |B

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.

Tekcer 3amanus: Y CTaHOBUTE COOTBETCTBUE CPOKOB 3KCKIIO3UBHOCTH JJAHHBIX PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBIH
npemnapar B EBporneiickom coroze.

K kax10i1 1o3u1MHy, 1aHHOHU B JIEBOM CTOJIOLE, [10J0EPUTE COOTBETCTBYIOILYIO IMO3ULMIO U3 IIPABOI0 CTOJIONA:

OOBeKT XapakTepucTuka
OO1uii cpox
A p 1 | 2roma
SKCKJIFO3UBHOCTH.
ITepron SKCKITFO3UBHOCTH
b PHOA 2 | lrox
PBIHKA.
IIponnenue
B PO 3 | 8x;er
SKCKJIFO3UBHOCTH.
3anumuTe BRIOpaHHBIC U(PHI 1101 COOTBETCTBYIOIMIMMH OyKBaMU:
A|b |B

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
Texkcr 3amanus: Y CTaHOBUTE COOTBETCTBUE CPOKOB IKCKIIFO3UBHOCTH JAHHBIX PETMCTPALIMOHHOIO AOCHE Ha JIEKAPCTBEHHBIN

npenapat B CIIA.
K kax10ii mo3uimu, T1aHHOW B JICBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:
OOBbeKT XapakTepucTuKa
Ilepron SKCKITFO3UBHOCTH [Tt

A | opurunanbHbIX JIIT ¢ HOBbIM akTHBHBIM | 1 | 7 ;er
KOMITOHEHTOM.

5 Opurunansable JIT a1 opdanHbIX 5 6 Mecs1eB
3a00JIeBaHU. JIONOJIHUTENTBHO
Opurunanehsiii JII1 ¢ akTBHBIM

B | BemiecTBOM, KOTOPBIH ObLT 0100peH 3 | Suner
paHee.

Opurunansablie JIIT, 11s KoTopbIx

I | nmpoBezneHs! neuaTpuvecKue 4 | 3rona
UCCIIEIOBAHUSL.

il HoBble aHTHOMOTHKY TS IEUESHUSI 5 | e
KOHKPETHBIX HH(EKITMOHHBIX




|| 3aGonepaumi. | ]
3anumunTe BeIOpaHHbIe UG PHI [10]] COOTBETCTBYIOIUME OYKBaMH:
A|b |[B | | A

3agaHusi OTKPBITOr0 THIIA

1. HazoBute oxpaHsieMble pe3ysbTaTbl MHTEIIEKTYaIbHOM AESTEIbHOCTH U CPEACTBA MHUBU Ty AJT3aLUH.

2. OOBbsCHUTE NOPSAIOK JTOKYMEHTAIBHOI0 O(OPMIICHUS! OTUYKIECHHUS MCKIIIOUUTEIBHBIM ITPAaBOM Ha pe3yJIbTaT HHTEIUIEKTYaIbHON
JIEATEIbHOCTH.

3. VYKaxuTe Mepbl 110 3aIIUTE NCKIIFOUMTEbHBIX ITPAB Ha Pe3yJIbTaThl MHTEIUIEKTYaIbHON IESITEbHOCTH B COOTBETCTBUU ¢ I'paxkjaHCKuM
kozekcoM Poccuiickoit denepanyu.

4. VYkaxute Cpok AeiCTBUS aBTOPCKOTO IpaBa.

S. OOBsICHUTE TIOPS/IOK PETHCTPALMH TIPpOrpaMmebl st DBM.

6. Ha3oBuTe 00BEKTHI TATEHTHBIX IIPAB.

7. [NosicuTe IPaBOMEPHOCTH CYIIIECTBOBAHMS 3aBUCHMOT0 M300pETeHN S, 3aBUCUMON TTOJIE3HON MOJIEIH, 3aBHCHMOTO TIPOMBIIILICHHOTO
oOpasra.

8. OOBsICHUTE TIPAaBOMEPHOCTH MUCIIONTH30BAHMS N300PETEHHUS B Chepe MPOM3BOICTBA JICKAPCTBECHHBIX CPEIICTB O3 COTTIaCHS
HaTeHToo0na1aTens.

9. OOBbsicCHUTE NOPS/IOK MEepeiauk IpaBa Ha UCIOIb30BaHUE N300PETEHNS, TIOJIE3HON MOJIENH, TPOMBIIIIIEHHOT0 00pa3iia HOCpPeaCTBOM
OTKPBITOM JIUIICH3HUH.

10. | OObsicHUTE NOPAIOK YCTAaHOBJIEHUS IPUOPUTETA U300PETEHNS, TTOJIE3HON MOJIEIH, TPOMBIIIIIEHHOTO 00pasLia.

11. | /laiiTe onpeneneHre NOHITUIO «3KCKITFO3UBHOCTD JTAHHBIX).

12. | aiite onpeneneHre MHHOBALMOHHOMY JIEKapCTBEHHOMY Ipenapary.

13. | OObsicCHUTE TOPSIOK 3AMUTH HHTEIUIEKTYaJIbHON COOCTBEHHOCTH B EBpasuiickoM SKOHOMHYECKOM COO3eE.

14. | VkaxuTe OTBETCTBEHHOCTh 3a HAPYILIEHHE UCKITFOUMTEIHHOIO MpaBa Ha M300peTeHue, OJIE3HY0 MOJIENb, IPOMBIIILIEHHBII 00pazell.

15. | VkaxuTe OTBETCTBEHHOCTh 32 HE3aKOHHOE HCTIONIb30BaHNE CPEJICTB MHAMBH/TyalIM3allii TOBAPOB (TOBAPHBIX 3HAKOB).

16. | Vkaxute 0003HaYECHHS, KOTOPHIE HE IOMYCKAIOTCS B KAYECTBE TOBAPHBIX 3HAKOB.

17.

18. | OObsicHUTE NelicTBHE NCKITFOYUTEIFHOTO MpaBa Ha (pUpMEHHOE HAMMEHOBAaHNE FOPHIITIECKOTO JIHIIA.




19.

OOBsicHUTE TIPOLIEAYPY MPOBEIACHUSI IKCIIEPTU3BI 3asIBKH Ha M300PETEHHE 10 CYIIIECTBY.

20. | Ilosicurte cocTosIHME MHHOBAIIMOHHOTO Tpoliecca B (hapMalieBTUUECKOM OTPaCIH.
OIIK-6. Criocoben 3aganus 3aKPHITOrO THIA
ONpPENCHATE METONBI U [IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE.
HHCTPYMCHTBI TekcT 3aganusi: YCTaHOBUTE COOTBETCTBHUE B ONPEACTICHUSIX KauecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB, IPUHATOE
obecnieyeHust ®enepanbHbM 3ak0HOM Ne61-D3, npunsateix B EASC u EC.
KayecTBa, K kax10i1 O3UIIMH, TAHHOW B JIEBOM CTOJIOIIE, [T0I0EpUTE COOTBETCTBYIONIYIO MO3UIMIO U3 IPABOT0O CTOJIOA:
MPUMEHSIEMbIC B OOBeKT XapaKkTepuCcTUKa
obnactu obparieHus KadecTBo — MpUTrOAHOCTH JISKAPCTBEHHOTO
JIEKapCTBEHHBIX BEILIECTBA WJIU JIEKAPCTBEHHOTO IIpenapara
CpeICTB A | s cBOEro LEJIEBOr0 Ha3HAUCHHS. 1 EADC
C YYETOM JKHU3HEHHOTO TCpMI/IH BKJIFOYACT TaKUEC IMOKA3aTC/IM KaK
KA MOJUIMHHOCTb, JO3UPOBKA U YUCTOTA.
JIEKAPCTBEHHOTO KauectBo JIC — cOBOKYIIHOCTB CBOMCTB U
CpesCTBa. XapaKTEPUCTHK (apMalleBTUUECKON
CyOCTaHIIMH U JIEKAPCTBEHHOT'O
b | npenapara, obecnieunBaroas ux 2 | EC
COOTBETCTBUE 1IEJIEBOMY Ha3HAUEHUIO
VK -1. Crioco6en COIJIacHO TPeOOBAHHSIM aKTOB OPraHOB
1. Coro3a.

OCYILIECTBUTH
KPUTHYECKUN aHATIN3
NPOOJIEMHBIX CUTYaIUH
Ha OCHOBE CUCTEMHOTO
M0/IX0/1a, BEIpadOTATh
CTpPAaTEruIo JIEHCTBUIA.

KauvectBo JIC — cooTBeTcTBHE
JIEKapCTBEHHOT'O CPEJICTBA TPEOOBAHUSM
B | papmakorieitHoii crarer 0o B ciiydae ee | 3 | 3akoH Ne 61-D3
OTCYTCTBHSI HOPMATHBHON JIOKyMEHTAIN
WJIM HOPMATUBHOTO JIOKYMEHTA.
besonacHocts JIC — xapakrepucTika
JIEKapCTBEHHOTO CPEJICTBA, OCHOBAHHAS HA
I' | cpaBHUTETHHOM aHATIH3E €TO 4 ---
3P PEKTUBHOCTH ¥ PUCKA IPUIUHCHHS
BpPE/1a 3/I0POBBIO.

bezonacHocts JIC — oneHka
TMIOJIO>KUTENBHBIX TePAIeBTHUECKUX
a¢dexToB JIIT 1o OTHOIIEHHIO K pUCKaM,
J1 | cBs3aHHBIM C €T0 MpUMEHeHHeM (TIOHSTHE | S ---
pHCKa BKITIOUYAET B cedst TH000i pUCK,
CBSI3aHHBIN C KAY€CTBOM, O€30MaCHOCTHIO
i b dextuBHOCTHIO JIIT 110




OTHOIIICHHIO K 3/IOPOBBIO TAIMEHTA UITH

HACCJICHHS).

3anumuTe BRIOPaHHBIC U(PHI MO COOTBETCTBYIOIIMMH OyKBaMHU:
A|b |B|TI | I

[IpounTaiiTe TEKCT U yCTAHOBHUTE IOCIIEIOBATEIHLHOCTb.
Texcrt 3aganus: Y CTaHOBUTE MOCIEI0BATEILHOCT PA3BUTHSI KOHIICTIIINY KauecTBa JIEKapCTBEHHBIX CPECTB.
1. HHuTerpupoBaHHas cucreMa KayecTBa.
2. dapmareBTHYECKas CUCTEMa KaueCcTBa.
3. Konnenuus ynpasnenus puckamu 1iis kauectsa JIC.
4. Konuenuus coorBerctBus JII1 TpeGoBanmsiM (hapMakonen WM HHOTO HOPMAaTUBHOTO JIOKYMEHTA.
3anummTe COOTBETCTBYIONIYIO ITOCIEI0BATEIbHOCT IU(P CIIeBa HAIPABO:
A|b |[B|T

HpO‘IHT&ﬁTG TEKCT U YCTAHOBUTE ITOCIICAOBATCIBHOCTD.
Texct 3aJaHusd: YcranoBute MOCJICA0BATCIIbHOCTh HAMJIC)KAIUX IMMPAKTUK B COOTBECTCTBHUH C )KU3HCHHBIM IIUKJIIOM
JICKAPCTBCHHOT'O IIpCIiapaTta.

1. GDP.
2. GSP.
3. GRP.
4. GMP.
5. GVP.

38.HI/IH_II/ITC COOTBCTCTBYIOIYIO MTOCIIEAOBATCIIBHOCTD I_II/I(I)p CJICBA HAIIpaBO:
A|B [B [T |1

[IpounTaiiTe TEKCT M yCTAHOBHUTE IOCIIEIOBATEILHOCTb.

Tekcrt 3amanus: Y CTaHOBUTE MOCIIEIOBATEILHOCTD YIPABICHUS PUCKaMU JUTsl KAUeCTBA JIGKAPCTBEHHBIX TPEnapaToB.
1. KonTpomas pucka.
2. Tlposepka pucka.
3. OOmras oreHka puckKa.
4. JloHeceHHe pHUCKa.

3anummTe COOTBETCTBYIOUIYIO OCIEI0BATENBHOCTD UG ClIeBa HANIPABO:

A|b |[B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE HHCTPYMEHTOB YIIPABJICHUS PUCKAMHU.

K kaxx10# nmo3u1iy, JaHHOU B JIEBOM CTOJIOLE, T010epUTE COOTBETCTBYIOILYIO MMO3UIMIO U3 IIPABOT0 CTOJIONA:
| | O6wexr | | XapakTepuCTHKa




A | FMEA 1 AHaym3 JipeBa OO0k

b | FMECA 2 AHaim3 peXMMOB U TTOCIIEICTBUI OTKAa30B

B | FTA 3 AHanu3 onacHOCTE U KPUTUUECKUE
KOHTPOJIbHBIC TOUYKH

I' | HACCP 4 AHam3 0macHOCTH M pab0TOCHOCOOHOCTH

1 | HAZOP 5 AHanm3 pexXUMOB, TOCE/ICTBUN U
KPUTHYHOCTH OTKAa30B

3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIMMMH OyKBaMU:

A |b

B

r

i

[TpounTaiiTe TEKCT U YCTAaHOBUTE MIOCIEA0BATEIBHOCTD.
YcTaHoBUTE MOCIEA0BATENbHOCTh IPOU3BOACTBEHHOM JAESITEIbHOCTH IO dTanaM >KU3HEHHOIO IUKJa
npoayKuuu: (apmaneBTudeckas pa3paboTka, TpaHchep TEXHOJIOTHH, MPOMBIILICHHOE MMPOU3BOCTBO, MPEKPAIICHUE BBITYCKa
IPOAYKIIMH.
[IpnoOpereHne M KOHTPOJIb HMCXOJHOIO ChIpbS W MaTepHalioB, TEXHOJOTMYECKUH MPOLECC, KOHTPOJb KauyecTBa,

Texcr 3amanus:

1.
2.

3.
4

3anumure COOTBCTCTBYIOIYIO MOCIIEAOBATCIIBHOCTD I_[I/I(I)p CJICBA HAIIpaBO:

XPaHCHUC.

Pa3zpabotka ADC u cocraBa, npousBoactBo JIII misi kKIMHUYECKHX HCCIeAOBaHUM, pa3paboTKa TEXHOJIOTHYECKOIO
npoluecca U METOJIMK aHaIu3a.
XpaHeHue JOKYMEHTAIluU, XpaHeHne 00pa31oB, OlleHKa TPOAYKIIMH, COCTABIICHHE OTYETOB.

[lepenoc HOBOM mNpoayKUMH U3 pa3pabOTKU B IMPOU3BOJACTBO,

MO/Apa3ieICHUSIMH.

A | b

B

r

NEPEHOC TEXHOJOIrun TIIPOU3BOJACTBA MCKIAY

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Tekcrt 3amanus: Y CTaHOBUTE COOTBETCTBUE B ONPEICIICHIH HECOOTBETCTBHH TpeboBanusiMm GMP, npemnoxxeHapx Cxemoit
cotpynHryectBa papmarieBruueckux uncnekimii PIC/S.
K kax/10# Mo3u1mu, 1aHHOU B JIEBOM CTOJIOLE, 1010€pUTE COOTBETCTBYIOIIYIO MTO3UIIUIO U3 PABOTr0O CTOJIONA:

OOBeKT XapakTepucTrKa
OTtaenbHble HE3HAUNTENbHbBIE
aCXO0XKJIEHUs, KOTOPBIE, KaK
Kputnaeckue p ! ’ PBIC,
A 1 | mpaBuio, GopManbHO HE CUUTAIOTCS
HECOOTBETCTBUS

HCCOOTBCTCTBUAMM, 4 JOBOJATCA A0
CBCACHUSA IMTPOU3BOJAUTCIIA.

b | CymecrBenHbie

He xknaccudummupyrorcs kak

2 KPUTHYCCKUC UJIU CYIICCTBCHHEIC,

HO YKa3bIBalOT Ha OTKJIOHCHUEC OT




TpeboBanuiit GMP.

Co3/1a10T BEICOKHI PUCK
MIPOU3BOJICTBA MTPOIYKLIUU, BPEIHOU
JUISL 3I0POBbS YeTIOBEKA WITH
SKUBOTHOTO.

[IpuBeno uim MOXKET MPUBECTH K
MIPOU3BOJICTBY MPOAYKIIUH, HE
COOTBETCTBYIOIIEH (hapmMaKoriee Uiu
JIOCKE.

3anummuTe BeIOpaHHBIC QP IO COOTBETCTBYIONTUMU OYKBaMH:
A|b |B|T

B | IIpoune 3

I' | Kommenrapun 4

[TpounTaiiTe TEKCT U YyCTAaHOBUTE COOTBETCTBUE.

Tekcrt 3aganus: Y CTaHOBUTE COOTBETCTBHE OTHECEHHUs HapymeHuid TpeboBanuii GMP k cooTBeTcTBYyIOMIEH rpytie
HecootBerctuii PIC/S.

K kax/10i1 o3u1MHy, 1aHHOHU B JIEBOM CTOJIOLE, [T0I0EPUTE COOTBETCTBYIOILYIO MO3UIMIO U3 IIPABOI0 CTOJIONA:

OOBeKT XapakTepucTrKa
A CraionapHsle TpyOOIIPOBOIBI HE 1 Kputnueckue
IIPOMAPKUPOBAHBIL. HECOOTBETCTBHS
b | Haanvcu Ha THOCTpaHHOM SI3BIKE. 2 | CylrecTBeHHbIC
B MeToauKy UCTIBITAaHNI HE 3 | Tpoume
BIHMPOBAHBL
OtcyTcTBHE BATMIAIMH TIPOLIecca
I' | crepunm3zaimu crepuiibHOM 4 | KommeHnTapun
MIPOTYKIIHH.
OrcyTcTBYET IporpaMmMa
A BHYTPEHHETO WHCIEKTUPOBAHUSI. B
3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIIMMU OyKBaMu:
Alb |[B|Tl' |

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
Tekcrt 3amanus: Y CTaHOBUTE COOTBETCTBHE OTHECEHUs HapymieHni TpeboBanmii GMP k cooTBeTcTBYIOIIECH TpyTIe
HecootBercTBHit PIC/S.

K kax o mo3unmu, JaHHOM B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO TIO3UITMIO U3 TIPABOTO CTOJIOMA:
OOBEKT XapaKkTepucTuKa
A | Ilpoueaypbl OUUCTKH 1 | Kputnueckue




MIPOU3BOJICTBEHHOT'O 000PYIOBAHMSI HECOOTBETCTBUSA
HE BaJIMIMPOBAHBI.

OtcyTCTBYET MHCTPYKIIUS TIO
00paboTKe pyK B UUCTHIX 2 | CyliecTBeHHbIC
TIOMEIICHUSIX.

Hckaxenne pe3ybTaToB aHAJIM30B. 3 | IIpoune

WucTpykuus oueHs 00beMHa |
CJIO’KHA JUTSI BOCHIPHSITHSI.

4 | KommeHTapun

A

Cucrema OTOIIIEHNS, BEHTWIALMA UL
CTEPWIBHOM IIPOYKIIUU HE - |-
BaJIMIMPOBaHA.

3anummre BIOpaHHbIE HU(PHI IO COOTBETCTBYIOIIUMHU OyKBaMHU:

A

b

BT |

HpO‘lHT&ﬁTG TEKCT U YCTAHOBUTE ITOCIICAOBATCIBHOCTD.
TexkcT 3amanns: Y CTaHOBUTE IIOCICA0BATCIIHHOCTD OCYIICCTBJIICHHUA I'OCYJAPCTBCHHOI'O KOHTPOJIA Ha 3Tall€ IIPOU3BOJACTBA
JICKAPpCTBCHHLIX CPECACTB.

1. JIII cHumaercs ¢ BBHIOOPOYHOIO KOHTPOJISI M MEPEBOJAUTCA HA MOCEPUMHBIM KOHTPOJb, €CIM BBISBICHO YXY/ILIECHHUE
kauectsa JIII.
2. Bnepssle mpousBoaumbie u umnoptupyemsie JIII mojuexar nmpeaBapuTEIbBHOMY TOCYIAapCTBEHHOMY ITOCEPHIHOMY
10. KOHTPOJIIO.
3. JII cuumaercs Poc3apaBHaa30poM € MOCEPUMHOTO KOHTPOJS M HEPEBOJUTCS HA BBIOOPOYHBIM KOHTPOJb, €CIIU
KadyecTBO He MeHee Tpex cepuil JIIT cooTBeTcTBYET TpeOOBaHUSAM.
4. JIII cHuUMarOTCS C NpeIBAPUTENILHOTO IMOCEPUMHOTO KOHTPOJS M IEPEBOJSATCS Ha BBHIOOPOYHBIA KOHTPOJb, €CIIU
Ka4eCTBO IATH CEPH MOJPST COOTBETCTBYET TPeOOBaHUSAM HOPMATUBHOM JJOKYMEHTAIUH.
3anuiuTe COOTBETCTBYIOLIYIO MOCIIEI0BATENbHOCTD HU(p ClieBa HAIIPABO:
A|lb |B|T
[TpounTaiiTe TEKCT U YCTAaHOBUTE MOCIEA0BATEIBHOCTD.
TekcT 3aganusi: Y CTaHOBUTE MOCIIEA0BATENBHOCT OCYIIECTBICHHS BBIOOPOYHOTO KOHTPOJISl Ka4eCcTBa JIEKaPCTBEHHBIX
CPEICTB.
1. CocraBnenue Poc3npaBHaa30poM 1iaHa BHIOOPOUYHOTO KOHTPOJIS.
11. 2. Tlo pe3ympTaTaM WCHBITAHUN SKCIEPTHASs OpraHM3anvs OQOpPMIISET SKCIEPTHOE 3aKitoueHue. [Ipu MmoIoKUTeThHOM
HKCIEPTHOM 3aKJII0UeHUH Ha caiite Poc3apaBHanzopa myoinukyercs perienue o coorserctBun JIII TpeboBanusim.
3. Coop u obpadoTka Poc3mpaBHa 30pOM CBEACHHIA OT MTPOU3BOUTENICH M UMIIOPTEPOB 000 BceX cepusx u maptusx JIC,
MOCTYNUBIIMX B TpakIaHCKU 000pOT.
4. Ot60p obpasuos JII1 y mponsBoauTeneil © UMIOPTEPOB B LEISAX MPOBEIEHUHN UCIIBITAHUNA KayecTBa.
5. Ilpu oTpuiiaTenbHOM 3KCIIEPTHOM 3aKitoueHuu Poc3ipaBHaA30p NpUHUMAET pelieHre 00 U3bsITuHU U yHHuuTOKeHuu JIII.




Pemenue mybnukyercs Ha caiite PocsapaBHaazopa.
3anuuMTe COOTBETCTBYIOLIYIO OCIEI0BATEIBHOCTD UG ClI€Ba HANIPABO:

AlB [B[T [

[TpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIBHOCTD.
Tekct 3aganus: ... YKaKUTE MOCIIEA0BATEILHOCTh H3BATUS U3 OOpAIICHUS U YHUUYTOXCHUS (PalIbCUPUIIMPOBAHHBIX
JICKapPCTBEHHBIX CPEJICTB:
1. Bnanpenen danscudunmupoBaHHbIX JekapcTBeHHBIX cpenctB (JIC) nomxkeH u3bath Takue JIC u3 oOpalieHus, MOMECTUTh
ux
B KaPaHTHHHYIO 30HY U YHHUYTOXKUTH U3bsiThIC JIC
B TCUEHHE 6 MECSIICB CO JIHS BBIHECCHUS PEUICHUS 00 YHUUTOKCHHH.
2. Bmanenen danbcudumpoBaHHOTO JIEKAPCTBEHHOT'O CPEACTBA JIOJDKEH MPEJACTABUTH B YIIOJTHOMOYCHHBIN (heiepanbHbIi

12. OpraH UCIIOJIHUTEIBHON BIACTU JOKYMEHT WM €r0 3aBEPEHHYI0 KOIHUIO, OITBEPKIAIOUINI (PaKT YHUUTOKECHHUS.
3. danbcubuupOBaHHBIM MPU3HAETCS TOT JIGKAPCTBEHHBIN MpemnapaT, KOTOpbIi nmpu3zHaH Poc3apaBHAI30poM TaKOBBIM
MOCJIE TIIATEIBHOM MPOBEPKH U MHPOPMAIUS O KOTOPOM OIyOJIMKOBaHa Ha caiite Poc3ipaBHaazopa.
4. OcHOBaHUEM JUIS U3BATHS U3 OOpaleHUs] U YHUUTOXKEHHS (aTbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB SBIIACTCS
pemenue Bianensua JIC, pemenne gpenepaibHOro
OpraHa MCIIOJTHUTEIHLHOM BIIACTH WM PEUICHUE Cy/a.
3anuiuTe COOTBETCTBYIOLIYIO MOCIEI0BATENLHOCTD LU(p CclieBa HAIIPABO:
A|lb |B|T
[TpounTaiiTe TEKCT U YyCTAaHOBUTE COOTBETCTBUE.
TekcT 3aganus: ... Y CTaHOBUTE COOTBETCTBHUE CPOKOB OPOPMIICHHS JOKYMEHTOB MPU YHUUYTOKEHUH Pasibcu(PULINPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB.
K kaxoi mo3unmu, 1aHHON B JIEBOM CTOJIOIE, TOIOEPUTE COOTBETCTBYIOILYIO MO3ULIHIO
W3 MPaBOro CTOJIOIA:
OOBeKT XapakTepucTuKa
A Cpoxk YHUUTOKEHUS BIJICTBUEM | 4 | g oo VHUHTORCHIS
danscuduimponantoro JIC.
13. B Cpox  odopmiieHnss AxkTa 00  YHUYTOXKEHHH 2 B Teuenue 5 pabounx mHei
¢anscudunmposanHoro JIC. CO JIHS €r0 COCTABIICHUS
Cpok COOOIIIEHNS BJIAJIEIIbIIEM B Teuenne 6 mecsiieB co
B | danscuduimpoannoro  JIC  ymoiHOMOYeHHOMY | 3 | JHS HPHHATUS PEIIeHUs 00
OpraHy 0 Hecoracuu yHUIToxuThb JIC YHUUTOXKEHHU
Cpok HampaBieHHs BIIAJIETBIEM YIOIHOMOYCHHOMY B revere 30 el co st
I' | oprany Akra 00 YHUYTOXEHHU | 4
BBIHECCHHSI PETIICHHS
danpcudmnmponanabix JIC nim ero Komum.. ...

3anummuTe BRIOpaHHBIC UQPHI TTOT COOTBETCTBYIONTUMHU OYKBAMH:




A|b |[B|T

14.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.

Texct 3aganus: ... Y CTaHOBHTE COOTBETCTBHE B ONPENIEICHNN HEJOOPOKAYeCTBEHHBIX, (abCU(PUIIMPOBAHHBIX U
koHTpadakTHbIX JIC cornacHo DenepaibHOMY 3aK0HY N6 1-D3.

K kaxx0ii mo3unum, TaHHOW B JIEBOM CTOJIOIIE, OI0EPUTE COOTBETCTBYIOILYIO MO3UIHIO
U3 [PABOTO CTOJIOIA:

OOBEKT XapaKTepuCcTUKa

JlekapcTBeHHOE CpEIICTBO, COIPOBOK/IAEMOE
A | HenobpokauectBennoe JIC | 1 JOKHOW WH(pOpManmeli o ero cocraBe W (WM)
MIPOU3BOJIUTEIIE.

2 JlekapcTBEeHHOE CpPENICTBO, HaxosIIeecs B 000poTe ¢
HApYIIEHHEM IPKIAHCKOTO 3aKOHO/IATEIIBCTRA.
JlekapcTBeHHOE CpEICTBO, HE COOTBETCTBYIOIIEE
TpeboBaHmsM  (papMakonelHOM CTaThu MO0 B
Clly4ae ee OTCYTCTBHS TPEOOBaHHUSM HOPMATHBHBIX
JIOKYMEHTOB.

3anummte BIOpaHHBIE HU(PHI TTIOA COOTBETCTBYIOIIUMH OyKBaMHU:

A|b |B

b | ®anscudurmposanHoe JIC

B | Konrpadakraoe JIC 3

15.

[TpounTaiiTe TEKCT U YCTAaHOBUTE MOCIEA0BATEIBHOCTD.
TekcT 3aganus: ... YKaXUTE NOCIEA0BaTENbHOCTh U3BATHS U3 OOPAILEHUS U YHUUTOXKEHUS HEJOOPOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB.
1. Buagenen HenoOpokayecTBEHHbIX JieKapcTBEHHbIX cpeaAcTB (JIC) nomxeH yHUUITOXRUTH U3bsThie JIC B TeueHue 6
MECSILEB CO JTHS BBIHECEHUS PELIeHUsI 00 YHUUYTOXKEHHH.
2. Bnanenen HenoOpoKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB JOKEH U3bsATh Takue JIC u3 oOpalieHus 1 MOMECTHTh UX
B KAPAaHTHUHHYIO 30HY.
3. OcHOBaHUEM Ul U3BATHS U YHUUTOXKEHUS! HEJOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB SIBJISAETCS
pewenue Bianensua JIC, pemenue genepaibHOro opraHa
UCTIOJIHUTEJIEHOM BIACTU WJIU PEIlIEHUE Cya.
4. Bunagenen HegO0OPOKaUECTBEHHOTO JIEKAPCTBEHHOTO CPEJICTBA JIOJDKEH MPEJICTABUTh B YIIOJTHOMOUEHHBIN (e/iepaabHbIi
OpraH HCHOJHUTENIbHOM BJIACTH TOKYMEHT UJH €T0 3aBEPEHHYI0 KOMUIO, MOATBEPKAAOIINNA (DaKT YHUUTOKESHHUS.
3anunmTe COOTBETCTBYIOLIYIO OCIEI0BATENBHOCTD LIU(P ClIeBA HANIPABO:
A|b |B|T

16.

[IpounTaiiTe TEKCT U YCTAHOBUTE NOCIIEIOBATEIBHOCTD.
Texct 3aganus: ... Y CTaHOBHUTE MOCIIEOBATEIBHOCTh O(POPMIIEHHS JOKYMEHTOB NIPH YHUUYTOXKEHUN HEJOOPOKaYeCTBEHHBIX
HAPKOTUYCCKHUX CPEACTB U IICUXOTPOITHLIX BCIICCTB.




1. AKT yHHUYTOXKEHHUS HAPKOTUYECKHUX CPEJCTB U IICUXOTPOIHBIX BELIECTB, JaIbHENUIIEE UCIIOIb30BAaHUE KOTOPHIX B
MEIUIUHCKON IMPAaKTUKE MPU3HAHO HELeIecO00pa3HbIM.

2. AKT npueMa-mepeayd HapKOTHUECKUX CPECTB U IICUXOTPOIHBIX BEIIECTB, TAIbHEHIIee HCIIOIb30BaHIE
KOTOPBIX B MEIULIUHCKOHN MPAKTUKE PU3HAHO
Helesecoo0pa3HbIM.

3. JloroBop Ha mepenady HAPKOTHUYECKHX CPEACTB U MCUXOTPOIHBIX BEIIECTB ISl YHHUTOXKCHHUS.

4. AxT 06 00HapyXKeHUHU HEAOOPOKAaUECTBEHHOTO HAPKOTUYECKOTO UIIH IICUXOTPOITHOTO JIEKApCTBEHHOT'O CPEJICTBA.

3anuimTe COOTBETCTBYIOUIYIO OCIEI0BATEIBHOCTD UG ClIeBa HANIPABO:

A|b |[B|T

17.

[TpounTaiiTe TEKCT U YyCTAaHOBUTE MOCIEI0BATEIBHOCTD.
Tekcr 3aganus: Y CTaHOBUTE MOCIIEIOBATEIBHOCTh HH(POPMALIMOHHOTO B3aNMOACHCTBHS rocynapctB — wieHoB EADC no
BBISIBJICHUIO (PaTbCU(PULIUPOBAHHBIX, KOHTPA(PAKTHBIX U HEAOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB.

1. HudopmannoHHOe B3aUMOJIEHCTBUE OCYILIECTBISACTCS B CIEAYIOLUMX PEXKUMAX: OEPAaTUBHOE YBEAOMIIEHUE O
BBISIBIICHHOM (asibcupUIMpoBaHHOM WM KoHTpadakTHbM JIC 1 3ampoc nHOpMaIum.

2. YIOJIHOMOYEHHBIH OpraH B TeUEHHE 72 4acOB C MOMEHTA yCTaHOBJIEHU (paKkTa HEJOOPOKAYEeCTBEHHOT O,
danpcudummpoBanHoro win kourpadaktHoro JIC Hanpasiser B Komuccuro 1iist BHECEHHS B 001IMe HHPOPMAITMOHHBIE
PECYPCHI U YBECAOMITACT YIIOJITHOMOYCHHBIC OPraHbl APYTHUX IroCy1apCTB-4JICHOB.

3. Jlidg nonmy4yeHus JONOJHUTENbHBIX CBEJICHUH YIIOJIHOMOYEHHBIH OpraH OJHOI'0 rocy1apcTBa-4jeHa HalpaBiseT
YIIOJIHOMOYEHHOMY OpTaHy Jpyroro rocyapcTBa-wieHa 3anpoc nHpopmanuy. 3anpammBaeMasi HH(OPMaIHs
HaIPAaBIIETCS B CPOK, HE NMPEBBILIAIOIMUHN 15 KaleHapHbIX JHEM.

4, HHq)OpMaHHOHHOG B3aHMOﬂeﬁCTBHe OCYHICCTBIIACTCA MCKAY «KKOHTAKTHBIMH TOYKAMW» YIIOJTHOMOYCHHBIX OPraHOB
roCy/apCTB-UJICHOB C UCIOJIb30BaHNEM UHTETPUPOBAHHON MH(pOpMalnOHHON cucTeMbl Coro3a.

5. YIoJHOMOUYEHHbIE OpraHbl, OJYYUBIINE YBEAOMIICHUS, TOATBEPKAAIOT (PAKT MOTYUECHUS YKa3aHHOTO YBEIOMIICHMS.

3aluIIMTe COOTBETCTBYIOUIYIO OCIEI0BATENBHOCTE HU(P CIIEBA HANIPABO:

AlB [B [T |1

18.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHE.
TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE OCHOBHBIX 3JIEMEHTOB (hapMalleBTHUECKON pa3padOTKHU.
K kax10ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTr0 CTOJIOMA:

OOBeKT XapaxkTepucTuka
3aBHCHMOCTD MEXITY BXOIHBIMH
LleneBoii npoduiib (akTopamu nporecca (oKa3aTeIsMu
A | xauectBa ipemnapara. | 1 | marepmanoB u mapamerpaMu
(LITIKTT) Tporiecca) M KPUTUIHBIMH
NIOKa3aTeNsIMU KayecTBa.

Kputnuneie 2 KoHTponb BXOIHBIX MaTepHaIOB,
MIOKa3aTeNu KauecTBa BHYTPUIIPOM3BOJICTBEHHBIH KOHTPOJIb




(KTIK). IIPOMEKYTOUYHBIX IIPOLYKTOB, CUCTEMBI
KoHTelHep /ykynopka u JII1.,
KOHTPOJIb ICTOYHUKOB
BapraOCIIbHOCTH.

MounuTtopuHr xKU3HEeHHOTO 1rkia JIIT
B | IIpoekTtHOE moie. 3 | MO3BOJISET OLIEHUTH BO3MOYKHOCTH ISt
yiryuienus kadecrsa JIIL

LleneBoe naznauenue JII1, myth
BBEJICHHUS, JieK. (hopMa, CUcTeMa

r Crparerus 4 | AOCTaBKH, T03UPOBKA, CHCTEMA
KOHTPOJIAL. KOHTEHHEp/yKyTopKa, oKa3aTely,
BIIMSTIOIIME HA (DapMaKOKHHETHKY,
KpPUTEPUU KauecTBa.
du3nyeckue, XUMUIECKHUE,
Ynpasnenue
MHUKPOOHOJIOTHUYECKUE UITH
YKU3HEHHBIM IIUKIIOM
i 5 | Ouosornyeckue XapaKTepUCTUKy,

Y HENPEPBIBHOE

KOTOPBIC JOJDKHBI HAXOOUTHCA B
COBCPIICHCTBOBAHHEC.

COOTBCTCTBYIOIICM AHAIIa30HC.
33.HI/IH_II/ITC BBI6paHHbIe I_[I/I(i)pbl noxa COOTBETCTBYHOIIUMU 6YKB8.MI/IZ
AlB [B[T [

19.

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE.
TekcT 3aganusi: Y CTaHOBUTE COOTBETCTBHE STAIIOB YIIPABIICHUS PUCKaMH ISl KAUeCTBa JIEKApCTBEHHBIX MPEmapaToB.
K kax10ii mo3uiyu, T1aHHOW B JICBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:

OOBeKT XapaKkTepUCTUKa
A Wnentuduxarms 1 [IpuHsATHE pEleHNi 10 CHUKEHUIO U
OMACHOCTEN (M) MPUHSATHIO PUCKOB.
B | Amamms prcxos 5 JloHeceHne MHGOPMALIUK O PUCKE U
YIPaBJICHUN PUCKOM
CucremMaTu3upoOBaHHOE
B OuenvBanue 3 | MCTOIb30BaHME CBeJ:IeHvI/Iﬁ JUIS
pHCKa BBISIBJICHHS] OLTACHOCTEM,

OTHOCSIITUXCS K IIpo0IeMe.
KauecTBeHHOE 1 KOJIMYECTBEHHOE

I' | KonTponb pucka | 4 | u3MepeHne pucka, XapakTepHu3yroliee
BEPOSATHOCTh €r0 HACTYIUICHHSI.
MoOHHUTOPUHT COOBITHIA 1
PE3YIbTAaTOB, KOTOPHIE MOTYT

I | Honecenue pucka | 5




MOBJIUSITH HA IIEPBOHAYAIILHOE

pelIeHHE 10 YIIPABICHUIO PUCKAMHU.

6 CpaBHeHHE BBISIBICHHOTO PHCKA C

3aJaHHBIMU KPUTEPUSIMHU.

3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIIMMH OyKBaMu:
A|lb |B|I' | O|E

E | IIpoBepka pucka

20.

[IpounTaiiTe TEKCT U YCTAHOBUTE I1OCIIEIOBATEIBHOCTD.

Tekct 3aganusi: Y CcTaHOBHUTE MOCIEAOBATEIBHOCTD B )KU3HEHHOM IIUKJIE (papMalleBTUYECKOTO MPOTYKTa.
1. Kommepyeckoe mpou3BOJCTBO.
2. TpaHcdep TEXHOIOTHI.
3. dapmaneBTrueckas pazpadboTka.
4. BbIBOA IPOJYKTA C PhIHKA.

3anuinuTe COOTBETCTBYIOIIYIO IMOCIEI0BATENLHOCTD LU(p ClieBa HAIPABO:

A|lb |B|T

3agaHusi OTKPBITOr0 THIIA

ITosicaute CYHIHOCTb HHTerHpOBaHHOﬁ CHUCTCMbI Ka4CCTBA JICKAPCTBCHHLIX CPCACTB.

N

Oxapakrepusyiite fokymenT |CH Q10, pazpaboranusiii MexayHapoIHOH KOH(DEpEHIIUEH 110 TApMOHHU3AINH TEXHUYECKUX
TpeOOBaHHI K PETUCTPALIMOHHOMY J0ChE JIEKapCTBEHHOTO Tperapara.

OOBsicHUTE CYIITHOCTh KOHIETIMY (PapMalieBTUYECKON CUCTEMbI KauecTBa.

OObsicHUTE, B YEM COCTOUT OTBETCTBEHHOCTh PYKOBOJICTBA B (hapMalleBTUUECKOM CHCTEME KaueCTBa.

OO0bsicHUTE [ECJIb MOHUTOPHUHIa pa6OTBI Iponecca n Ka4eCTBa IPOAYKIINU.

[osicauTe posb cUCTEMBI YIIpaBeHUs] U3MEHEHUSIMU B (hapMalleBTUYECKOI CHCTEME KauecTBa.

OO0bscaute HazHaueHne CAPA-cucteMsl B (hapMalieBTHUECKON CHCTEME KauyecTBa.

[TosicHuTe posb ynpaBieHus 3HaHUSIMU B (hapMalleBTHIECKOI cHCcTeMe KayecTBa.

© © N o g M w

Jaiite ob1iee onpeseneHe prucka 1 onpeeNieHne pucka B cepe oOpaliieHus TIeKapCTBEHHBIX CPEICTB.

[osicaure chepy nprMeHeHuUs! yIpaBIeHNs! PUCKaMH /TSl Ka4ecTBa.

11.

HazoBuTe ciocoOb! MpeIcTaBiIeHUs] CHCTEMBI PUCKOB JIJIsl KAYeCTBA.

12.

OObsicHuTe MeToA yrnpasieHus puckamu PHA.




13.

JaiiTe onpeneneHue ;KU3HEHHOMY LIMKITY JIEKAPCTBEHHOTO IIpenapara.

14. | Iosicaute paznuire MOHATHH «A((HEKTHBHOCTY U «PE3YIbTaTHBHOCTHY.

15. | HazoBute (haxTopbl, KOTOPBIE BAMSAIOT HA U3MEHYMBOCTH 3(D(HEKTUBHOCTU 1 OE30MACHOCTH JIGKAPCTBEHHBIX CPEJICTB, MOT'YT CHU3UTD
COOTHOILICHUE «I10JIb3a-PHCK..

16. | IlosicauTe, KaK MOKHO ITOBBICHTH JI0KA3aTEILHOCTD 3(PEKTUBHOCTH M O€30IaCHOCTH JIEKAPCTBEHHOTO MpEnapara.

17. | IlosicHuTe CYIIHOCTh META-aHAIN3A.

18. | MaiiTe onpeneneHre HIIeKaIIeH TUCTPUOBIOTOPCKON MPAKTHUKH.

19. | OObsicHuTE TPEOOBAHKS K JUCTPUOBIOTOPY JIEKAPCTBEHHBIX CPECTB, peaycMoTpeHnsie [Ipasmtamu EADC.

20. | YkaxuTe OCHOBHBIE TPEOOBaHUS, MMPEIbSBISIEMbIE K CUCTEME KaueCTBa TUCTPUOBIOTOPA JIEKAPCTBEHHBIX CPEIICTB B COOTBETCTBHH C

[IpaBunamu EADC.




