YTBEPKXJIEHDBI

Pewennem Cosera
EBpa3suiickoii 5JKOHOMUYECKONH KOMHCCHH

OT « » 20 1. Ne

ITPABUJA
Ha/JJiexKalleil JUCTPUOBIOTOPCKON MPAKTHKH
EBpa3uiickoro 3k0HOMH4YeCKOro cor3a

1. O61uIue moJoXeHus

Hannexamast nuctpudbroTopekas npaktuka (Good distribution practice
— GDP) (nmanee — IlpaBuna) NekapCTBEHHBIX CPEJCTB SIBJISIETCS YacThIO
CHCTEMBI OOecreueHHs] KayecTBa M YCTaHaBJIMBAaeT MpaBWUjia B OTHOIICHHUH
XpaHEeHHUs, TPAHCIIOPTHUPOBAHHUS M AUCTPUOBIONNH JICKAPCTBEHHEIX CPEICTB
U TapaHTUPYET, YTO JICKAPCTBEHHBIE CPEJCTBA MOCTOSIHHO KOHTPOJUPYHOTCS
O MOKa3aTe/IsIM Ka4eCcTBa, COOTBETCTBYIOLIMM €€ Ha3HAYCHHUIO.

Hacrosmiue  IlpaBuma  ycraHaBiIMBarOT — eAWHbIe  TpeOOBaHUS
K JHCTPUOBIONUH JIGKAPCTBEHHEIX CPEACTB M PACIPOCTPAHSAIOTCS Ha BCEX
JML, Y4YacTBYIOIIMX B  JUCTPUOBIONMM  JIEKAPCTBEHHBIX  CPEJICTB,
B COOTBETCTBMM C  BBINOJHAEMBIMH HMHU  (YHKIUSMH, BKJIIOYast
JTUCTPHOBIOTOPOB U MPOU3BOAMUTENEH JTIEKApCTBEHHBIX CPEJICTB, HE3aBUCHUMO
OT BEIOMCTBEHHOW MPHHAIICKHOCTH M (HopMbI coOcTBeHHOCTH. Llenbio
HaJuIe)Kalmed  TUCTPUOBIOTOPCKOM  MPaKTHKH  SIBJIIETCS  COOJIIOHCHHE
HaJUIeKAIIUX YCIOBUH XpaHEeHHs, TPAHCIIOPTUPOBAHUS U PaCIPOCTPAHCHUS,
HeoOXOIUMBIX JJIsI 0OecIieueHus KauecTBa, 0e301MacHOCTH U 3P HEeKTUBHOCTH

JICKapCTBCHHLIX CPEICTB 110 BCEH 1IeNH IIOCTABOK, a TAKMKEC NPCAOTBpalllCHH A
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pucKa TNPOHUKHOBEHUs (HanbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
B LIeIb MTOCTABOK.

Cobmonenue TpeGOBAHMI HACTOSIIMX [IpaBun obecrnieyut KOHTPOINB
OEIMH  IOCTABOK M MO3BOJIMT COXPAaHUTh KauyeCcTBO M IEJOCTHOCTH
JIEKAPCTBEHHBIX CPEJICTB.

locymapcra — unensl  EBpasuiickoro  3KOHOMHYECKOTO  COMO3a
(nanmee —  rocynapcTBa-uleHB) BHpaBe INPHHUMATD  HAIMOHAJBHBIC
HOPMaTHBHBIE TIPABOBbIE AaKThl, PETYJUPYIOLIHE OTAEIbHBIE ACIEKTb
JAUCTPUOBIOUMH  JIEKAPCTBEHHBIX  CPEJCTB  HA  CBOEH TEPPUTOPUH,

HE TpoTuBopevamiie HacTtosimed Hamnexamed — guerpubbroropekoii

MPaKTUKE.

II. Tepmunb! u onpeenenus

B macrosmx IlpaBuiax HCHONB3YIOTCS — ClETYIOLIHE TePMUHBI
U OIIpe/Ie/IeHHS:

1) Bamupanms —  JOKyMEHT&IbHO  O(OPMICHHBIE NehcTBYsS,
JIOKa3bIBAIOIIKE, YTO HpONeAypa, TMpolecc, oOOpyroBaHHEe, Marepual,
Omepanus WM CHUCTEeMa  COOTBETCTBYIOT — 3aJ@HHBIM  TpeOOBaHUSM
M HX HCMOJNB30BaHME OyHeT TMOCTOSHHO MPHUBOAUTL K pe3ysibTaTam,
COOTBETCTBYIOLINM 3apaHee yCTaHOBIEHHBIM KPUTEPHSIM IIPUEMIEMOCTH;

2) BO3Bpar — OTNpaBKa JICKAPCTBEHHLIX CPEICTB B azpec
NPOMU3BOIUTENS. MM JAMCTPUOBIOTOpA HE3aBMCUMO OT TOTO, HMMEET
JIA 3Ta NPOIYKIHS 1e(eKT KauecTBa UM HET,

3) AuCTPHUOBIOLKS — NESATENLHOCTD, CBA3aHHAS C 3aKYITKOM (3aKyrmom,
NPUOOPETEHNEM), XpaHEHHEM, BBO30M (MMIIOPTOM), BBIBO30OM (oxcmopTom),
peanusalMen (3a HCKIIIOUEHUEM pean3aliii HaceNeHnIo) Ge3 orpaHHueHus

00BEMOB U TPpaHCIIOPTHUPOBAaHUEM JICKAPCTBCHHBIX CPEICTB;,
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4) IMCTPUOBIOTOP — OpraHM3aius OMTOBOM peaU3allMH, UMeronIas
Pa3speIUTEe/IbHBIN JOKYMEHT Ha JMCTPUOBIOLMIO, B TOM 4YHMCTe XpaHEHHE
M TPaHCHOPTHPOBKY JIGKAPCTBEHHBIX CPEACTB M OCYIIECTBIISIOIIMIA
COOTBETCTBYIOLLYIO JCSTE/ILHOCTD 110 UX AUCTPUOBIOLUHN;

5) 30Ha — TOMeNICHHE WM 4YacTh TNOMEIEHHH, CIeHAIBHO
MPEAHA3HAYEHHBIX JJIsl BRIIIOJIHEHUS PA3IMYHEIX (DyHKIHH:

0) KauyecTBO —  COBOKYIHOCTH  CBOMCTB U XapaKTePUCTUK
JIEKApCTBCHHOI'0 CPEACTBA, BIIUSIOUIMX HAa €ro CIOCOOHOCTH NeHCTBOBATH
110 HA3HAYCHUIO;

7) KBaIM(UKaUMA — HOKYMEHTAIBHO O(GOPMIEHHbBIE JNEUCTBUS,
YAOCTOBEPSIOIINE u IO ATBEPIKIAFOIITHE, qTO o0opyioBanue
WA BCIIOMOTATe/IbHbIE CHCTEMbI CMOHTHPOBAHBI JIOJDKHBIM  00pasom,
MPaBUIBHO (QYHKIMOHUPYIOT M JEHCTBUTENLHO MPHBOLIT K OXKHIACMBIM
pe3ynbTaram;

8) HamIexauas JUCTPUOLIOTOPCKAs —IPAKTHKA (GDP) - wyactp
CHCTEMBI 00€CTIeUeHHs KAaUeCTBa, FapaHTUPYIOIIAsi KAUECTBO JIEKapCTBEHHBIX
CpEICTB Ha TPOTSKEHMH BCEX STAlOB IIENH NOCTABKH, BKIKOYAS XpaHEHHEe
H TPaHCTIOPTUPOBKY, OT MPOU3BOIMUTENS 0 CYOBEKTOB, OCYLIECTBISIOMMX
POSHHUYHYIO PCAIM3AMIO UJIM OTIIYCK HACEJICHUIO JIEKapCTBEHHBIX CPEJCTB,
BKJIIOYast OPTaHU3aL1H, OCYIIECTBISIOINE MEAHUIIHHCKYIO JIeSTeIbHOCTE;

9) obecneuenye KauecTBa JIEKAPCTBEHHBIX CPEIICTB — COBOKYITHOCTH
BCCX  OpraHM3allMOHHBIX  MEPONPUATUH, TPEANPHHSATBIX B IEJSIX
YIOBJICTBOPEHUst  TPeOOBaHMSM  KayecTBa  JIEKAPCTBEHHBIX CpeJICTB
B COOTBETCTBHUHM C UX HA3HAUEHUEM;

10) 0630p pucka — 0030p MM MOHMTOPHMHI pPe3y/IbTATOR mpoliecca

YHNpPABJICHUsI PHUCKOM C Y4YeTOM (IIpHM HEOoOXOJAMMOCTH) HOBBIX 3HAHWUI

H OIIbITa OTHOCUTEJIBHO PUCKA,
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11) or3b1B — AelicTBHe, HANPABIEHHOE HA M3BATHE U3 LIENH MOCTABOK
JIEKapCTBCHHBIX CPEJCTB HEHA/JIeXKAIIEr0 KayecTBa WJIM IIPU BISBICHUU
CEPbE3HBIX HEXENATENTbHBIX Peakiui, KOTOPoe MOXKET OBITh WHHIUMPOBAHO
U3rOTOBUTEIIEM, UMITIOPTEPOM, JUCTPUOBIOTOPOM, IIOCTaBIIMKOM
WM YIIOJHOMOYEHHBIM OpPraHoM;

12) ouenka prcka — cpaBHeHHe MPEAIIOJAraeMOT0 PUCKA C JTaHHBIMH
KPUTEPHUSIMU PHCKA C HCIIOJL30BAHUEM KOJMYSCTBEHHON W KAadecTBEHHOM
OMPENEICHHOCTBIO 3HAYUMOCTH PHCKA;

13) nepenyThiBanKe — CMelIeHHe HECKOJIBKUX BHIOB, PA3HBIX CePHIl U
(Mnu) TApTHH JIEKAPCTBEHHBIX CPEACTB WM [OIMEHAa ONHOr0 BHIA
MPOAYKUUH APYTUMH MPH XPaHEHUH, TPAHCIIOPTUPOBAHUH, PEATTU3ALINY;

14) pyKkoBOACTBO MO KayecTBY — JOKYMEHT, ONUCHIBAIOIIUH CHCTEMY
KauecTBa OpPraHU3alMU, OXBATBIBAIOLIMN BCIO JIESITENBHOCTh OpPraHW3alluu
WY TOJIBKO €€ YacTh;

15) cucrema KayecTBa — COBOKYIIHOCTh BCEX 3JIEMEHTOB CHCTEMBI,
HaNpaBJICHHOW Ha BHEIPEHUE MOJUTHKU B 00JIACTH KaYeCTBA U OOeCTIeUeHHUSI
JNOCTH KEHUS Lienel B 00J1acTH KavyecTBa;

16)ckman —  KOMIUIEKC CIIELMaIM3MPOBAHHBIX TTOMEILICHUH,
00opy10BaHusl, TEXHMYECKHX CPEJCTB, IPEJHA3HAYEHHBIX s TPHEMKH,
XpaHCHUsl, peaTi3allii JICKAPCTBEHHBIX CPE/ICTB;

17) ynpaBneHue KaueCcTBOM — METOAbl W BHABl JIESTENBHOCTH
ONEPaTHBHOIO XapakTepa, HCIOJb3yeMble JUlsl BBITOJHEHHsI TpeOoBaHuUil
10 Ka4eCTBY M HAIPABICHHBIE Ha YIPaBIE€HHE IPOLECCOM, YCTpaHEHUe
MPUYKAH HEYAOBJICTBOPUTEIBLHOIO (YHKIIMOHHPOBAHMS HAa BCEX ATanax
JKU3HEHHOTO LIUKJIA POIYKIIHH;

18) ynpasnenue puckamu Juisi KayecTBa — CHCTEMATHYECKHI Mporece
OLICHKH, KOHTPOJIs, oOMeHa uH(opManueil u 0630pa PUCKOB ISl KauecTBa

JICKapCTBEHHBIX CPEACTB HA NPOTSHKEHUU UX )KU3HEHHOT'O LIMKIIA;
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19) pansenduumposanHeie ekapcTBeHHBIE CpeCTBA — JICKapCTBEHHbBIE
CPEICTBa NPOTHBOIPABHO M NMPEJHAMEPEHHO CHAOXKEHHBIE HEIOCTOREPHOI
nHpopmanmel 06 Ux cocrase M (KiIK) NPOU3BOJIHMTENE, a TAKKE O MOCTaBKaXx,
BKJTFOYasi 3alMCU U JOKYMEHTBI, 3aTparduBaiolliie HCIOIb30BAHHbIC KAHAJIbI

TUCTPUOBIOIUH.

III. OcHoBHAas yacThb
1. YnpaBnenue kauectBom

1.1. lpunnmm.

JuCcTpuOBIOTOPEl  TOJDKHBI  CO37aBaTh U NOMIEPKUBATE  CUCTEMY
Ka4ecTBa, yCTAHABJIMBAIOLIYIO OOS3aHHOCTH, TIPOLECCHl M NPHHIIHIIbI
YTIPABJICHUS PUCKAMHU B OTHOILEHUU OCYIIECTBIISIEMOM MMM IESTEILHOCTH.
Bee neiicTBHs, CBS3aHHbBIE ¢ AUCTPUOBIOLMCH, MODKHBI GBITH OJTHO3HAYHO
ONIpCIeNIeHbl U TpOaHalu3upoBaHbl. Bee BakHeiimuwe sranel mponecca
ONTOBOM peanu3alyy, BKIIOYas HauOOJee 3HAYMMBIE W3MEHEHHS OJIKHBI
ObITb  00OCHOBaHBI U, €CIM  3TO HEOOXOAMMO,  BaJMAMPOBAHHL.
OTBETCTBEHHOCTh 32  (YHKIMOHUPOBAHHE CHCTEMbl KAauecTBA HEceT
PYKOBOJIUTEIIL Opranu3auuu. [lepconan opraHuzaiuu J0KeH HaUTEKAIAM
00pa3oM HCHOMHSITE OOA3aHHOCTH, CBA3aHHBIE C (QYHKUHOHHpPOBaHUEM

CUCTEMBI Ka4eCTBa.

1.2. Cucrema kavectna.

Cucrema ympaBieHHs KauecTBOM JOJDKHA BKJIOYATh B cebs
OPraHM3alMOHHYIO CTPYKTYPY, MPOLENYPBI, MPOLECCHl U PECYPCH, a TAKKE
JICUCTBHsI, HEOOXOAMMBIE Juisi O00eCNedyeHHs TOro, YTO TIOCTABISEMBIE
JICKApCTBCHHBIE CPE/ICTBA COXPAHSIOT CBOE€ Ka4ecTBO M IIEJIOCTHOCTH

W HE NOJABEpraioTcst (GanbCcuPUKalMU B [POLECCE XPaHEHHs U (nim)

TPaHCIIOPTUPOBKH.
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CucTema KavecTBa JO/KHA OBITh [OJHOCTBIO JOKYMEHTHPOBAHA,
ce  A(p(HEKTHBHOCTL [OIKHA MOXBEPraThcsi MOHHTOPHHTY U aHaJu3y.
Bcee peiicTBus nepcoHana, OTHOCSIMECS K CUCTEMe KauecTBa, JOJKHb ObITh
ONHCaHBl B COOTBETCTBYIOUIMX THMCBMEHHBIX Tpoueaypax. Heobxomumo
BHEAPUTL W TIOAJEPKMBATE B aKTYaJbHOM COCTOSIHUH PYKOBOJCTBO
10 Ka4€CTBY MJIK JIPYTOM aHAJIOTMYHBIN TOKYMEHT.

PyKkoBOZICTBOM ~ opraHm3alliii  Ha3HayaeTcsh OTBETCTBEHHOE JIHIIO,
HAZICJICHHOE YETKO OIPENEJCHHBIMU IIOJHOMOYHSMU M OOSI3aHHOCTIMHU
juist obecrievyeHusl BHEAPEHUs U MOMNEPKAHUS B AKTYANTBHOM COCTOSHHH
CHCTEMBI Ka4eCTBa.

Bce wacru cucrembl kauecTBa JOIDKHBI GBITH HaIEXKAIIUM 00Pa3OM
oOecrieyenbl KOMIETEHTHBIM IIEPCOHANIOM, JTOCTATOYHBIM  KOJHYECTBOM
COOTBETCTBYIOIIMX IIOMEILCHUH, 000PYIOBaHKs 1 TEXHHUYECKUX CPEJICTB.

Ilpn cosmanuu, nopmep)KaHWKM WA W3MEHEHHH CHCTEMBl KauecTBa
HeOOXOIMMO  YYMTHIBATH  OPraHH3AUMOHHYK  CTPYKTYpY,  OOBeMm
BBITIOJIHSIEMBIX  pabOT W YCIIyI M  MHOIOIJIAHOBOCTH  JIESTEIBHOCTH
JUCTPUOBIOTOpA.

Y aucTpubObioTopa JOMKHA OBITh BHEAPEHa CHCTEMa YIIPaBICHHUS
M3MEHEHUAMM, KOTOPasi J0/DKHA OBITh MPONOPLUOHATBHON U 5)hEeKTHBHOM,
a TaK)Ke, OCHOBAaHHOW Ha MPHHIMIIAX YIIPABJICHHUs PUCKAMU Il KAYeCTRA.

Cucrema obecnieuenns KadecTsa J0JKHA FAPAHTHPOBAT, UTO:

1) nexapcTBeHHBIE CpelcTRa npuodpeTarorcs, XpaHsTcs,
TPAHCIIOPTUPYIOTCSl, MOCTABIIAIOTCA WIM SKCIIOPTHPYIOTCA € COONIIOIEHHEM
TpeboBanuii HacTosinux IIpasu;

2) 00s13aHHOCTH PYKOBOJCTBA OPTaHU3ALUM YETKO OIPEICIICHBI;

3) JexkapcTBeHHBIE CpencTBa JIOCTaBIIAIOTCS HaJU1eKallum

IMOJIy4aTeJisiM B COTJIAaCOBAHHBIN HHEPHUOJ BPEMECHH,
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4) IoKymMeHTajlbHOe OpOopMIICHHE AeHCTBUIA OCYILECTBIISIETCS B XOJI€e
BBITOIHEHUS! WIIM HEMOCPEICTBEHHO [0C/I€ 3aBEPIIEHNs] COOTBETCTBYIOMIUX
JNeHCTBUH;

5) OTKJIOHEHHSI OT YCTAHOBJIEHHBIX MPOIENYP JIOKYMEHTAIbHO
0(OPMIISIOTCS U B UX OTHOIICHUH [TPOBOJISITCS PACCIIEIOBAHMUSL;

6) HeoOXOMMMBIE KOPPEKTHPYIOIIHE M IPELYPEKIAIONINE IeHCTBHS
NPEAIIPUHUMAIOTCS  [UIS  YCTPaHEHUs OTKJIOHEHUH U TpeaylpeikIeHus
MX TIOSIBJIEHUSI B COOTBETCTBMM C IPUHLMIIAMU YIpPaBJIEHUs PUCKAMHU
JI7151 KayecTBa.

1.3. YopaBienue naesTeNbHOCTBIO, TEpeJaBaeMol ISl BBITOJHEHHUS
Ipyromy juuy (ayTCOpPCHHT).

Cucrema KadecTBa JOJDKHA BKJIFOUATh B ce0s KOHTPONL M aHAIM3
JI000H JIeATeNILHOCTH, TIePeJaHHO AJTsI BBRIMOIHEHUS! IPYTOMy JTHIY (nanee —
epe/laHHON Ha ayTCOPCHHI) M OTHOCAIIEHCS K NPHOOPETEHNIO, XPAaHEHHUIO,
TPaHCIOPTUPOBKE, MOCTABKE WK DKCIOPTY. HeATeIbHOCTh MO ayTCOPCHHTY
JOJDKHA YYUTBHIBATH BO3MOXKHEIE PUCKH JUIsl KaueCTBa U COACPIKATE:

1) oueHKy NPUroJHOCTH U KOMIETEHTHOCTH MCIIOJIHUTEIS BBIIIOIHUTD
00s13aTesIbCTBA 110 JOTOBOPY JODKHEIM 00pa3oM, a TAKKe NPOBEPKY HAIHUHs]
y UCIIOJIHUTEIIS HEOOXOIUMBIX pa3spelmMTEeIbHBIX JOKYMEHTOB
B COOTBETCTBHHU C HALIMOHAIILHBIM 3aKOHOATEILCTBOM IOCY1aPCTB-UJIEHOB;

2) ompejeieHUe OTBETCTBEHHOCTH, B3aUMOICHCTRBHSI CTOPOH U 0OMeHa
uHpopmanedn o JOeHcTBHSAX B pamMKax MEPONPHATHH, OTHOCSIIMXCS
K KauecTBY;

3) MOHHTOPMHI M aHallU3 [EeSATeJIbHOCTH WCIOJHHUTENS, a TaKKe

onpeje/icHHe M BHEAPEHHE Ha pPEryIspHONH OCHOBE Mep, HEOOXOIMMBIX

JUISL YITYYIIIeHUSI.

1.4. MOHUTOPHHT U aHAJIU3 CO CTOPOHBI PYKOBOJICTBA.
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PyKoBoJICTBO OpraHmsauuu JODKHO YCTAHOBHTH (HOPMANH30BAHHBIH
pOIIeCC IEPHOIMYECKOro 0030pa cucteMbl KadectBa. OO030p omKeH
BKJIIOYATh:

1) OueHKy cTeneHH HOCTHXEHHUS IeJleil CUCTEMBl KAueCTRa;

2) Ouenky mnokasaresneli 3((QEKTUBHOCTH, KOTOpbIE MOTYT OBIThH
UCIIOJB30BaHbl JUII MOHHUTOPHMHIA 5((EeKTUBHOCTH IPOIECCOB CHCTEMBI
KayecTBa, TaKUX KaK KOJINYECTRO [IPETEH3UH, OTKJIOHEHHH
oT YCTaHOBJICHHBIX HOPM, 3(pekTuBHOCTE KOPPEKTHUPYIOIINX
U TPeAyNpekKIArNMi  JeHCTBUIM, H3MEHEHUs B IpoLeccax, OT3BIBBI
O JEATENBLHOCTH, MEPeJAHHONH Ha ayTCOPCHHI, MPOIECCHl CaMOIPOBEPKH,
BKIJIIOYAs aHalu3 PUCKOB M ayIUTBI, DPE3YJbTaThl BHEIIHEr0 KOHTPOJI,
BKJIIOYasi MHCIEKIMHM W ayJIUTBl, BbISBJIEHHBIE HECOOTBETCTBHs, AayIMTHI
KJIUEHTOB;

3) V3MeHeHHMs B HOPMAaTHBHBIX [PaBOBBIX aKTaX, PYKOBOJCTBAX,
a TaKX€ BO3HUKHOBECHHE HOBBIX OOCTOATENBCTB, CBSI3AHHBEIX C KAYECTBOM,
KOTOPBIE MOTI'YT OKa3aTh BIIMSHKE HA CUCTEMY YIIPaBICHHS KAYECTBOM;

4) VHHOBAIMH, KOTOPhIE MOTYT MOBBICUTE 3(P()EKTUBHOCTL CHCTEMEI
KayecTBa;

5) HW3smeneHus B JeNI0BOM cpejie M TOCTABIEHHBIX LIEJIAX

Pesynbrarel  0030pa cHCTEMBI Ka4ecTBa €O CTOPOHBI PYKOBOACTBA
JIOJDKHBI OBITH CBOEBPEMEHHO AOKYMEHTAJILHO OQOPMIEHBI M JIOBENECHBI
110 CBEIEHUSs IEPCOHAlIA.

1.5. YpaBnenue puckamu jijisi KauecTBa.

YIpaBiieHWe PHCKaMH JJIss KauecTBA sBJISETCS CHCTEMATHUYECKHUM
MPOILIECCOM OLEHKH, KOHTPOJs, oOMeHa uHbopManuell W 0030pa pHCKOB
JJISL KQ4eCTBA JICKAPCTBEHHBIX CPEACTB. DTOT MPOIECC MOMKET IIPOBOJUTHCS

KaK IepCHEeKTUBHO, TaK U PETPOCIIEKTUBHO.
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Ynpasnenue pHCKaMH U KadyecTBa, MPEANONaraeT, 4To OLEHKA
PUCKOB ISl KQUeCTBA OCHOBBIBAECTCS HA HAYUYHBIX 3HAHHSX, MPAKTHUYECKOM
OmbITe pabOTHL U HAIPABIEHA HA 3ALIMTY 310pOBbs manuenta. O6beM paGor
0 YNpPaBJICHUIO PUCKAMH Ul KadecTBa M JIOKYMEHTalbHOe ohopMIIeHHE
Pe3yIbTaTOB OUEHKU PUCKOB JOJDKHBI OBITH COU3MEPHMBIMH YPOBHIO PHUCKA.

IIpuMeps! MPOLeccOB 1 MHCTPYMEHTOB MO YIIPABJICHUIO PUCKAMH [IPUBE/IEHBI

B Yactu [Il GMP Coroza.

2. Ilepconan

2.1. Ipuntum.

Brimnonnenue tpebopanuit HaiexKanell IMCTpUOLIOTOPCKOI MPAKTUKH
3aBUCUT OT 4YeloBe4eckoro ¢axropa. JuUcTpubbIOTOp NODKEH HMeETh
JIOCTaTOYHOE KOJIMYECTBO KBATU(GMUMPOBAHHOIO MEPCOHANA s PEeLLeHHUS
BCEX 3ajlay, 33 KOTOpbIC O0TBeYaeT opranu3anus. Kax/ el paboTHUK Mo/mKeH
3HaTh ¥ TMOHUMATH TPeOOBAHUS HAJJIEKAIIEH AUCTPUOBIOTOPCKOM TPAKTHKH
(GDP), kacarommecst ero pesreibHocTH. Kanaplii paGOTHHMK —JOJKeH
IOHUMAaTh WHIUBUAYAIBHYIO OTBETCTBEHHOCTh, KOTOpass JO/DKHA OBITH
NOKYMEHTHUPOBaHA.

2.2. OTBeTCTBEHHOE JIHL(O.

PykoBoncTBoM — mmcrpubbtoTopa  JIOMKHO — OBITH  HA3HAYEHO
OtBeTcTBEHHOE MIO. OTBETCTBEHHOE JIMLO JOKHO COOTBETCTBOBATH
KBaIM(PUKAIIMOHHBIM ~ TpeOOBaHMSM,  YCTAHOBJICHHBIM  HAIMOHAIbHBIM
3aKOHOMATENLCTBOM  rocymapcTBa-wieHa. OTBETCTBEHHOE JIMIO JIOJGKHO
obnanarhb HeoOXoauMOii KBaJM(pUKaIIKEH, MPEIIIOYTHTELHO
(hapManeBTHYECKUM 00pa3oBaHUEM, ONLITOM M 3HAHMSMH B  OOTacTH

HaJjiexanen TucTpuObOLINY.
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OTBETCTBEHHOE JIMIIO JOJDKHO BBIMOJHATE CBOM OOS3aHHOCTH JIMYHO
M JOJDKHO OBITH MOCTOSIHHO JIOCTYIHO Ui KOHTakTa. OTBETCTBEHHOE JHIIO0
MOJKET JIeJIErMPOBaTh YaCTh CBOUX 00S3aHHOCTEH, HO HE OTBETCTBEHHOCTb.

[losHoMOuHst OTBETCTBEHHOTO UL 10 IPUHSTUIO PEIICHUN B pamMKax
CBOMX JO/DKHOCTHBIX O0SI3aHHOCTEH, a Takke HeOOXOMMBIE PECYPChI [T HX
BBIIIOJIHEHUS  JIOJDKHBI  OBITh  OIpe/ieNieHbl  TOJDKHOCTHOW WHCTPYKLUEH.
OTBETCTBEHHOE JIMIO JOIKHO OBITH HANENEHO YETKO OINpeeeHHbIMH
IIOJIHOMOYUSAMHU, pecypcamMyd M 30HAMH OTBETCTBEHHOCTH, HEOOXOMUMBIMH
JUUTSL BBITIOJIHEHHM ST BO3JIOXKEHHEBIX Ha HEro 00sI3aHHOCTEM.

OTBETCTBEHHOE JIMIO JIOJYKHO BEINOJHSATE CBOM OOS3aHHOCTH TaKHUM

00pazoM, 4ToObI JUCTPUOBIOTOP MOT MOATBEPAUTEL COOMIONEHUE HAJIeKAIIIEH

JIUCTPUOBIOTOPCKON MPAKTHKH.

K o0si3annocTssM OTBETCTBEHHOIO JIMLA OTHOCSTCS:

1) oGecrieyenre BHENpPEHHs M MOJJIEPKAHUS CHCTEMBI YIPaBIEHUs!
Ka4eCTBOM;

2) KOHULEHTpalMs Ha YNPaBJICHUU YCTAHOBJIEHHON JIEATEIBHOCTHIO
1 Ha 00ecneueHnr TOYHOCTH M KauecTBa 3arucei;

3) obecnieyenure BHEAPEHHS W MOAJCPIKAHUs MPOIPAMM IEPBUYHOIO
H MOCTIEAYIOIEro 00y4YeHus JUls BCEro NepcoHala, BOBICYCHHOTO B IIPOLECC
JUCTPUOBIOINH;

4) KOOpAMHUPOBAHME M CBOEBpPEMEHHAasl OpraHu3alus  OT3bIBA
JIEKApPCTBEHHBIX CPEJICTB U3 OOpaIleHus;

5) obecneuyenne >QpPekTHBHON PabOTHI ¢ MPETEH3UAMM TOKyIaTeeit
(mostyyareseit);

6) YTBEpXKIECHHE ITOCTABIIUKOB U MOJTydaTeliei;

7) YTBEpXKIEHHME  Tepefauyd  Ha  ayTCOPCHHT  JEATEebHOCTH,
NOTEHUHAIBHO BIIUSIOLLICH Ha cobmoaenue HaJuIe)Kallei

JUCTPUOBIOTOPCKON TTPaKTHKH;
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8) obecrieueHHe TPOBEJEHHS CAMOMHCIIEKLMI B COOTBETCTBUH
C YCTAQHOBJICHHOM MEPUOIMYHOCTBIO M MOJTOTOBJICHHONH MPOrpaMMOi,
a TaK)Ke NPUHATHS HEOOXOAUMBIX KOPPEKTHPYIOIIHX MEp;

9) Xpanenue HEOOXOIUMBIX 3armcei, OTHOCSIIUXCS
K JIeJIETMPOBaHHBIM 00sI3aHHOCTSIM;

10) npunsiTue OKOHYATEJIbHBIX pelleHHi OTHOCHUTEJILHO
BO3BpAILIEHHBIX, OTO3BAaHHBIX, OTKJIOHEHHBIX, MIPU3HAHHBIX
HEKaueCTBEHHBIMH, (aJIbCU(PULIUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

11) yrBepxk/ieHne BO3BPALICHHUS JIEKAPCTBEHHBIX CPEJICTB B KATErOPUIO
[IPUTOJIHBIX IS peasin3alluy;

12) obecnieyenne cobmmofeH s JIHOOBIX MOMOMHUTENLHBIX TPeOOBaHUIA,
YCTQHOBJICHHBIX B OTHOIIEHWM OIpPEIeNIeHHON MPOAYKLHMHU HAIlMOHAILHBIM
3aKOHOJIaTEIbCTBOM FOCYJapCTB-YJIEHOB.

2.3. Ilpounii mepcona.

JIACTpHOBIOTOP ~ JIODKEH ~ WMETh  JOCTATOYHOE  KOJIMYECTBO
KBIM(DUIMUPOBAHHEIX ~ PAaOOTHUKOB, BOBJICYCHHBIX B  JUCTPUOBIOIHIO
JICKapCTBEHHBIX CPEACTB Ha BeeX ee aTanax. KoauuecTBO paGOTHUKOB
ompejienseTcss  00beMaMM  BBIIONHSEMBIX  paboT W TpeGoBaHUSMHU
HAMOHAIBHOTO 3aKOHO/IATEJIbCTRA.

OpranusanoHHas  CTPYKTypa  JHUCTPUOLIOTOpa  JO/DKHA  OBITH
opopmiieHa B BHIE CXeMbl M YTBEepXKAeHa pyKoBoguTeneM. DyHKIUH,
O0A3aHHOCTM U B3aUMOJCHCTBHE pPAOOTHUKOB JIOMJKHBL OBITH  YETKO
0003HAYEHHI.

Ha paGOTHMKOB, 3aHMMAIONINX KITFOYEBHIE JOJKHOCTHU, MOIKHBI OBITH
COCTaBJICHbl ~ MMHUCBMEHHBIE  JOJUKHOCTHBIE HHCTPYKIHMH, B  KOTODPBIX
YCTAHOBJICHbI HX JOJDKHOCTHBIE OOSI3aHHOCTH, a TaKKe OIpe/esieH MOPsAI0K
MX 3aMeLIEeHUsl IPYTUMH paOOTHUKAMH.

2.4. ObGyueHue.
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Bee pabGoTHMKH, BOBJIEUEHHbIC B JESTENBHOCTH MO JAMCTPUOBIOLMH
JCKapCTBEHHBLIX CPEJACTB JOJDKHBI [POWTH 0OydYeHHE B OTHOLICHUU
HaJuleKalled  JIMCTPUOBIOTOPCKONW — TMPAKTHKH, HMETh  HEOOXOMMMYIO
KBaIM(PUKALMIO  JI0  HAyala  BBHIMOJIHEHHMS  CBOMX  JIODKHOCTHBIX
00s13aHHOCTEH,

PabOTHUKHU JIOJIKHEI TIPOXOUTD NIEPBUYHOE M MOCIENYIOIEe 0OydeHHe
Ha OCHOBE B COOTBETCTBUM C BBINOJHAEMBIMU MMH OOS3aHHOCTSIMH,
Ha OCHOBaHMM IHMCHbMEHHBIX IIPOLEAYp M MPOrpammbl  O0yYeHHS.
OTBETCTBEHHOE JIMLO JOKHO MOANEPIKUBATH KOMIIETEHTHOCTh MEpCOHANA
B obnactu GDP nocpencTBoM peryssiproro o0yueHus.

HonosiHuTENIBHO oOyueHue JODKHO BKJIFOUYATh ACTICKTBI
UICHTUQHUKALUY TIPOAYKIIMH ¥ TPEAOTBpAIlEHHs IIONaAaHUsl B  IEMNb
I0CTaBOK (haJIbCU(PHULIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB.

Ilepconan, paboraromuit ¢ OpogyKuKe#d, B OTHONIEHWM KOTOPOil
YCTaHOBIIEHBI OoJsiee IKECTKHE YCIOBUSL OOpalleHWs, JOJDKEH IpOHTH
CHCLUAJIbHYIO MOAroTOBKY. IlpumepaMu Takoil HpoOayKIMM — SBISIOTCS
OTHEOIACHBIC, B3PBIBOOTIACHBIE, JIEMKOBOCIUIAMEHSIIOIINECS, JIETKOTOPIOYNE,
palMOaKTUBHbIE MaTepHalibl, JIEKAPCTBEHHBIC CPEJCTBA, IIOAJIEXKALIHE
0COOOMY KOHTPOIIFO B COOTBETCTBHH C 3aKOHOJATENHCTBOM TOCY/APCTB-
4JIEHOB, TEPMOJIAOUIIbHBIE JIEKAPCTBEHHEIE CPEJICTRA).

HeoOXxoaMMo  XpaHMTh — 3alCH O  TNPOBEIEHHH  OOyYeHWs,

B@QJGKTHBHOCTB OGyHGHI/IH JOJIZKHA I[MEPHOJHUUCCKH OLICHHUBATLCA

M JOKYMCHTHPOBATLCH.

2.5. 'uruena.

JIoJKHBL  OBITH  yCTAHOBJIEHBI M COOJIOIATBCS  COOTBETCTBYIOIIME
MPOLEAYPHI 10 ITMIMEHE TPYJa U JIMYHOU rUruere paboTHUKOB, IPUMEHHMbIE
K OCYIIECTBJIIEMON JEATEIBHOCTU. DTH MPOUCAYPhl JOKHBI BKJIKOUYAThH

TpeGOBaHHﬂ, OTHOCIIHECH K 3/T0POBBIO, TUTHEHE U OJICIK]IE.
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3. Ilomerenust 1 ob6opyaoBanue

3.1. Ipunnum.

JUCTpUOBIOTOP OIKEH MMETh NPHUIOAHBIE M COOTBETCTBYIOLINE
MoMelleH s, 000pyaoBaHUe Juisi oOecledeHHs Ha/UIekKAIIero XpaHeHUs
U pacnpoCTPaHEHHs JIEKAPCTBEHHBIX cpeAcTB. [loMerneHust NODKHBI OBITH
YUCTBIMH, CYXHMH, B HUX JO/DKHBI IOJIEPXKHUBaThCsS TpebyeMble
TEMIIEPATYPHBII PEKUM U BIAXKHOCTE.

3.2. IlomemeHusl.

llomertenust JOJKHBI OBITH CIPOCKTHPOBAHBI MM IIPUCIIOCOOIEHBI
TaK, 4Tobbl 00ecneuuTs cobmoneHue TpebyeMbIX ycioBuii xpaHeHus. OHu
JOJDKHBI  OBITH  3aILUILEHHBIMH, TPOYHBEIMH M 00NajaTh [IOCTATOYHOM
BMECTHMMOCTBIO [T O€30MacHOTO XpaHEHHs! JIeKapCTBEHHBIX CPENCTB
v oOpamienus ¢ HUMH. [ obecrieueHHs: TOYHOCTH U OE30IacHOCTH BCeX
IPOBOJTUMBIX  OMEpallMii 30HBI XpPAHEHHUsS JODKHBl HMMETh HaJJIEXKAIIYIo
OCBELIEHHOCTb.

B ciyuae, ecnmm nomeleHue He MPUHAMIEKUT HEMOCPENCTBEHHO
AUCTPUOBIOTOPY, MAHHBIA BUJ paboT JOIDKEH BBIONHSTHCS MO JIOTOBOPY.
Ha nomeneHue, MCIob3yeMoe IUCTPUOBIOTOPOM MO JIOTOBOPY, JOJKEH
OBITh OYYeH Pa3pelIUTEILHBIN JOKYMEHT.

JlexapcTBEHHBIE CpeCTBA  JIOJDKHBI XPAHUTHCS COOTBETCTBYIOLIUM
00pa3oM B BBIIETEHHLIX U YETKO 0003HAYEHHBIX 30HAX, JIOCTYI B KOTOPHIE
paspenieH TOJILKO MEPCOHaTy, MMEIoIeMy Ha 3To mnparo. Jliobas cucrema,
3aMeHsifolas  pusnyecKkoe  pasleleHHe  30H  XpaHEeHWs, HarpuMep
KOMIBIOTEPU3HPOBAHHAS CUCTEMA, JOJDKHA O0ecreunBaTh SKBHUBAIEHTHBIN
YPOBEHb 0€30I1aCHOCTH U OBITH BaJIMIMPOBaHA.

JlekapCTBEHHBIE CPEACTBA, B OTHOLICHMH KOTOPBIX HE IPUHSTO

OKOHYATEJIbHOE pellecHHe 00 oOpallleHuH WM JIeKapCTBEHHBLIE CPEJICTBa,
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oOpallleHre KOTOPBIX MPHUOCTAHOBIEHO, AOJDKHBI ObITh HW30JIMPOBAHEI JTHOO
puznuecku, MO0 ¢ MPUMEHEHUEM JICKTPOHHOR CHCTEMBI, 0OeCIIeYnBaloLIeh
OKBUBAJICHTHOE pasjesienue. JlaHHoe TpeOoBaHWe OTHOCHUTCS, HArpuMep,
K JTIFOOOH MPOIYKIMHU ¢ IIOLO3PEHHEM Ha (GaibcuUKAIUIO U K BO3BPAILEHHON
POy KIIHH.

JIrobas danbeuduuupoBaHHasi TPOAYKIMS, MPOAYKIMS C HCTEKIIMM
CPOKOM TOJHOCTH, OTO3BaHHas MNPOAYKIMs, a Takke 3adpakoBaHHas
(OTKJIOHEHHas1 B LENU MOCTABOK) MPOAYKIIHS, J0JKHA OBITH HEMEIJIEHHO
(pu3nyecKd M30JMpPOBaHA M pasMellleHa B CHEIMAbHO BBHIZAEIEHHOW 30HE,
OTJENIEHHOW  OT  JPYyTUX  JIEKAPCTBEHHBIX  CPEJCTB,  IPUTOMHBIX
ISt JUCTpUObtonuy. JlekapcTBeHHBbIe CpelcTBa, MONYUEHHBIE U3 TPETHUX
CTpaH M He IpelHa3Ha4deHHble Ui oOpaiieHuss Ha pbiHKe Coro3a, TakkKe
JOJIKHBI OBITH (GU3UYECKU U30JIMPOBAHEI.

Ilpennpunarsie  Mepbl  0€30MacHOCTH  JODKHBI  [apaHTHPOBAaTh,
4TO JaHHbIE 30HbI OOecleyMBalOT XpaHEHHe TNPOAYKIHH  OTAEIbHO
OT JIEKaPCTBEHHBIX CPEICTB, IPUTIOJHBIX /Il JTUCTPUOBIOIUH U B YCIOBUSIX,
HCK/IIOYAIOIINX HMX IIOCTyIUIEHHE B CBOOOAHOE oOpaineHue. JlaHHble 30HBI
JOJDKHBL OBITE MIECHTH()UIKMPOBaHbI (0003HaYeHb]) HAAEKAIUM 00pa3oM u
3alUILIEHbl OT HEITPAaBOMEPHOTO IOCTYIIA.

JlekapcTBeHHBIE  cpencTBa, TpeOyroue ocoboro  obpalenus
(HampuMep,  HApKOTHYECKHWE  CpPEeACTBAa,  IICUXOTPOIIHBIE  BEIECTBA
M IPEKYpCOpEl, bl (SAOBUTHIE BEIECTBA), APYrHe OIMACHBIC BELIECTBA)
JOJDKHBI ~ XPAHUTBCA B YCIOBMSIX, COOTBETCTBYIOIIUX TpeOOBAHUIM
HaIlMOHAJIBHOTO 3aKOHOAATEIbCTBA FOCYIapCTB-UICHOB.

PannodapmarieBTrueckre eKapcTBEHHBIC CPEJICTBA, a TAKXKe APYTHe
OIIaCHBIE JIEKAPCTBEHHBIE CPEJICTBA, A TAKXKE OTHEONAaCHbBIE U B3PBEIBOOIACHBIE
JIeKapCTBEHHbIE Cpe/acTBa (Hampumep, MEIMLIMHCKHE rasbl,

JICTKOBOCIINIAMEHAOIIHECA KHUIAKOCTH KW TBCPAbIC BEHleCTBa) JOJIPKHBI
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XpaHUTBCS B CIELHAJbHO  OTBEIEHHBIX 30HAX B  COOTBETCTBUU
C HaIlMOHAJIbHBIM 3aKOHOJATEILCTBOM I'OCYAAPCTB-WICHOB ¢ MPUMEHEHHEM
COOTBETCTBYIOIIMX Mep Oe30MacHOCTH M 3aIMINEHBl OT HEMPAaBOMEPHOTO
JOCTYyTIA.

B 30Hax nmpueMKH M OTIpy3KHM IOJDKHA OBITH OOECIeuYeHa 3alurTa
OT BO3ACHCTBHS MOTOAHBIX YCIOBUN. JI0IKHO OBITH 06€ecIieueHo afeKBaTHOe
pazfie/leHue 30H IIPUEMKH, OTIPY3KM M  XpaHeHHWs. JIOJDKHBI  OBITH
pa3paboTaHbl  NPOLEAYPH, ONPEAENSIONME NOPAAOK  OCYIIECTBICHMUS
KOHTPOJI 332 BXONSAMIUMH M MCXOJALIMMM IOTOKAMH JIEKAPCTBEHHBIX
cpeactB. JIOJDKHBI  OBITH  CHEIHATIBHO OMNpPEJENeHBl U 0OeCIeUYeHb
Ha/uIe)KaluM  OoOOpYJIOBAHUEM  30HBI MPUEMKH, KCIIOJIb3yeMble
JUTS IPOBEPKHU MOJTYYEHHON TIPOAYKITHH.

B 30He npueMKH J10/kHa OBITH IPeycMOTPEHA OUMCTKA TAPEL.

Heobxomumo  06ecneunTs COOTBETCTBYIOIIYIO OXPAHHYIO CHCTEMY,
MIO3BOJISIFOIIYIO TPEAOTBPAIaTh HElPaBOMEPHOE MPOHUKHOBEHHE B JIOOEIE
MOMEILCHUSA ¢ KOHTPOJIMPYEMBIM HocTynoMm. IIpenynpeanTenbHble MepsI, Kak
paBUJIO, JIOJDKHBEI BKJIKOUYAaTh OXPAaHHYK CHTHAJIM3ALMID C CHCTEMOi
MOHMTOPHHIAa W COOTBETCTBYIOIUMH TpPONMycKHOW pexkuMm. IloceTutenu
HE JIOJIXKHBI HAXOAUTHCS B IIOMELLIEHUSIX 0€3 COTPOBOXKIEHHS.

llomerienust 1 0OOpynoBaHUe AJIsl XpaHEHHs JAOJKHEI OBITh YHCTHIMH,
B HMX HE JIOJDKHBI HAKaIlUIMBAaThCs IbLIb U MycOp. JO/KHBI OBITH B HAMYHH
IPOrpaMMbl  TOKYMEHTHPOBAaHHBIE NPOLEAYPHI, 3allMCH IO OYHCTKE
IOMEIeHUH u 00opynosanus. OOopynOBaHHE, WHBEHTaph M MaTepHalbl,
UCTIONB3yeMble i yOopku  (OYMCTKM), a  TakkKe  MOIOILHE
M Ne3UHOUUUPYIOIINe CPEeACTBA JOKHBI BBIOMPAThCS, HCIONB30BAThCS

U XPaHWTbCs TaKMM 00pa3oM, YTOObl OHM HE SBHIIMCh HCTOYHHKOM

KOHTaMHHAalluH.
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IloMerienust NOMKHBL OBITH CHPOEKTUPOBAHBI M OCHAIICHBI TAKHM
00pa3oM, 4TOObl 00ECHEYHTh 3alUTY OT MPOHUKHOBEHHS HACEKOMBIX,
TPRI3YHOB MJIM JIPYTHX JKHBOTHBIX. JlomkHa ObITh paspaboTana nporpaMma
PO HIIAKTHUECKOTO KOHTPOJISI BPEIUTEICH.

KomHarbl oTaBIXa, rapaepoOHble KOMHATBI, JyIIEBBIE M TyajeThl
ANt pabOTHHUKOB  JIOJDKHBL  OBITH  HA/UIEKANMM  00pa3’oM  OTIeNEHbI
OT 30H XpaHeHHsa. Hanumuume nNHILEBBIX NPOAYKTOB, HAIUTKOB, TaOAYHBIX
U3JIENIMA, a TaKKe JIEKapCTBEHHBIX CPEJCTB JJIS JIMYHOTO HCIIOJIb30BAHMS

B ITIOMELICHUAX CKJIaaa 3allpellcHO.

3.2.1. Konrpose 3a Temmeparypoil W yCIOBUSAMHM MpPOH3BOACTBEHHOM
Cpe/ibl TOMEIEHHUS.

Homkubl  ObITh B HaIMYMM  COOTBETCTBYIOIIEE 0OOPYNOBAHHE
W TIPOUENYpbl Al KOHTPOJSL 3a YCJIOBUSIMU IPOM3BOICTBEHHOM Cpejibl
IIOMEIIeHHSI.

K ycnoBusiM npousBoicTBEHHOH cpesbl MOMEIEHHUSs], KOTOPhIe MOLYT
moTpeboBaTh  KOHTPOJS,  OTHOCSTCS:  TEMIEPATypa,  OCBEIEHHOCT,
BII&KHOCTb U YMCTOTA B IMOMEIIEHHSIX.

HeobxomuMo BBIMIOJIHUTE MEPBOHAYAIBHOE H3y4EeHUE pacTpeesicHus
TEMIIePATYPbI (TEMIIEPATYPHOE KAPTHPOBAHKE) B MOMEIIEHUSX I XPAHESHHs
IIepeJl HayajaoM HX HCIHOJIB30BaHMsS C COOJIIOAEHHEM YCIIOBHi, OTPaKarolux
napameTpel SKcITyarauud. OOOpynoBaHHe Ul KOHTPOJS TEMIEPaTypbl
AOJDKHO OBITH pa3sMEIEHO B COOTBETCTBUM ¢ pe3ylbTaTaMM aHaju3a
TEMIIEPATYPHOrO0 KapTUPOBAaHWs, B TOYKAaX HauOOJee 3HAYUTENILHOrO
KojeOaHus TeMIeparyphbl.

TemneparypHoe KapTHUPOBaHUE HEOOXO0IMMO MOBTOPSITH
B COOTBETCTBUM C pe3yJbTaraMM aHalu3a pPHCKOB WM B  CHOydasx
CYILIECTBEHHBIX M3MEHCHUN B YCTPOMCTBE MOMEIIEHHS WM 00OPyIOBaHUH

IJI. KOHTPOJISl TEMITEPATyPhl.
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B ciydae ecnm niomans MoMelleHHd, UCTIONB3YEMBIX I XpaHEHKs
pd KOMHATHOH TemIepaType, He IIpeBbllIaeT HEeCKOJIbKHUX KBaApaTHbLIX
METPOB, JIOJUKEH OBITH MPOBEINEH aHAM3 [OTEHIHANIbHBIX PHCKOB
(HampuMep, HalMuyMs ~ OTONUTEIBHBIX TPHOOPOB) W 00OpyIOBaHME
JUISE KOHTPOJISI TEMIEPATyphl JO/DKHO OBITh Pa3MellleHO B COOTBETCTBUU

C pe3yJibTaTaMi aHaJIHu3a.

3.3. ObopynoBaHue.

OOopynoBaHue, OKa3blBalolllee BIMSHUEC HA XPAHEHUWE W pPeaH3aLHIo
JIEKApCTBEHHBIX  CPEACTB, JOJDKHO  IPOCKTHUPOBATHCS,  pa3sMeIaThbes
U OOCIIy’)KUBAaThCS COIVIACHO HWHCTPYKLHUSIM TI0 €r0  HMCIOJL30BaAHHIO
(oxcrryarauuu).  JlomxkeH  OBITH  YTBEPXKACGH  IUIaH  TEXHHYECKOTO
00cCily)KMBaHKs HauOoJiee 3HAYMMOTO MJISl BBITIOJIHEHHS] COOTBETCTBYIOIIMX
onepaiuit 000pyIOBaHHUS.

Ob6opynoBanue (cpeicTBa W3MEpPEHHUi), UCTIONB3YyeMOe JUIsi KOHTPOJIs
MM MOHMTOPUHIA YCJIOBUN XPaHEHHUs JIEKAPCTBEHHBIX CPEJCTB, IOJDKHO
ObITb ~ TOBEpeHO B  MOpsAKe,  YCTAHOBJIEHHOM  HALMOHAJBHBIM
3aKOHOZATENILCTBOM M OTKaJIMOPOBAaHO B OMNpe/eNeHHbIE MEKIIOBEPOUHBIE
MHTEPBAJIBI, HCXOsI U3 aHAIM3a PUCKOB U HAJIEKHOCTH 000PYIOBAHKSI.

[Ipy kammOpoBke oOoOpynoBaHMsl JOKHA OBITH  OOecleyeHa
METpPOJIOTHYeCKast IPOCIIEIKUBAEMOCTh UCITOJIb3YEeMBIX 3TAJIOHOB
K HallMOHAJIBHBIM WJIA MEXIYHAPOAHBIM dTaTOHAM €TMHHI] BEJTUYUH.

JI71s1 onepaTUBHOTO BBISIBIIEHUS OTKJIOHEHUH OT TpeOyeMBIX YCIIOBHi
XpaHEHHUsT  HEOOXOIMMO  MCMOJb30BaTh  COOTBETCTBYIOLIME  CHUCTEMBI
CUI'HAIW3aluu. YPOBHM OINOBEIIEHUH JOJKHBI OBITh COOTBETCTBYIOLLUM
obpasoM ycraHoBieHbl. CHCTEMBl CUTHAJIHM3AI[UM JOJOKHBI TEPHOIMYECKH
TECTUPOBATBCS JUIsl 0OecneveHus: X HaalexKalero GyHKIHOHUPOBAHMSI.

Omnepanuu 10 pPEMOHTY, OOCIIYyXKHMBaHHMIO, IOBEpPKe M KaIuOpOBKe

00OpyIOBaHUS IOJIZKHBI OCYIIECTBIISTECS TAKMM 00pa3oM, 4TOOLI KaueCTBO
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JICKAPCTBEHHBIX ~ CPEICTB HE TOABEPrajioch HEraTMBHOMY  BIIMSHUIO.
Ilpn HeoOxonumocTn no/mKeH ObITh CO3MaH pe3epBHBINH (DOHI MPUTOIHBIX
00OopyOBaHNs U CPENCTB M3MEPEHHIT 1Isl HCTIOIB30BAHMS HA BPEMS PEMOHTA,
00CITyKMBaHUS WM TIOBEPKH.

Omepauri Mo pemMoHTY, OOCIY)KMBAHHIO M KamuOpoBKe Hambosee
3HQYMMOTO  0DOPYNOBaHMSL MOJDKHBI OBITh COOTBETCTBYIONIHIM —0GpPa3oM
JIOKYMEHTAJIbHO O()OPMIIEHBI, IOKYMEHTALIHsl A0JDKHA OBITh COXPaHEHA.

K Hambonee 3HauuMOMy OGOPYIOBAHHIO  CIEIYET OTHOCHT:
KOHIMIMOHEPDI; XOJIOAUIBHBIC KaMEPhl (XONOMMIBHUKH) WM YCTPOHCTBA,
OXPaHHYIO ¥ TIOXKAPHYIO CHIHAJM3AlUIO; CUCTEMBl KOHTPOJS JOCTYIIa;
BEHTHJISIMOHHYIO CUCTEMY; CHCTEMBl YBIAXKHEHUs M (WMJIK) OCYyLICHHUSI
BO3/lyXa; TEPMOTMIPOMETPhI (MICUXPOMETPEI) WM HHOE 0O6OpyIOBaHMe,
WCTIONB3YEMOe IJIST PErucTpalMi TeMIeparypbl W BIAXHOCTH, a TakkKe
0bopy/10BaHue, HCIONB3YEMOe Uisi TPAHCIOPTUPOBKHL.

3.3.1. KoMIbIOTepU3NPOBAHHBIE CUCTEMBI,

llepex Ha4yasoM HCIONB30BAHMSI KOMIBIOTEPU3HPOBAHHON CHCTEMBI
HEOOXOTUMO MPOLEMOHCTPHPOBATE c ITOMOIITBIO BaJIUAALIMH
MM BepU(HUKALME, YTO CHCTEMA CHOCOOHA TONyYaTh 3aJaHHbIe Pe3yJIBTaThI
TOYHO, €AMHOOOPA3HO U BOCTIPOU3BOJUMO.

JloJKHO WMeTbCs B HalIMYMM IHCHMEHHOE JeTajbHOE ONMCAHHE
KOMIIbIOTEPU3MPOBAHHON ~ CHUCTEMBI  (BKJIFOYAS  JHArpaMMBl,  eCiu
3TO TPUMEHMMO). [laHHas JOKYMEHTalWs JIOJUKHA TOIepIKHBATHCS
B aKTyallbHOM COCTOSHMH. OIlMCaHHE KOMIBIOTEPU3MPOBAHHON CHCTEMBI
AOJDKHO BKIFOYarh B ceOsl NPUHLIUIEL, LW, MEPLl OE30MacHOCTH, 00JIacThb
IPUMCHEHHS M OCHOBHBIC (PYHKLUMOHAJIBHBIE 0COOCHHOCTH, a TaKiKe TOPSIIOK
MCII0/Ib30BAHUS U MHTEPDEHC /151 B3aUMOICHCTBUS ¢ APYTUMHU CHCTEMAMH.

BBoz JIaHHBIX B KOMIIBIOTEPH3UPOBAHHYIO CUCTEMY WIIH WX M3MCHEHHe

HOJIKHBI OCYIIECTBIISITBCS TOJIBKO pa6OTHHKaMH OTBETCTBCHHBIMH 3a JAHHBIHU
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Bua pabotel. KommbrorepusnpoBaHHasi cuUCTeMa JOJKHA DPErUCTPUPOBATH
BCE€ W3MEHEHMsI B CUCTEME C YKa3aHHEM II0JIb30BaTesis, COBEPILAOIIEro
3TU U3MEHEHUSI.

HomxHbl OBITH NpPeAyCMOTPEHBl (U3UUYECKHUE WM  DJIEKTPOHHBIE
CpelicTBa I 3allUTHl JaHHBIX OT CIly4allHOro WM HenmpaBOMEpPHOro
BHECEHUsI H3MEHEHWH. JloCTYNHOCTh COXpaHEHHBIX JIAHHBIX JOJDKHA
peryisipHo MpoBepsATbes. HeoOXoaumo Ha peryiisipHOil OCHOBE CO3JaBaTh
pe3epBHbIE KOIMKM COXPAHEHHbIX JaHHBIX. Pe3epBHBIE KONHMH JaHHBIX,
BBCIACHHBIX B KOMIIBIOTEPU3MPOBAHHYIO CHUCTEMY JOJDKHBI XPaHUThCS
B COOTBETCTBHM CO  CpPOKaMH, YCTAHOBJEHHBIMH  HAIHOHAJILHLIM
3aKOHOJATENIbCTBOM  TOCYJapCTB-WIE€HOB, HO HE  MEHee 5  JeT
B U30JINPOBAaHHOM M 06€30TTacCHOM MecCTe.

JIOJKHBL OBITH yCTAHOBJICHBI MPOLEIYPHI, ONPEIeNSIONIHe TOPSIOK
nelicTBUil B ciydae cOoeB B paboTe cHCTeMBl WIHM BBIXOJA €€ U3 CTpPOS.
JIomKHBI OBITH MTPELYCMOTPEHBI MEPBI 110 BOCCTAHOBJIEHHUIO JaHHBIX.

3.3.2. Kpanudukanus 1 BaJIdIaIIHs.

Opranusanuss JODKHA  ONpPEIeNUTh  KIIo4YeBoe  000pymoBaHHeE
U MPOLIECCHI, KOTOPBIE MOJJIeKaT KBATU(DUKALMU U (MIJIW) BATHIAIMH C IETLIO
NOATBEPXKICHUST HaJUIekKallero MoHTaxa U akcrryaranmud.  OO0bem
MPOBOAUMBIX paboT 1O KBanUdUKaMM U (WIH) BaJumaluu (Harmpumep,
XpaHeHHUe, MOAIOTOBKA K OTI'PY3KE M YINAKOBKa) JODKHBI OBITH OIpeaeiIeHb
Ha OCHOBE JOKYMEHTAJIbHO 0)OPMIIEHHOTO aHATTN3a PHCKOB.

OGopynoBaHue ©  TPOLECCHl  JIOUKHBI  OBITH  COOTBETCTBEHHO
KBAIM(QUUUPOBaHbl U (WJIM) BalUJUPOBAHBI JIO Hayajga SKCILIyaTaluu
WINA [ocle JI000ro 3HAYUTENBHOTO HM3MEHEHHsl (HampuMep, B pe3yJibrare

PEMOHTA WJIM TEXHUUECKOTO 00CTYKMBaAHHUA).
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IIpoBesierne Bamnanuu i KBanudukauu ohOpMISETCs OTYETAMM,
B KOTOPBIX JOJDKHBI OBITH OOOOIIEHE! HMOTyYeHHbIE Pe3ylbTarhl, a TaKKe
JaHbl OOBSICHEHU S BBISIBJIEHHBIM OTKJIOHEHHSIM.

OTKIOHEHHsI ~ OT  YCTAaHOBICHHBIX  NIPOLENYP  JOKYMEHTAJIBLHO
0OpMITSIIOTCS, pa3pabaThIBAIOTCS MEpbI, HAMPABICHHBIE HA MX yCTpaHeHue,
a TaKOKe Ha MPEJOTBPALICHHE UX MOsBIeHUs B OymyIieM (KOppeKTHPYIOIITe
W Tpenynpexjaromue  AeicTBus).  IIpMHIMIBI  KOpPEKTUPYOIIMX
W OPCAYNpeXIAloMX — JNeHCTBUM  JOMKHBI  OBITH  NpUMEHEHbI
TaM, IJe 3TO HeoOxomumo. JIOMKHBI OBbITh IIOJdy4YeHBl J0KA3aTelbeTBa
YCUEIIHOH BalUJalKK M TPUEMIEMOCTH Mpolecca WM 0OOpyIOBaHus,

KOTOpBI€ JIOJDKHBI OBITh YTBEPXKASHBI COOTBETCTBYIONMMHI PabOTHUKAMY.

4. JoxymeHTAaIMs
4.1. Ipunnum.
Hamnexamas nokymeHTamus sBISeTCS HEOTHEMJIEMOH  4aCTBIO
CHCTEMBbI KadecTBa. JIOKyMeHTallWs JIOMKHA [peJOTBPallaTh OIIHOKH,
BO3HHMKAIOIIME  BCIACACTBHE  YCTHOrO  OOIIEHHS, ©  0OecleYuBaTh

OTCJIC)KHUBAHUE COOTBETCTBYHOIINX onepauﬂﬁ B TIIponecce ,Z[HCTpI/I6I)IOLlHH

JIEKAPCTBEHHBIX CPENICTB.

4.2. O6mue TpeGoBaHus

K noxymeHrauuu oTHOCATCA: NHCHMEHHbBIE MPOLELYPHI, WHCTPYKIHUH,
AIOTOBOPEI, 3allMCH, OTYETHI, MPOTOKOIBI HCIBITAHWA W JpyrHe IaHHEIE,
perucTpupyemMble  Ha  OyMaKHBIX MM OJIEKTPOHHBIX  HOCHTEJISX.
JlokymenTaums gomxHa OBITH JIErKO HOCTYNHA [ist COOTBETCTBYOIIETO
MIepCcoHaNa ¥ BOCCTAHABIMBAEMA.

O6paboTKa NepcoOHANbHBIX JAHHLIX PAOOTHHMKOB, JIHIL, HaIpaBUBLINX
MPETEH3MH, a TaKXKe JOOBIX APYyruX (QH3UYECKMX JIUL, OCYIIECTBIISIETCS

B COOTBETCTBHH C Tpe6OBaHI/IHMI/I HAallHOHAJIBHOIO  3aKOHOJAaTeJILCTBAa
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rOCy/IapCTB-WICHOB, OINPEACNSIOIUMH TOPSAOK 00padoTKH, XpaHeHHs
MepCOHaNbHBIX JaHHBIX, BKIIIOUasl Nlepeaady MepCcOHaIbHbIX IaHHbIX TPETHUM
JIALaM.

JlokymeHTanus JO0/DKHAa B JIOCTATOYHOW  CTENIEHHM  OXBAThIBATh
BCE IPOLIECCHI, BBIIIOJIHAEMbIE JUCTPUOBIOTOPOM, M J0JKHA OBITH MMOHSTHA
pabotHukam.  TekcT  JOKYMEHTOB  JOJKEH  ObITh  OJJHO3HAYHBIM,
HE J0MYCKAIOIMM JIBYCMBICJIEHHBIX TOJIKOBAHUM U OIITHOOK.

[Ipouenypbl JOMKHBI OBITH YTBEPIKIEHBI, MOAMHUCAHBI U JaTHPOBAHBI
OTBeTCTBEHHBIM JiMLIOM. JlOKyMeHTauusi JojikHa OBITh yTBEpXKJeHa,
NOANMCAaHA U JaTUpOBaHa CIEUAIbHO HAa3HAYEHHBIMHU JIMLAMH, COMIACHO
YCTaHOBJIEHHBIM  TpeOoBaHusIM.  JlokymMeHTauusi He JIOJDKHA  OBITH
pykomucHOW. B Tex ciydasix, KOrja BHECEHHE PYKONUCHBIX 3amucei
HEOOXOJIUMO, JIOJZKHO OBbITh MPEyCMOTPEHO HAIMUYKE HEOOXOIUMBIX MOJIEH.

JIroOble ucnpapBiieHUs, BHECEHHBIE B JIOKYMEHTALUIO, JOJDKHBI OBITH
TaTUPOBAHBl W TOAMMUCAHBI; UCIPABICHUS JODKHBI OBITH BHECEHBI TaKUM
00pazoM, 4YTOOBI COXpaHsUIach BO3MOMKHOCTh IPOYUTATh IEpBOHAUYANIbLHBIC
sanmucu. [lpu HeoOXoaMMoOcTH crelyeT yKa3blBaTh IPUYMHBI BHECEHHS
HCIIPABJICHUN.

JlokyMeHTaluss  [OJDKHA  XPaHUTBCS B TEUEHUE  IIepUo/a,
YCTAHOBJIEHHOTO HAIWOHAJILHBIM 3aKOHONATEJILCTBOM CTPaH T[OCYIapCTB-
YJIeHOB, HO He MeHee 5 neT. [lepcoHanbpHBIE NaHHBIE PAOOTHUKOB JIOJHKHBI
ObITh YHMUTOXXEHBI WM 00€3/MYeHbl, KaK TOJIBKO UX XpaHEHHE TMepecTaeT
TpeboBaThCs AJIsl LieJiel TUCTPUOBIOIINH JIEKAPCTBEHHBIX CPE/ICTB.

Kaxapiii  paOOTHHK  JOMKEH  WMETh  ONEPATUBHBIA  JIOCTYII
K JOKYyMEHTallUd HeoOXOAMMOM [Isi BBIMOJHEHUS CBOUX JIOJDKHOCTHBIX
00sI3aHHOCTEH.

Ocoboe BHHUMaHME CIEAYET YIEISATh HCIOJIB30BAHUIO JEHCTBYIOLINUX

M YTBEPXKIEHHBIX B YCTAHOBJIEHHOM Tmopsinke mpouenyp. ConmepxaHue
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JIOKYMEHTa He JOJDKHO JIOIYCKaTh JBYCMBICIEHHBIX TOJIKOBAHWN, JIOJKHBI
OBITH YeTKO 0003HaYeHBbl HAUMEHOBAHHE JIOKYMEHTa, €ro Lejb. JJOKYyMeHTH
AOJKHBL PETYJIAPHO MepecMaTpuBaThbCs M TOAJEPIKHUBATLCS B aKTyalbHOM
cocrosinuu. K mporenypamM HeoOXOIMMO NPUMEHSTh KOHTPOJb BEPCHIA.
[locie mepecMoTpa  JIOKYMEHTOB JIOJDKHA — CYLIECTBOBaTh  CHCTEMA,
MO3BOJIAIOLLAA  MpPENOTBpaIlaTh  HElNpeAHAaMEPeHHOE  HCIIOJIb30BAHUE
YTPATHBIICH CHJIBI PElAKIUK JIOKYMEHTA. YCTapeBIIMe peIaKuuu NpoLemyp
W MIPOLEYPbl, YTPATUBLINE CUITY, TOJIKHBI U3bIMAaTLCS U3 JOKYMEeHToobopoTa
U apXUBUPOBATHCH.

JIOJIKHBEI COXPaHATBCS 3aIUCH, OTHOCSIMECS K BBIIOJHEHUIO JTIOOBIX
ACUCTBHH, KACArOIIMXCA TIOJyYEHHOH WIJIM TOCTABJIEHHON MPOIYKIHH,
a TaKXKe 3allUCH 0 OKa3aHWIO OPOKEPCKUX YCIYT, HallpUMED 3asBKH, cyeTa,
TOBapHbIE HAK/IaHbIE, UM PYTHE 3aIIMCH B 3JIEKTPOHHOMN UK UHOU (opMme.

3amucy IOJDKHBI BKJIFOYATh KAK MUHHMYM CIEAYIONYI0 HHBOPMALIHIO:
Jary, HaMMCHOBAHME JIEKAPCTBEHHBIX CPENCTB, KOJMYECTBO MPUOOPETEHHBIX
WK IIOCTABJICHHBIX JIEKAPCTBEHHBIX CPENCTB, HAMMEHOBAaHHE U ajpec
IIOCTAaBIIMKA, MOJyYyaTeNlss WK I'py30noaydarens (B 3aBUCHMOCTH OT TOTO,

4TO IPUMEHHMMO), a TAKXKe HOMEp CEpHH.

3anucu HOJIZKHBI OBITE CACJIaHbl HCIIOCPEACTBCHHO B MOMEHT

OCYILICCTBJICHHSA COOTBETCTBYIOIIUX onepaum‘/'l.

5. IIponecc TUCTPUOBIOLNH JIEKAPCTBEHHBIX CPEICTB
5.1. IlpuHiumn.
Bce gelicTBus  AMCTPUOBIOTOpA JIOJDKHBI OCYLIECTBISTBCS TaKHM
00pa3oM, YTOOBI UAEHTHYHOCTE JIEKAPCTBEHHBIX CPEICTB HE OblIa yTpadyeHa
M cobmroanuch TpeGoBaHMs, yKasaHHble Ha ynakoBke. JlucTpubbroTop

HOJKCH NIPHHHUMATh H€O6XOJHMBI€ MEPbI U1 MHUHHUMH3AlMKM pPHUCKa
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TPOHUKHOBEHHUS (DaIbCUPULMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB B IEIb
peanu3aiuu.

JAUCTprOBIOLMH NOJIENKAT JTeKapCTBEHHbBIE CPE/ICTRA:

1) 3apeructpupoBaHHblE B  COOTBETCTBHH C  HALMOHAJLHBIM
3aKOHOAATE/IbCTBOM;

2) 3aperucTpupoBaHHbIE B COOTBETCTBHHM 3aKOHOAATeNbCTBOM Coro3a;

3) He3aperucTpupoBaHHble U  (MJIH) BBE3E€HHLIE, BBIBO3UMBIE
B COOTBETCTBMM C JCHCTBYIOIIMM HAIMOHAIBHBIM 3aKOHO/ATEILCTBOM
rocynapcTaa-aiena u npasom Corosa.

Huctpubprotop, Kpome jepxkarens (BIaAenblia) PErHCTPALMOHHOTO
YIAOCTOBEPEHUS (ToproBoii JIMLIEH3UH ), KOTOPBIN npuoOpetaer
JEKapCTBEHHOE CPEJACTBO B IPYIOM rocyaapcTBe-uieHe, 00s3aH YBEIOMUTE O
CBOEM  HAMEpPEHWW  Jepxarens  (Bjagenblia)  PErMCTPAlMOHHOIO
YOOCTOBEPEHUS, a TaKXKe YIIOJIHOMOYEHHbI OpraH rocyaapcTBa-djieHa,
B KOTOPO€ MPENAIOIAraeTcs IOCTaBUTh JIEKAPCTBEHHOE CPEACTBO.

JIroOble 1€HCTBUS, BHIMONHSAEMBIE COITIACHO MOJIOKEHMSIM, YKAa3aHHBIM
HIDKE, JOJDKHBI OBITh  TOJIHOCTLIO  OMMCAHBI B COOTBETCTBYIOLICH
JOKYMEHTALUU CUCTEMbI KaueCTRa.

5.2. OueHKa IoCcTaBIIHUKOB.

HuctpuOblOTOp 0053aH TMONy4Yarh JIEKAPCTBEHHBIE CPENCTBA TOJIBKO
OT  OpraHM3alyi,  IOJlyuMBUIMX  COOTBETCTBYIOIIEE  paspelleHue
Ha OCYIIECTBJIEHUE JEATEIBHOCTH I10 I[POM3BOJICTBY WM AUCTPUOLIOIMH
JIEKapCTBEHHBIX CPENCTB, BBIJIAHHOE YIIOJIHOMOYSHHBIM OPraHOM.

JucTprbBIOTOP, NPUOOpETAIONINH JTeKapCTBEHHBIE CPEACTBA Y PYTOro
JHMCTPUOBIOTOPA HOJIKEH YJOCTOBEPUTHCS, YTO MOCTABIIMK JIEKAPCTBEHHBIX
CpelcTB cobmonaeT TpedoBaHus HajIexkKalled AUCTPUOBIOTOPCKOM NPaKTHKH
¥ MMEET COOTBETCTBYIOLIEE pa3pellleHrhe Ha OCYIIECTBIECHUE AAHHOTO BHjA

ACATC/IBHOCTH, BBIZIAHHOI'O YIIOJIHOMOYCHHBIM OpPraHOM.



24

Eciii nocragka jieKapcTBEHHBIX CPEJICTB OCYLIECTBISETCS MPH yIaCTHH
Opokepa,  JMCTPUOLIOTOP — JOMKEH  YJOCTOBEPHTHCS,  YTO Opoxep
3apCrUCTPUPOBAH B YCTAHOBJICHHOM IIOPSAKE M OTBEYAeT TpeOOBaHMSM
pasnena 10 Hacrosmux [Ipaswu.

MepomnpusTusi 1o oneHke ¥ 0J0OPEHHIO TOCTABIIHKOB JIOJDKHEI ObITh
BBIIIOJIHCHBl ~ JIO  MPUOOpETEHMs]  JICKAPCTBEHHBIX  CpeAcTB. JlaHHBIE
MEPOTIPUATHS JOJKHBI OCYIIECTBIATHCS B COOTBETCTBHM C YTBEPIKAEHHOI
MPOLEAYPOH, & WX pe3ynbTaTbl JO/DKHBI O(QOPMISITECS JOKYMEHTAIbHO
U TIEPHUOJIUYECKHU TIPOBEPSITHCSI.

Ilpn mopnucanuu JOroBOPOB ¢ HOBBIMM TTOCTABLIMKAMU OpPraHU3al[ys
JO/DKHA  MPOBOJIUThL HAJIEXKAINYK) TMPOBEPKY IMOCTABIIMKA C MeJIbIO
YCTaHOBJIEHUsI €ro  KOMIIETEHTHOCTH, HAACKHOCTH M  COOTBETCTBUS
YCTaHOBJIEHHBIM TpeOOBaHUSIM.

Ocoboe BHUMaHUE ClICIYET YIESTh:

1) penyramuu u (uin) HaIEKHOCTH MOCTABIINKA;

2) NpeJIoKeHUsM II0 II0CTaBKEe JICKAPCTBEHHBIX CPEACTB Hambosee
[10JIBEPXKEHHBIX (anbcu(uKaIsIM;

3) TOpeIOKEHUsM M0 II0CTaBKe OOJIBIION MapTHH JIeKAPCTBEHHBIX
CPEJICTB, OOBIYHO JJOCTYIHBIX TOJBKO B OTPAHUYEHHOM KOJIMYECTRE;

4) LEHOBBIM MPEIIOKEHUSIM, HE COOTBETCTBYIOLIUM PHIHOYHBIM.

5.3. Ouenka 3axka3uuKoB (mosyyaresneii).

Huctpubdsrotop 00s13aH YAOCTOBEPUTHCH, 4TO IIOCTaBKa
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIISAETCS TONBKO OPraHu3aIysIM, HMEIOIUM
COOTBETCTBYIOIIEE pa3pellieHne (JINLEH3UIO) WK UHbIE 3aKOHHbIC OCHOBAHUS
JUTsL OCYLLECTBICHHUS JEHCTBHMI, OTHOCAIIMXCS K OOPALEHHIO JIEKApCTBEHHBIX
CpPEeLCTB.

K neiictBusiM 1Mo mepBoHAuanbHON U NOCJIeAYIOWICH MEPUOINYECKOH

MPOBEPKE BBIMOJHEHUS TpeOOBaHWM, YKa3aHHBIX BBIIIE, OTHOCSTCS:
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[OJyYEHUE KONMH COOTBETCTBYIOIIMX JIMLEH3UH (paspelieHuii); npoBepka
MPE/ICTABIICHHLIX JJOKYMEHTOB Ha HWHTEPHET-caiiTaX COOTBETCTBYIOLIMX
OPraHoOB rOCyapCTBEHHOHM BIACTH Ha MOMIMHHOCTB; 3alpOC JOKYMEHTOB,
MOATBEPKAAIOUMX  KBATM(HUKALMIO MONydyaTelds WM Haluude [pasa
AJISL OCYIIECTBIIEHH Sl ACHCTBUH, OTHOCSAIIMXCS K 0OPAIlleHHIO JIEKAPCTBEHHbIX
CPCACTB B COOTBETCTBMH C HALMOHAIBHBIM 3aKOHOJATEIBCTBOM CTPaH
rOCYapCTB-YJICHOB.

JUCTpUOLIOTOP  JOMKEH OTCIIEXKMBATH  OCYLIECTBISIEMBIE  CENKH
U MPOBOAUTEH PACC/ICIOBAHKMS B OTHOLIEHUH JIFOOBIX OTKJIOHEHUH B IEMOYKE
peannsali HAPKOTHYECKHUX CPEJCTB, TMCUXOTPONHBIX BELIECTB W APYTHX
ONaCHBIX BewecTB. Ilpu BHIABIEHMM OTKIOHEHHH OT IIPOMHCAHHON
NMPOLENYPBbl  pealu3alud, KOTOpPble MOTYT O3HayaTh MCIOJIB30BAHUE
JICKAPCTBEHHBIX CPEJICTB HE [0 HA3HAYEHWIO, JIOJIKHBI IPOBOJUTHCS
paccieI0BaHUs U [1PU HEOOXOMMMOCTH O BBISIBIEHHBIX (haKTaX YBEIOMIISTE
YIOJIHOMOYEHHBIH MOCY 1apCTBEHHBIM Opra.

JUCTpUORIOTOPOM JIOMKHEL OBITh MPUHATHI MEPHl 110 00eCreYeHH o
BBITIOJIHCHUA  YCTAaHOBJICHHBIX TipasoM (Coro3a M rocymapcTBa-diicHa
00s13aHHOCTEH B OTHOLICHUH OOPALIEHNS JIEKAPCTBEHHBIX CPE/ICTB.

5.4. llpuemxa neKkapcTBEHHBIX CPE/ICTB.

OCHOBHBIMM 3a7auaMH OMEpaIlMd MO MpPHEMKE SBIISFOTCS IpOBEpKa
COOTBETCTBUSI [IPUHUMAEMBIX JIEKapCTBEHHBIX CpeJICTB
TOBAPOCOINPOBOIUTEIBHOM JIOKYMEHTALINH, IIpoBepKa TOTO,
4TO JICKAPCTBEHHBIE CPENCTBA MOJYYEHLI OT YTBEP)KICHHOTO IOCTABIIUKA,
[TPOBEPKA HaJIM4Ksl BUIMMBIX MOBPEKIECHUH, KOTOPbIE MOTIH BO3HMKHYTE
B IIPOIIECCE TPAHCTOPTHPOBKH.

JlekapcTBeHHBIe  cpeicTBa, TpeOyroIUe — CHeNUaTbHBIX YCJIOBU I

XPaHCHUA UK MEp 6630H&CHOCTH, JAOJDKHBI [IPHHUMATBLCH B IICPBYIO OUEpeEab
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M 110C/Ie BBINOJIHEHHUSI HEOOXOAMMBIX NIPOBEPOYHBIX MEPONPHUSITHH JIOJIKHBI
OBITh HE3AME/UIMTENBHO TIEPEMEIIEHBI B COOTBETCTBYIONIYIO 30HY XPAHEHHS.

Cepun eKapCTBEHHBIX CPEJICTB, MPeJHA3HAYEHHBIE ISl pean3ali
B pamkax Corosa He [O/DKHBI HANpaBISITECS B 30HY peanu3aluu
A0 YNOCTOBEPEHHA B COOTBETCTBUM C IIHCHMEHHBIMH IPOLIELYpaMH
B TOM, YTO BHIIOJIHEHBI BCe TpeOOBaHMs, ycTaHOBIEHHBIE npaBoM Coroza
M 3aKOHOJATENBCTBOM TroOCyaapcTB-uneHoB. Jlnst cepuif, mnocTymarommx
M3 JIPYroro rocyiapcrBa-ujicHa, J0 HX I[OMEIIeHHsS B 30HY pealn3allui,
Ha/UIeXKAIUM 00pa3oM 0O0YYEHHBIM IMEPCOHANOM HO/DKEH OBITh TLIATEIbHO
POBEPEHBI JOKA3aTEILCTBA JOMYCKa Ha PHIHOK.

5.5. XpaHenue.

JlekapcTBeHHbIE Cpe/IcTBA U IPH HEOOXOAUMOCTH IPYTasi MeUIUHCKAS
IPOLYKLHKS NOJIKHBI XPAHUTHCS OTAENBHO OT JAPYTUX MPOLYKTOB, CIIOCOOHBIX
OKa3aTbh Ha HeE€ BIIMSHHE, W 3AlIMILATBCS OT BPEJHOTO BO3ACHCTBHS CBETa,
TEMIIEPATYPbI, BIAXKHOCTH M IPYrUX BHEIIHUX (akTopoB. Ocoboe BHUMaHME
CIENYET YACNSATh JIEKAPCTBEHHBIM CpEeACTBAM, TPEOYIOIIHUM CIeHaTbHBIX
YCIIOBHH XpaHEHHS.

Tpancropras Tapa ¢ J€KapCTBEHHBIMA  CPE/ICTBAMH,  IIpH
HEOOXOZIMMOCTH, JIOJDKHA OBITh OYMINEHA Mepel pasMelleHHeM HX Ha
XpaHEeHHE.,

Cknajickue omepanyy JTOMKHBI BBITOMHATECS TaKHM 06DPa3OM, YTOGKI
obecrieunBaTh TpeOyeMble YCIOBUsI XpaHEHHs, @ TAKKE MEPBI GE30MacHOCTH.

JMCTpUOBIONMs eKAPCTBEHHBIX CPEACTB (OTrpy3Ka) JOMKHA OBITH
OpraHM30BaHa TaKUM 0Opa3soM, YTOOBI IEKapPCTBEHHBIE CPEJICTBA C MEHBILIHM
CPOKOM T'OHOCTH OTrpyxkaiuck B nepsyio ouyepens (FEFO — first expire first

out).  OTK/IOHEHHS  OT  JIAHHOTO  TpeGOBAHMSI  JOJDKHBI  ObITH

3aJI0KYMEHTHUPOBAHBI.
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Ilpu xpaHeHuM JleKapCTBEHHBIX CpPEACTB W OOpalleHdH ¢ HUMU
JIOJDKHBI  OBITH  NIPUHATHl  MEpbI, HANpaBICHHbIC HA MpPeJOTBpalIeHUEe
pacChillaHusi,  HapyLWIEHWs  LEJIOCTHOCTH  YNAKOBKH, KOHTAMWHAIUU
¥ 1epenyThiBaHus. JIeKapcTBeHHBIE CpeacTBa HE JOJDKHBI  XPAHHTHCS
HETOCPEJICTBEHHO Ha I0J1y, 3a UCKJIIOUEHHEM CiIy4aeB, KOrja YyIIaKOBKa
CIENMalbHO pa3paboTaHa JUis TAaKOTO XpaHCHUsl (HAmpUMep, OaIOHBI
C MEJULIUHCKUM razoM).

JIekapCTBEHHBIE CPENCTBA, CPOK TOJHOCTH KOTOPBIX HCTEK, IOJIKHBI
ObITh HE3aMEeNJIUTENIbHO H3BATHl U3 KaTErOPHH MPUIOAHBIX IS MOCTABKH
00  (u3MYecKH (NOMEIIEHbl B CHELHAIBHOE IOMEIIEHHE WM 30HY
XpaHeHHs), MO0 ¢ IOMOIIBI 3JIEKTPOHHBIX CPEJACTB, 00ECIIeYUBAOIINX
SKBUBAJIEHTHYIO U30JISIHIO.

AHau3 CKIIaJICKUX 3aM1acoB JOJDKEH HPOBOAUTECS PETYIIAPHO ¢ YUETOM
TpeOOBaHMI  3aKOHOJATENbCTBA  TOCYAAPCTB-WIEHOB.  BBISBICHHBIE
OTKJIOHEHHS JIOJDKHBI OBITH JOKYMEHTATBHO OQOPMIIEHE], M B WX OTHOIIEHUH
JOJDKHO IIPOBOAUTHCS pacciie/JOBaHHE.

5.6. YHuuToxeHue.

JlekapcTBeHHBIE CPENCTBA, MpeJHA3HAYCHHBIE [UIS YHUUYTOXKEHUS,
JAOJDKHBI ~ OBITh  HaJJIeXkKaIllUM 0o0pa3oM MPOMapKUPOBaHBI, XPaHHTHCS
OTACJIBHO B MOMEIIEHHH HIIM 30HE, IOCTYIl B KOTOPLIE OrPaHUYeH, IIPH STOM
omepanuyd ¢  HUMH  JIOJUKHBI  OCYLIECTBIISTHCSI B COOTBETCTBUHU
C IUCBMEHHBIMH TPOLIE/Ty PaMH.

YHHUYTOXKEHHE  JOJDKHO  OCYWIECTBISATBCSI B COOTBETCTBUU
C HalMOHAIBHBIM 3aKOHOJATEJIBCTBOM CTpPaH TIOCYIapCTB-4YJIEHOB WIIU
MPUEMJIEMBIMA MEXIYHAPOAHBIMU TPEOOBAHUSIMHU B OTHOLICHUH OOpaIleHus,

TPaHCHOPTUPOBKU WU YHUUTOXKECHHUS JIEKAPCTBCHHBIX CPECTB.
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3anucH 00 YHMYTOXEHMM JIOIDKHBI XPaHUThCS B TEUeHHe MepHoja
BPECMCHHM  YCTAHOBJIEHHOIO — HAIMOHAIBLHBIM  3aKOHOJATE/ILCTBOM  CTpaH

roCyAapCTB-4JICHOR.

5.7. IloaroToBKa K OTrpy3Ke.

Heobxonumo — koHTponupoBaTh, uToOBl K  OTIPY3Ke  OBLIH
OJIrOTOBJICHBI  3aTpeOOBaHHBIE JIEKApCTBEHHBIE CcpencTBa. Ha MoMeHT
MOATOTOBKM K OTTPY3KE JIEKAPCTBEHHBIE CPEJICTBA JOJDKHBI  HMETh
COTJTaCOBAHHBIE TOJIyYaTeNIeM | OTIPaBUTEIEM OCTATOYHBIA CPOK IOTHOCTH.

5.8. Ilocragka.

ITocTaBka JIOJDKHA COIIPOBOXKIATHCS JOKyMEHTaMH,
PEAYCMOTPEHHBIMHM  3aKOHOJATENIBLCTBOM — FOCYAapCTBa-4ieHa  (cyer-
(akTypa, TOBapHO-TPaHCIIOPTHAS HAK/IA/HAS MEXILYHAPOIHAs HAKIA[HAs,
MHBOWC, aBHa-HAaKNIajHas W Jpyrue). B cOMpOBOAMTENBHBIX JOKYMEHTax
YKa3bIBaeTCs: /[aTa, HAMMEHOBaHHE JIEKAPCTBEHHOIO CPEACTBA HOMEP CEpHH
(mapTum), nocTapiseMoe KOMMYECTBO, JEKapcTBeHHas (Bopma, JI03UPOBKa,
HAaUMEHOBaHME M  a[pec MOCTABUIMKA, HAUMEHOBAaHHE H  aJpec
rpysomonyyaresisi  ((pakTMyecKHH — aapec  ONTOBOTO  CKJama,  eciu
OH OTJIMYAETCS OT IOPHAMYECKOro ajpeca), a Takke TpeOyeMmble YCIOBHS
TPAHCTIOPTUPOBKK M XPaHEHHMS. 3aluch O MOCTaBKe JOJKHBI COXPAHSITHCS
TaKUM 00pa3oM, 4YToObl MOXHO OBUIO 0BGECIEUMTH IIPOCIEKHUBAEMOCTE
JABIKEHHS JIEKAPCTBEHHBIX CPEJICTB.

5.9. Dkcenopr.

Opranusanys, SKCHOPTUPYIOLIas JEKapCTBEHHBIE CPEJCTBA, A0JKHA
MMETh JIMLIEH3UIO WJIM HHBIC 3aKOHHBIE OCHOBAHMS B COOTBETCTBUU
g HallMOHAJILHBIM 3aKOHOATEILCTBOM rocyapcrBa-dieHa
AJIst OCYIIECTBIICHUS JCUCTBUI MO AUCTPUOBIOIMHU JICKAPCTBEHHBIX CPEICTB

HUJIN JIMTICH3W KO Ha IIPOHU3BOJICTBO JICKAapCTBCHHLIX CPEICTB.
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Hacrosume IlpaBuna mnpumenstores K OKCIIOPTY JIEKAPCTBEHHBIX
CPEICTB B IMOJHOM 0ObeMe. DKCIOPTHPYEMblE JIeKAPCTBEHHbIE cpelcTBa
MOTYT OBITb HE 3aperdcTpUpOBaHBl Ha Tepputopun  EBpaswuiickoro
Oxonomuueckoro Coroza (nanee — Coroz). IIpu stom OpraHu3alus JOJDKHA
MpeNPHHATE HEOOXOAMMBIE MEphl, HallpaBjeHHBIE Ha IIPEAOTBPAILCHHE
OCTYIJICHUS MAHHBIX JICKAPCTBEHHBIX CpeacTB Ha peiHok Coroza. [lpu
SKCIIOpTE JICKAPCTBEHHBIX CPECTB OpPraHM3alus JODKHA YAOCTOBEPUTHCS,
4YTO TMOCTaBKa OCYWIECTBISIETCS B aipec JIHMI, WMEIOMIMX 3aKOHHbIE
OCHOBAHMsS  TIOJy4aTb  JICKAPCTBEHHBIE CPENCTBA B  COOTBETCTBUH
C 3aKOHOAATEJILCTBOM COOTBETCTBYIOLIETO IOCYAAPCTBA Il AUCTPUOBIOLHH

JICKAPCTBECHHBIX CPEICTB.

6. [IpeTeHsnn, BO3BPAT, M0103penust B hambCHPUKALNN U OT3BIB
JIEKAPCTBEHHBIX CPELCTB U3 00OpaIeHus

6.1. Ipuauum.

Bee mperensuu, ciyyau Bo3Bpara, TMOJO3pEHHS B anbcubdukamnmu,
a TaKXKE OT3hIB JICKAPCTBEHHBIX CPEICTB W3 OOpaIleHHs ODKHBI OBITH
JOKYMEHTallbHO  O()OPMJIEHBI M  MPOAHANU3MPOBAHEI B  COOTBETCTRUH
C YCTaHOBJIEHHBIMH IHporneaypamu. COOTBETCTBYIOIUE 3allUCH  TOJDKHDI
OBITH JOCTYIIHBI YHOJTHOMOYEHHBIM OPIraHaM TOCYIaPCTB-UICHOB.

OmneHka — BO3BpAlllGHHBIX  JIEKADCTBEHHBIX  CPEACTB  JOJIKHA
OCYIIECTB/IATECS 110 NPMHATHSA PEIIeHHs 00 MX 0JJOOPEHHH /ISt HOBTOPHOM
MOCTaBKM. [lyist ycnemnoit GopeObl ¢ (anbcupukammeil 10DKHBl OBITH
COTJIACOBAHHbIC JICHCTBUS BCEX YUACTHUKOB LIENHU peau3aliii.

6.2. [Iperensun.

[IpeTensnu MOIKHBI OBITH 3apErMCTPUPORAHEL ¢ yKa3aHUEM CIIeAYIOLIEH
MH(pOpMALMK: [aThbl TMONYYEHUs! TPETCH3WH, HAMMEHOBAHHUE OpraHu3aluu

umn PO nnna, ux KOHTaKTHbIe aHHble (HoMep TeredoHa U NP HAJIMYUU
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(hakca, seKTPOHHAS MOYTA, a[pec), HAMMEHOBAHHE JIEKAPCTBEHHOTO CpPE/CTBa,
JIEKapCTBEHHON (DOPMEL, 103MPOBKH, HOMEp CepuH (MapTum), 06beM, pHInHA
npetensun v apyroe. Ilpm srom neobGxomumo pasmuuate  npereHsuu
B OTHOLICHUM KauyeCTBA JICKAPCTBEHHBIX CPEICTB W TMPETEH3MH B OTHOMIEHHH
cobIronenust TpeOOBAHHUMN U YCIIOBUI AUCTPUOLIOLHH.

B cimyyae eciv mpeTeHsus OTHOCHTCSL K KauecTBY JICKAPCTBEHHBIX
CpPEJICTB WIIN [IpeAroIaraeTcs HaJluuue HEKaUeCTBEHHBIX
(banbcuduUMpPOBaHHEIX ) JIEKAPCTBEHHBIX CPE/ICTB, MIPOU3BOIUTEE
u (W) fepxarens (BIanenell) PeruCTPAMOHHONO YIOCTOBEPEHHS! JOMKHBI
OBbITh YBEIOMJICHBI HE3aAMEIJIUTEITHHO.

B ornomenun mnperensuit mo coGmiomeHnio TpeGOBaHME W yCIIOBHIA
JUCTPUOBIOUMK  [IOIDKHO ~ OBITH  NPOBEJEHO  pACCICHOBAHME C  IEJBIO
YCTaHOBIICHH sl HCTOYHMKA UITH IPUYMHEBL IPSIbSIBIICHHS IPETEH3UH.

Jis paboTBI ¢ MpPETeH3UAMH [ODKHO ObITh HA3HAYEHO JIMIO, a TAaKKe
MOTYT TIPHBJIEKATbCS Apyrue pabOTHUKU JUCTPUOBIOTOpPA B HEOOXOIUMOM
KOJIMYECTBE.

Ilo pesympraram paccrienoBaHus M aHaIM3a B OTHONIEHHH IpEeTEH3MiA
TIPU HEOOXOMMMOCTH JIOKHEI OBITh MPEANPUHATEL COOTBETCTBYIOLIME MEDHI,
BKJIIO4asi KOPPEKTUPYIOUIHE M MPeAYNPEeKAaroniie JeHCTBUS, B TOM YHUCIIe
YBCIOMJICHHE, €CIIM 3TO HEOOXOAMMO B COOTBETCTBHMH C yCTAHORJICHHBIMH
TpeOOBAHMAMY, YNIOTHOMOUYSHHBIX TOCYIAPCTBEHHBIX OPraHOB rocyapcTBa-
YJleHa.

6.3. BosspaleHHbIe JIeKapcTBEHHbIE CPEICTBA.

Omepauuy ¢ BO3BpAICHHBIMH JIEKAPCTBEHHBIMU CPEACTBAMHE JIOMKHEL
OCYIICCTBIIATHCA B COOTBETCTBUM C JOKYMEHTHMPOBAaHHBIMU MPOLELypPaMH,
OCHOBAaHHBEIMU Ha OIIEHKE PUCKOB, C yYETOM HX CHENU(pUKH, CHEIHaTIbHBIX
YCIIOBUH XpaHEeHHs], a TakKe IepUOJa BPEMEHH, INPOLIEAIIET0 ¢ MOMEHTA

NIEpBOHAYAIBHON OTrpy3ku. Bo3BpaT ocyuiecTBisieTcss B COOTBETCTBHH



31

¢ HallMOHAILHLIM 3aKOHOAATENLCTBOM IOCY/APCTB-UJIEHOB M JIOTOBOPHBIMH
00si3aTeNbCTBAMH  MEXK/y CTOPOHAMH, YYaCTBYIOUTUMH B BO3Bpare
IPOYKLIHUH.

JlekapcTBEHHBIE CPEACTBA, KOTOPEHIE paHee ObLIH OTI'PYKEHbI, MOTYT
OBITH BO3BpallleHbl B KATErOPUIO TPUFOMHBIX U TIOCTABKH TOIBKO
B TOM Cily4ae, €CJIM BBITIOJHCHBI BCE yCIOBHUSL, IIEPEUHCIICHHBIE HUXKE:

1) uemoctHOCTH BTOPUYHOM (moTpeOuTeNbCKOMH) YIIAKOBKH
JICKApCTBEHHBIX CPE/ICTB HE HAPYLICHA, OTCYTCTBYIOT CJIEIBI MOBPEKIACHHMIL:
OTCYTCTBYET JONOJHUTCIIbHAS MAapKHPOBKA, MMEETCS HeNpeilyCMOTpeHHas
MPOU3BOJUTENIEM MApPKUPOBKA (CTUKEPHI anTeK, LEHHUKH, aKIMOHHBIE
CTHUKEPBI U IPYyrHe); CPOK FOJHOCTH HE UCTEK, IPOAYKIHS HE OT3BIBANACD 3
oOpalreHus;

2)  JeKapCcTBEHHBIE CPEACTBA, BO3BPAIICHHBIE OT nojaydaresnen
(mokymnaresneit), He UMEFOIUX JIMIIEH3MH Ha OCYIIECTBJICHUE JUCTPHOLIOIUH,
WA OT anTedHBIX OpraHu3alud, MOryT ObITh BO3BPAILCHBI B KAaTETOPHIO
HIPUTOAHBIX A1 TIOCTABKA TOJBKO B TOM Cllydae, €CJIHM BO3BpaT
ObLIT OCYIIECTBIICH B TEYEHHE YCTAHOBIEHHOTO NIepHO/Ia BpEMEHH;

3) nonyvaTeb NPEJACTaBUII  JTOKYMEHTEL, MOATBEPXKIAIOITHE
COOIIO/IEHNE CTIEIMAIIBHBIX YCIIOBHH XpaHEHHS 1 TPaHCIIOPTUPOBKH;

4) NeKapCTBeHHBIE  CpeJCTBA  OBUIM  HPOBEPEHBHl M OICHEHEI
KOMIETCHTHBIM JINIIOM, Ha3HAYEHHBIM JUISl BLINOJHEHUS TAHHBIX AefCTBHIA;

5) AUCTpUOBIOTOP pacrionaraer JIOKa3aTeabCTBaMU TOTO,
4TO JICKApCTBEHHBIE CPEICTBA ObLIM IIOCTABIEHBI JAHHOMY MOJIYYaTelio
(COrNIaCHO TPHIIOKEHHBIM KOITUSIM COOTBETCTBYIOIIUX COIPOBOJIUTEIIBHBIX
JJOKYMEHTOB) HOMED cepuu u (nnim) NapTUH COBIIAJIaeT
C YKa3saHHBIMH B JOKYMEHTAaX, W HET OCHOBAHUU IMOJIaraTh, YTO JaHHDBIE

JIEKapCTBEHHbIC CPEJICTBA (PaIbCH(PULMPOBAHEL.
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JlexapcTBeHHBIE CpE/CTBa, TPedyrolHe 0COOBIX TeMIEePaTYPHBIX YCIIOBUI
XpaHEHMs], MOTYT OBITH BO3BPAILIEHBI B KATETOPUIO MPHUIOAHLIX JUIs TTOCTABKH,
B Cllydac €CIIM  HMMEKTCS  JOKyMEHTalbHble  JIOKa3aTelbcTBa  TOIO,
YTO OHHM XPAHUIIMCH U TPAHCIIOPTUPOBAIKCH B HAIEKAIIIHX YCIOBHAX B TEUEHUE
BCETO IMTPOLIEIIErO BPEeMEHH.

B ciydae BeigBiIeHHMsS JHOOBIX OTKJIOHEHHH HEOOXOJUMO IPOBECTH
OLIEHKY PHCKOB, ITO3BOJISIIOILYI0 YCTaHOBHTH COXPAaHHOCTH JIEKAPCTBEHHBIX

cpeactB. JIomokHBI OBITH coOpaHbBl M OILEHEHBI JOKa3aTeNIbCTBA 10

CIEYIOLIUM DTallaM:

1) mocTaBka IoJIy4daresito;

2) mpoBepka NpoayKiuu (MaeHTuGUKaIms);

3) BCKpPBLITUE TPAHCIIOPTHOM yIAaKOBKH (KOHTEWHepa JUTsl TOCTABKH);

4) BO3BpaT JIEKAPCTBEHHBIX CPEACTB B TPAHCIOPTHYIO YIIAKOBKY
(KoHTEMHep AJIsi IOCTABKH );

5) ¢OOp M BO3BPAT JIEKAPCTBEHHBIX CPEJICTB JIUCTPUOBIOTOPY;

6) MOMEIIEHHWE JIEKAPCTBEHHBIX CPEACTB B CICLHUANBHYIO 30HY
XpaHeHUs AUCTPUOBIOTOPA.

[TprieM BO3BpallleHHOHN NPOAYKINK Oe3 JOKYyMEHTATEHOTO 0hOpMIICHHS
3arnpenaeTcs.

JlekapcTBEHHEIE CPEICTBA, BO3BPALEHHBIE B KATETOPUIO IPUIOHBIX
JUTSL TIOCTaBKH, JIOJDKHBI OBITH pa3MelleHbl TaKuM 00pa3oM, 4ToOLI cHCcTEMA
OTIPY3KH TMPOJYKIHK C MEHBIIUM CPOKOM TOJHOCTH B MEPBYIO O4Yepejib
(FEFO) dyHkuuonupoana 3QppeKTUBHO.

[ToxuiieHHbIe JIEKapCTBEHHBIE CPEACTBA, KOTOPBIE OBUIH 0OHAPYIKEHEI,

HE MOI'YT OBITE BO3BpaIllCHbl B KaTEropur IMIPHUTOOHBIX JJIs1 ITOCTABKH

H ITIOCTABJCHLI ITIOJIYYATCIIAM.

6.4. Ganbcu(UIMPOBaHHbIC JIEKAPCTBEHHBIE CPEJICTRA.
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Juctpudnrorop JIOJDKEH He3aMeUIUTEeIbHO UH(GOPMUPOBATE
YIOJIHOMOYEHHBIA ~ OpraH  rocylapcTBa-ujieHa, a TakKke  Jeprarens
PETUCTPAIIMOHHOIO  YIOCTOBEPEHHUsl JIEKAPCTBEHHOIO Tpernapara o ciayvae
BbIsIBJIEHUS! (ajbCUPUIMPOBAHHOIO MPOAYKTa WM O HaJIMYUW IOJO3PEHUH B
takoi ¢anscudukaunu. [lanHple AEHCTBUS JODKHBI OBITH 3aKperyieHbl B
YCTaHOBJEHHBIX JOKYMEHTHPOBAaHHBIX THpoluenypax. Mudopmaims momkHa
OBITH 3a()UKCHUPOBaHA JOKYMEHTAIBHO C COXPAaHEHHUEM BCEX MCXOHBIX IaHHBIX,
M B €€ OTHOLICHUH JTOJKHO OBITH TPOBEJCHO pacciieloBaHue.

Qayibcu(PULMPOBAHHBIE  JIEKAPCTBEHHBIE  CPENCTBA, OOHApy)XEeHHbIE
B I[ENU pealu3aluy, [JO/DKHBI OBITh  He3aMeMJIUTEIbHO  (DHU3MYecKH
M30JIMPOBAaHbl M pa3MelleHbl Ha XpaHEeHUE OTJENbHO OT JAPYTrod MpOmyKIIHH
B CHELUAJIbHO BBIIEIEHHOM IIOMEUIEHUH WIM 30HE, JOCTYIl B KOTOpPBIE
orpannyeH. Bce omnepaimu ¢ (danbcUUIMPOBAHHBIMU JIEKAPCTBEHHBIMH

CPENCTBAMHU JIOJDKHBI OBITH JIOKYMEHTAIBHO O(OPMIIEHBI, ¢ COXpaHEHHEM

3aluCen.

6.5. OT3bIB U3 oOpallleHusl.

DOddekTuBHOCTh JEWCTBUMU MO OT3BIBY JIEKAPCTBEHHBIX CPEJICTB
13 oOpallleHus 10JKHA PETYJISIPHO OIEHUBAThCS (HE peke YeM OUH pa3 B Iof).

JomkHa  cymliecTBOBaTh  BO3MOMKHOCTH —~ WHUIIMUPOBATH  JACHCTBHUS
M0 OT3BIBY U3 OOpallleHus JIeKapCTBEHHBIX CPEACTB B Kparyailline CPOKH B
000K MOMEHT BPEMEHH.

JIacTpuOBIOTOp JTOMKEH ClIefoBaTh yKa3zaHUsIM  MH(POPMAITHOHHOTO
nmucbMa 00 OT3bIBE U3 OOpallleHHs], KOTOpOoe MPU HEOOXOMUMOCTH JOKHO ObITh
YTBEPAACHO YIIOJIHOMOYEHHBIM OPraHOM.

JlelicTBUS IO OT3BIBY M U3BSITHUIO U3 O0pAICHHUs I0JDKHBI JOKYMEHTAIBHO
opopmyiATbCST B~ MOMEHT  MX  OCYHIECTBJIEHHSI B  COOTBETCTBHHU

C YCTAHOBJICHHBIMH Ipouenypamu. JlokymeHTauust 10 OT3bIBY JOJIKHA OBITh

10 CTYHHOﬁ YIOJIHOMOYCHHBIM OpraHaM.
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3anucy, OTHOCSIIMECS K JUCTPUOBIOIMH, MODKHBI OBITH JIOCTYITHEI
JUIS JTAIa, OTBETCTBEHHOTO 3a OT3BIB JICKAPCTBEHHBIX CPEJCTB M3 OOpaIleHus,
M JJOJDKHBI  COIEpIKarh JOCTAaTOUYHYI0 MH(OPMAIWI0 O JHCTPHOBIOTOpPAx
JIEKapCTBEHHBIX CPEJICTB, U O MPSIMBIX MOydaresisx (agpec, TelneOHHBIH
HOMEp MW TpH HaJWuyMK HoMmep akca, JOCTymHble B  pabouue
M Hepaboyue 4Yachl, HOMEp cepud U (WIM) MapTud, HaMMeHOBaHWUe,
JeKapcTBEHHYIO (HOpMy, AO3UPOBKY, a Tak»e IOCTaBIEHHOE KOJIUYECTBO),
BKJIIOUAs JaHHBIE B OTHOIIEHHM 3KCIOPTHPOBAHHBIX JICKAPCTBEHHBIX CPENCTB
1 UX 00pasLoB.

JlelicTBUS, OCYIIECTBISIEMBIE NIPU OT3bIBE U3 OOpaIlleHuUs], IOJDKHBI OBIThH

JOKYMCHTAJIEHO O(bOpMIIeHBI H OTPaXKCHEBEI B MTOIOBOM OTUCTE.

7. JleaTenbHOCTD, NIepe/iaBaeMast Ha ay TCOPCUHT

7.1. Ilpunium.

JroOast nesITeNbHOCTh, HAa KOTOPYHO PACIpPOCTPAHSIOTCS HACTOSIINE
[lpaBuna W mepenaHHas CTOPOHHUM HCIOJHUTENSIM (Ha ayTCOPCHHT),
JOJDKHA OBITh HAJIEKAIIMM 00pa3oM OTpejieieHa U COrjacoBaHa, JTOJDKHA
KOHTPOJIUPOBAThCS BO M30€XKaHME pPa3HOUTEHHH, CIOCOOHBIX MPHUBECTH
K HapyIIeHHIO COXPAaHHOCTH JIEKapCTBEHHBIX CpeiacTB. JlomwkeH OBITH
3aKJII0YEH TMHCHbMEHHBIH JOTOBOP MEXIY IUCTPUOBIOTOPOM — 3aKa3uyHKOM

H HCIIOJIHHUTEJIEM, B KOTOpPOM YETKO OIpPeAc/ICHbI 00s13aHHOCTH KEDK,HOﬁ

M3 CTOPOH.
7.2. 3aKazuuk.

3aKazyuK HECeT OTBETCTBEHHOCTh 3a JAEATENBHOCTh, IIEPENaHHYIO
Ha ayTCOPCHHL.
3aka3zuMK JIOJDKEH yOeIuTbCsl B KOMIIETEHTHOCTH  MCIIOJIHUTENIsS

JJ1s4 BBIITOJTHEHUH A 00s13aTeNILCTB IO JOTrOBOPY H O6€CH6‘II/ITI>, MoCpeacTBOM



35

JIOTOBOpAa UM TPOBEPOK, YTOOBl KCMOJIHUTEIL cobmofan  TpeOoBaHHS
HaJyIekKaIIeH JIMCTPUOBIOTOPCKOM MPAKTUKH.

IIpoBepka  MpPaBOMOYHOCTH, KOMIIETEHTHOCTH M BO3MOYKHOCTHU
MCIIOJIHATEJISI BBIIOJIHATE YCJIOBUS JIOTOBOpA JIOJIKHA [TPOBOAMTECS JI0 Havyasa
OCYIIECTBJIEHHUS IeATENIbHOCTH, NIEPe/IAaHHON Ha ayTCOPCHHI, a TaKXe B cliyuae
CYLLIECTBEHHBIX U3MEHEHUH Takol AesarenbHoCTH. llepronnyHocts npoBeieHus
[POBEPOK, CBSI3aHHBIX C JEATEIbHOCTBIO, [IepelaHHON Ha ayTCOPCHHI, JODKHA
OTPE/IeNATLCS HA OCHOBAHUM aHaln3a pUcKoB. CPOKU M yCIIOBHS NPOBEIEHUS
MPOBEPKHU JODKHBI ObITh COITIACOBAHBI CTOPOHAMH.

3aKa3uuK JO/DKEH IPEeIOCTaBUTh HCHOJHUTENO BCHO HHGOpMAIHIO,
HEOOXOAMMYIO JUIsl BBIIIOJHEHMs] NMEPEIaHHOW Ha ayTCOPCUHI JAEsSTelbHOCTH
(ycayr) B COOTBETCTBMM CO CIELHaIbHBIMH TpeOOBaHUSIMU, MPUMEHHAMBIMU
K JIEKAPCTBEHHBIM CpEICTBaM, a TaKKe JIOOBIMM JAPYTMMHU IPUMEHUMBIMU
TpeOOBaHUSAMHU.

3aKa3uMK JOJ/DKEH IPEeJOCTaBUTh HMCIOJHUTENI0 BCHO HHGOpMAIIUIO,
HeOOXOMUMYIO Ui BBIMIOJHEHHUS MepeJaHHbIX Ha ayTCOPCHHT AesTelbHOCTH
(yciyr) B COOTBETCTBHU CO CHENHMAIBHBIME TpPeOOBaHUAMH, NPUMEHUMBIMH

K JaHHbIM JICKAPCTBCHHLIM CPCACTBaM, a TaK¥Ke JTIOOBIMHU APYIr'uiMH

IPUMEHUMBIMU TPEeOOBAHMSIMHU.

7.3. UcnionHuTE b,

Wcnonuurens JIOJKEH UMEThb HEeoOX0IMMbIE IIOMEIIeHUST
1 0bopynoBaHue, MPOLEIyPhl, 3HAHUS U OIBIT, & TaKXkKe KBAJIM(ULIUPOBAHHBIHI
NepCcoHall JUlsl HaJUJIekKAIEro BhINOJIHEHHUs paboT U (WiIK) YCIIyT 1O JOTOBOPY
JUTS 3aKa3uMKa.

HcrnomauTens He JOMHDKEH MepeaBaTh TpeTbell CcToOpoHe padoThI U (MIIH)
YyCIYTH, BBIOJHEHHE KOTOPBIX IOPYYEeHO €My MO JA0roBopy, 0e3
npeBapUTENILHON OLUEHKH U O00pEeHHs TaKol Mepeladd 3aKa3uuKoM, a TakoKe

A0 IPOBCACHUSA ITPOBCPKH TpeTbefI CTOPOHBI 3aKa34MKOM HJIM HCIIOJIHHTCIICM.
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JloroBop Mexy HCIHOJHUTENeM W JIF00OH TpeThell CTOPOHOU HOJDKEH
rapaHTHpPOBaTh, UTO MH(POPMALIMSI O BHIMOJHAEMBIX paboTax MPeaoCTaBIsSIOTCs
B COOTBETCTBHHM C JOTOBOPOM MEXKIY 3aKA3UUKOM U UCIIOJIHUTEIIEM.
Wcnonnurens He AOMMKEH OCYIECTBIATh Kakue-IM00 NeHCTBUS, KOTOphIe
MOTYT IPUBECTH K IOTEPE KaYeCTBA JIEKAPCTBEHHBIX CPEICTB 3aKa3UMKA.
Wcnosnnurens JOMKEH CcoOOWATh 3aKa3uuKy JHoOyH WH(OPMAIHIO,
OTHOCSLLYIOCS K Ka4eCTBY JIEKaPCTBEHHBIX CPEACTB 3aKa3uMKa, B COOTBETCTBUU

C YCJIOBHUSAMH 1OTOBOPA.

8. CaMOMHCIIEKITUS

8.1. IlpuHuum.

CaMOMHCIIEKIIMM JIOJKHBI TIPOBOAMTBCS sl KOHTPOJIS 33 BHEAPEHHEM
U coOmoneHneM TpeOOBaHMM Ha/UIeKalled AUCTPUOBIOTOPCKOM TPAKTHKH
JIEKapCTBEHHBIX CPEACTB, & Takke ¢ LeJblo pa3paboTKu  HeoOXOIHUMEIX
KOPPEKTUPYIOLIHX Mep.

8.2. CaMoOMHCIIEKIHS.

Jlomxkna OBITH BHeOpeHa IporpaMma IMPOBEACHUS] CaMOWHCIIEKIIHM
OXBAaTBHIBAIOIIASl B paMKaxX OMpPEeEHHOI0 BPEMEHHOTO IMepuoia BCe acleKThI
NpaBUl  HaJIekalleld  AUCTPUOBIOTOPCKOW — NpPakTUKW,  TpeOoBaHuii
3aKOHO/IaTeIILCTBA, PYKOBOJICTB U MTPOLIEAY].

CaMOuHCIIeKIUH MOryT  OBITh pasjieieHsbl Ha  HECKOJIBKO
CaAMOCTOSATEJIBHBIX ~ IIPOBEPOK,  OXBaTBIBAIOIIUX  OTHCIBHBIE  CTOPOHBI
JeSATeJIbHOCTH ~ OpraHu3allii W JIOJDKHBI  TPOBOJUTBCS  CIEIHANILHO
Ha3HAUYEHHBIM  KBaJIU(PUUUPOBAHHBIM  TEPCOHATIOM  OECHpPHUCTPacTHO U
TIIATEJIBHO. AyAMTbI, NPOBOAMMBIE HE3aBUCHMMBIMH BHEIIHUMH JKCIICPTaMH,
TaK)Xe JIOMYCKATCS, HO HE MOTYT 3aMEHSIThH CAMOMHCIIEKITHIO.

Pesynbrarel camMOMHCHEKIIMHA MTODKHBI OPOPMIISTHCS JTOKYMEHTAJILHO.
OTueThl [O/MKHBI COIEpiKaThb BCIO HMH(POpPMANMIO, TOJIYYEHHYIO B XOIe

HHCIICKLIMH. Konust otyera JOJIZKHA OBITH OpeAcCTaBJIEHA PYKOBOIACTBY
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OpraHM3alliM, a TAK)KE UHBIM 3aMHTEPECOBAHHBIM JIMILIaM. B cilydae BbIsSBICHUS
HEJJOCTATKOB WJIM OTKJIOHEHMH HEeoOXOOUMO BBISICHUTH UX IMPHUMHY, a TaKKe
pazpaborarb u JOKYMEHTAJIHO o(hOpMHUTE KOPPEKTUPYIOIIIHE
1 TIpeLypesKaatoniye AeHCTBHS U IPOKOHTPOUPOBATE UX BBITIOJIHEHHE.

9. TpancnoprupoBka

9.1. Ilpunium.

JMCTpuOBIOTOP, TMOCTABISAIOIIMKM JIEKAPCTBEHHBIE CpPENCTBa, 00si3aH
OCYUIECTBIISITH ~ TPAHCHOPTUPOBKY B YCIOBMSIX,  0O€CIeYMBAIOIIMX
UX COXpPaHHOCTb M IIEJIOCTHOCTH, 3aIIUTy OT BO3AEUCTBUS (DaKTOPOB
OKpY Karoliel cpefbl, coOMoAeHne HEeOOXOMUMOro TeMIIEpaTypHOrO pekuMa
(yclioBHM XpaHeHHs) B Ipolecce TPAHCIOPTUPOBKH, a TakKe 3alMTy OT
banscudukanmu.

HezaBucumo oT crocoba TpaHCIOPTHPOBKM HEOOXOAMMO O00OECIEUUTh
BO3MOKHOCTb ~ MOJTBEPXKJEHUS] TOTO, YTO Ka4eCcTBO W  IEeJOCTHOCTH
JIEKApCTBEHHBIX CPEJICTB HE OBLIM TMOABEPTHYTHl HETaTHBHOMY BO3IEHCTBHIO
B IPOIIECCe TPAHCTIOPTUPOBKH.

[InaHupoBaHue TPAHCHOPTUPOBKHU  JOJDKHO  OBITH  OCYHIECTBIIEHO
Ha OCHOBAHWM aHATM3a BOBMOXKHBIX PUCKOB.

9.2. TpancnopTHupoBKa.

Tpebyemble yCIIOBUSI XpaHEHHS JIEKAPCTBEHHBIX CPEACTB JIOJDKHBI
COOMIONIAThCSI B TEUEHHUE BCEr0 BPEMEHHM TPAHCIIOPTHPOBKH B COOTBETCTBHUU
C YKa3aHMSIMH TTPOU3BOAUTENS K MHMOpMAITHel Ha yImakoBKe.

B ciydae BO3HMKHOBEHHWS OTKJIOHEHHH, TaKMX Kak HapyllIeHHE
TEMIIEPaTypHOTO peKAMa WM IOpYa JIEKApPCTBEHHBIX CPENCTB B IpoLecce
TPaHCIIOPTUPOBKU, WH(OPMAITHS O BBISBIEHHBIX OTKJIOHEHHSAX MOJDKHA OBITh
coollleHa OTHpaBUTENIO M mojiydarenmo. Jlomkna ObITh pazpaboraHa
M IOKyMEHTaJIhHO o(opmiieHa Mpoleaypa, ONnpenesstonias nopsaoK JeHcTBUN

I[MPHU-BO3HUKHOBCHHUH OTKJIOHEHHH U pacciiciOBaAHUH JaHHBIX (i)aKTOB.
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JucTpubbtoTop A0JAKEH 00ecreunTh, UYTOOBI TPAHCIOPTHBIE CpPEICTBA
U 00OpyldOBaHMEe, HCIOIb3yeMBbIE [UIsI TPAaHCIIOPTUPOBKHU, JIEKAPCTBEHHBIX
CpPEJ/ICTB, COOTBETCTBOBAJIM LEJISIM UX MCIOJIb30BaHUS U OBLIM Ha/JIeXallM
00pa3oM YKOMILJIEKTOBAHBI Il UX 3aIUTHI OT HEXEeJIATeJbHOIO BO3JeHCTBUS,
KOTOpPOE MOXKET IPUBECTH K I0Tepe KayecTBa WM HAPYLIUTh LEJIOCTHOCTH
YIaKOBKH.

TpaHcropTHOE CpesCTBO, KOTOPBIM OCYIIECTBISIETCS TPaHCIOPTUPOBKA
JIeKapCTBEHHBIX CPEJICTB, U €r0 000PYI0BaHKE TOJDKHBI COIEPKAThCSl B UUCTOTE
U TIOJIBEPraThCsl OUMCTKE U yOOpKe N0 Mepe HEOOXOOUMOCTH B COOTBETCTBHH C
TpeOOBaHUSMH  CAHUTAPHBIX  HOpPM, YCTAHOBJIEHHBIX  HAlMOHAJBHBIM
3aKOHOJIATEJIbCTBOM  TOCYAapcTB-wieHOB.  JloJkHBI — ObITh  IHCBMEHHBIE
NpOLEyphl M0 OOCIIY)KUBAHUIO W HKCIUTyaTallil TPAHCIOPTHBIX CPEJICTB |
00Opy/TIOBaHusI, BOBJIEYEHHBIX B MPOLIECC AUCTPUOBIOIIM, BKIIOYAsT OUYHUCTKY H
Mepbl 0€30MacHOCTH

Onpenenenve nNOTPeOHOCTH B KOHTPOJIE TeMMeparyphl  JIOIKHO
OCHOBBIBATbCSI HA aHAJIM3€ PUCKOB, CBS3aHHBIX C TPAHCIOPTHPOBKOIL
no BbelIOpaHHOMY MapuipyTy. OOopynoBaHME, HCIHOJIB3YyEeMOE Il KOHTPOJIS
TEMIEPATypbl B TMpoLEcce TPaHCTIOPTUPOBKH, YCTAaHOBJIEHHOE BHYTpPH
TPaHCIIOPTHOTO ~ CPEACTBa WM B  KOHTEHHEpe, JOKHO IPOXOIWTH
MEepUOAUUECKOe TEXHUYECKoe O0OCTy)KMBaHHWe, KaJMOPOBKY U  IOBEPKY
B COOTBETCTBHHM C HAIIMOHAIBHBIM 3aKOHOJIATEIbCTBOM I'OCY/IapPCTB-WICHOB.

[Ipu TPAHCTIOPTUPOBKE JIeKapCTBEHHBIX CpenCTB crenyer
MO BO3MOXXHOCTH MCIIOJIB30BaTh TPAHCIOPTHBIE CPEACTBA M 00OpyIOBaHUE,
COOTBETCTBYIOLME IIENIIM HMX MHCIONB30BaHUSI M HaJIeXKalluM o0Opa3oM
YKOMIIJIEKTOBaHHBIE JUISI 3aLIUTHI JIEKAPCTBEHHBIX CPEICTB OT HEXKEIaTeIbHOro

BOBHGﬁCTBHH, KOTOPOEC MOXCET IIPUBECTH K IOTCPC Ka4YCCTBA WJIM HAPYUIWUTH

HEJIOCTHOCTDL YIIaKOBKH.
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Eciu  MCnonb3yloTess  TPaHCHOPTHBIE CpelicTBA M 00OpYHOBaHME,
HE COOTBETCTBYIOUIME LIEIAM HX MCIONB30BAHUSI M HAIJIekKAluM o0pa3oMm
He  YKOMIUIEKTOBaHHbIE  JUII  3alIUTBl  JIEKAPCTBEHHBIX  CPEICTB
OT HEXKEJIATEILHOTO BO3/EHCTBHUS, KOTOPOE MOXKET MPUBECTH K MOTEPE KAayecTna
WM HapyLIATL LEJIOCTHOCTh YMNAKOBKM, JIOJDKHBI OBITH  pa3paboTaHsbl
JOKYMEHTaJIbHO O(QOpPMIIEHHbIE TPOIENYPhl, OOSCIIeUMBAIONIHE COXPAHEHHE
ee KayecTna.

JlexapcTBeHHBIE CpENCTBA [JOJIKHBI ObITh JIOCTAaBJIEHBI IO aIpecy,
YKa3aHHOMY B JIOKYMEHTaX Ha IOCTaBKy M IEpeAaBarhbcsi HEMOCPEICTBEHHO
B [IOMEIIIeHKE MoIyyaresis. JIekapcTBeHHbIe Cpe/icTBA He MOIKHEI OCTABIIATLCS
B KaKUX-JIMOO IPYTrUX MOMELIESHUSIX.

JUist opraHu3anuu SKCTPEHHBIX JOCTAaBOK B Hepabouue Yackl JOHKEH
OBbITh Ha3HAYEH ClIELMANIN3UPOBAHHBIN MTEPCOHAN, EHCTBYIOIINI HA OCHOBAHUH
JOKYMEHTHUPOBAHHBIX IMPOLIETYP.

TpancnoprupoBka  TpeTBUMH  JIMLAMH  JO/DKHA  OCYIIECTBIATHCS
Ha OCHOBaHMM JIOIOBOpa, COJEpXKallero TpeOoBaHUs, YCTAaHOBJIEHHBIE
B pasugene 7 (ayrcopcwHr). TpaHCIOPTHBIE KOMITAHUH JIOJDKHBI  OBITH
YBEIOMIIEHBI O TPeDOBAaHUAX K YCIIOBUSIM TPAHCHIOPTUPOBKH JIEKAPCTBEHHBIX
cpenctB. OTBETCTBEHHOCTH 3a COOJNIONEHHME YCIOBHM TPaHCIOPTUPOBKH
JIEKapCTBEHHBIX CPE/ICTB BO3JIaraeTcsi Ha JUCTPUOBIOTOpA.

B ciydasx, xorga TpaHCIOPTHUPOBKA COMPOBOXKIACTCS OIEPALMsIMH 10
pasrpyske ¥ oOpaTHON 3arpy3Ke WM BKIIOYAeT B ce0si TPaH3UTHOE XpaHEHHE,
HEeoOX0IMMO yAENATh 0c000e BHUMaHKE K YCIIOBHSIM IPOU3BOJICTBEHHON Cpepbl
NoOMeIIeHnd U olecreueHuIo Oe30MacHOCTH Ha TPaH3WTHBIX ckiagax. K
YCIIOBUSIM  IIPOM3BOACTBEHHON  Cpelbl  MOMEIIeHUH, KOTOPBIE  JOJDKHBI

KOHTPOJIMPOBATLCA, OTHOCATCA: TEMIIEparypa, OCBEHICHHOCTL, BIIAXKHOCTbH H

YHUCTOTA.
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JIOJKHBI OBbITH MPEIPUHSTEL  MepBbI ISt COKpallICHH I
NPOJOKUTEIIBHOCTH  BPEMEHHOTO XpaHEHUs Tepesl CICAYIOIMUM  OTaroM
TPAHCIIOPTUPOBKH.

9.3. Tapa, ynakoBka 1 MapKUpOBKa.

JlexapcTBeHHbIE cpeAcTBa JTOJIAKHBL TPAHCIIOPTUPOBATHCS
B TPAaHCIIOPTHOW Tape, KOTOpass HE OKa3bIBAe€T HETaTUBHOIO BJIMSIHHUSI
Ha MX KayecTBo W oOecrneuMBaeT HAAEKHYIO 3allUTy OT BHEIIHETO
BO3JEHCTBHUsA, B TOM YHUCJIE [IPEAOTBPALIAET BOZMOXKHOCTh KOHTAMHUHALIMH.

BpiOop TpaHCHOPTHON Tapbl W YMNAKOBKA JIOMDKEH OCHOBLIBATHCS
Ha TpeOOBaHUAX K YCJIOBHSIM XpaHEHUs U TPAHCIOPTUPOBKHU JIEKAPCTBEHHBIX
CPEICTB, Ha 00beMe, HeOOXOMMMOM JUTsl pa3MellieHns: TpeOyeMoro KOJIH4ecTsa,
IpeAnojaraeMplXx  KosieOaHMsX — TeMIleparypbl — OKpYXaroImied  cpejisl,
[pearoaraeéMol MakCUMAaJIbHOM JUTMTEILHOCTU TPAHCIIOPTHPOBKH, BKIIFOYAsI
BPEMEHHOE XpaHEHUE HA TAMOXKEHHBIX CKJIaax.

Hns  obecrieuenust Hajuiexamiero ooOpaileHdus ¢ JIeKapCTBEHHBIMU
CPEACTBaMM U YPOBHsl O€30MAaCHOCTUM Ha TPAHCIOPTHOH Tape MOJ/bKHA ObITh
MapKHUpOBKa, CoJAepXkallas JOCTaroyHyl0 HHGOpMAlUIO O TpeDOBaHUIX
Mo ee OOpallleHMI0 M XpaHeHWIo, a Takke O HeOOXOIUMBIX Mepax
npefocTopoxkHOCTH.  MHbopmaiusi Ha  TpaHCHOPTHOH — Tape  JIO/DKHA
o0ecrneunBarb BO3MOKHOCTh HACHTH(UKALMK COAEPKUMOTO W HCTOUHHK
ero MPOUCXOKIESHHUSI.

9.4. JlekapcTBEeHHBIE CpeJICTBA, TpedyrolIne 0c000To 0OpaIeHHS.

[Ipy TpaHCIOPTUPOBKE JEKAPCTBEHHBIX CPEACTB, TPeOyIOmNX 0coboro
oOpallieHus], Takue KaK JIEKapCTBEHHBIE CPECTBA COEPIKAIMe HAPKOTHUECKHE
CpelCTBa, ICHUXOTPOIHBIE BELIECTBA M WX TPEKYPCOphl, SABl (SIOBHUTHIE
BELIECTBA) [OUIC)kKALME OCOOBIM  BHJIaM  KOHTPOJIE B COOTBETCTBHH
C 3aKOHOJATeJIbCTBOM IOCY/IapCTB-UICHOB, IUCTPUOBIOTOP JOJIKEH 00ECTIeYnTh

Oe3omacHeIli U 3AIIUIIEHHBIA  OT HCIPaBOMCPHOI'0O  NOCTYIA  PEXKHUM
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TPAHCIIOPTUPOBKH B  COOTBETCTBUM ¢ TpeOOBAHMSIMH  HALHOHAJILHOTO
3aKOHOJIaTEIILCTBA TOCYJapCTB-YJICHOB.

JIOJDKHBI ~ OBITH ~ CO3/1aHbl  JIOTIOJIHUTENIBHBIE  CHCTEMbI  KOHTPOJISI
B OTHOILIEHWH I1OCTAaBOK YKA3aHHbLIX JIGKAPCTBEHHBIX cpeJcTB. JomkHa ObITh
pazpaboTraHa M JOKYMEHTaJbHO O(OpMIIEHa Tpolenypa, OMpeIessoias
HOPSZIOK JICHCTBUI B cilydae ux Kpaxku. JIroOble citydau KpaxKu JIOMKHBI OBITEH
JIOKYMEHTHPOBAHBI.

OmnacHple  (BBICOKOAKTMBHBIE) W PaJMOAKTHBHBIC JIEKAPCTBEHHLIE
cpencTna JIOJDKHBI TPaHCIIOPTUPOBATHCS B 3aLUUILIEHHBIX,
CNELMANM3MPOBAHHBIX U HAJIEXKHBIX TPAaHCIOPTHBIX cpeficTBax. lIpuHumaemble
Mepbl ~ ©O€30MacHOCTH  JOJ/KHbl  COOTBETCTBOBATh  HAIHOHAILHOMY
3aKOHOZATEeJILCTBY TOCYIapCTB-UIEHOB U MEXyHAPOIHBIM JOTOBOPAM.

Ilpy  TpaHCHOPTMPOBKE TEPMONAOMIIBHBIX JIEKAPCTBEHHBIX CPEICTB
JOJDKHO  OBITb ~ MCHONB30BaHO  KBAMH(UIMPOBAHHOE  0OOPYIOBAHHKE
(M30TepMUUECKas yNAKOBKA, KOHTEHHEpBl WJIM TPAHCTOPTHBIE CPEICTBA,
obecnieynBaroIiMe  NOAJEp)KaHUue TpeOyeMoro TeMIlepaTypHOTO —pPeKHMa)
JUis oOecriedeHus: TpeOyeMBbIX YCIOBHH TPAHCIIOPTHPOBKK TPH MEPEMENEHUN
JICKADCTBEHHBIX  CPEJICTB  MEXKIY  IPOM3BOIMTENIEM, JAUCTPUOBIOTOPOM
U [10JTy4YaTesieM.

IIpy HCIONB30BaHUM  TPAHCIOPTHBIX  CPEACTB, OOECIEUMBAIOIIUX
nojfep:KaHue  TpeOyeMOoro  TeMIIepaTypHOTO  pexumMa, 0bOpyJoBaHHUE,
KCIIOJIb3YyEMOE JIJIi KOHTPOJIsl TEMIIepaTyphl B IPOLEcce TPaHCIIOPTHPOBKH,
JOJDKHO TIPOXOIMTh IIEPHOAUYECKOE TEXHUUYECKoe OOCIyKUBaHHE, TOBEPKY
1 KanmuOpoBky. HeoOxomumo — BBIMONHITE — aHANM3  TEMIIEPATypHOTO
KapTUPOBaHUSI C  COOMIONEHHEM  YCJIOBMH, OTPaKaIOIIUX  Iapamerphl

SKCINIyaTalliKi, U C YY4CTOM CC30HHbIX KoyieOaHuM.
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Ilo 3anpocy momyyarens JOMKHBI ObITh MPENOCTABNEHbl JAHHBIE,
NOATBEPHKAAIOLINE  COOMONEHNHE TEMIIEPATYPHOTO pEKUMa TIPH  XpaHEHHH
U-TPAHCIIOPTHPOBKE.

XagoolieMeHTbl B M30TEPMHYECKUX KOHTEHHepax OIDKHBI  OBITh
pasMeLIeHbl TakUM  O0pasoM, YTOOBI OTCYTCTBOBAN TPSIMOH  KOHTAKT
C JIeKapCTBEHHBIMU cpesicTBamu. [Tepconan goimkeH ObITh 00yueH TpeGoBaHUsM
MPONUEAYp IO [NOATOTOBKE H30TEPMUUECKHX KOHTEHHEPOB (C YUETOM CE30HHBIX
ocobeHHOCTEH), a Takke TpPeOOBAHWAM K TOBTOPHOMY HCIIOJB30BAHMIO
XJIa103JIEMEHTOB.

JlomkHbl ObITh paspaboTanbl Mephl, HAlIPABIEHHbIE HA PEIOTBPAIIEHHE
MOBTOPHOI'O UCTOJIB30BaHKHs HEIOCTATOYHO OXJIKIECHHBIX XJIAJ03IEMEHTOB.
HomkHa ObITe oOecriedeHa Hazjiekamas (QU3MUECKasT H30JISIUS MENKIY
OXJIXKIEHHBIMH U 3aMOPOXEHHBIMH XJIaJ02JIEMEHTAMM.

IIponecc  10CTaBKM — TEPMONAOHILHBIX — JIEKAPCTBEHHBIX — CPEJICTB
M KOHTPOJIS CE30HHBIX KojleOaHui TeMmmeparyp JO/DKEH OBITh OMUcaH

B IOKYMEHTHPOBAHHOM NpOIIeaype.

10. Cnenmanbneie monoxeHus it GpOKEPOB

10.1. ITpunIum.

Bpokepom siBrisieTcs IopuandecKoe JINLO, 3aHMMAFOILEeecs IesTebHOCTHIO,
CBSI3AHHOM C MOKYNKOM WM Tpomaxeil JIeKapCTBEHHBIX CPEICTB, KOTOpas
COCTOUT W3 JICHCTBUH 110 BEAEHHIO MEPeroBOPOB OT CBOEr0 HMMEHH
WJTH OT KIMEHHU U 110 TIOPYUCHHIO IPYTOro FOPUANUECKOTO MITH (PUBHUECKOTO JTHIIA,
HO HE BKIIIOYAET HETIOCPEICTBEHHOE OOpalleHue C J1eKapCTBEHHBIMK CPE/ICTBAMH
(TaMOXKEHHBIE, CTPaXOBbIE, IOTUCTHYECKHE U IPYTHE YCIIYTH).

Bpokep j1o/mKken MMeTh OCTOSIHHBIH aJIpec U JApyrue KOHTAKTHbIE TaHHbIC
Ha TEPPUTOPUH TOCYAAPCTBA-UWIEHA, B KOTOPOM OH 3aperHCTPUPOBAH B KAadecTBe

HOPHIHYCCKOro JIUIa. B Cllydae M3MEHCHHUsS KOHTAKTHbLIX JIAHHBIX, 6p01<ep
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JIOJDKEH  HE3aMEUIMTENIbHO  YBEOMJIATE 00 3TOM  YIOJHOMOYEHHBIH Oprau
rocy/1apcTBa-4ieHa B KOTOPOM OH 3aperucTPUpPOBaH.

B pamkax OCyLIECTBIAEMOH [esTelbHOCTH OpOKEPHl He  3aKyIator,
HE TIOCTaBIAIOT M HE XpaHAT JIEKapCTBEHHbIE cpencTBa. TpeGoBaHMs
K TOMEIICHMSIM ¥ ODOpyIOBaHMIO B paMKax —Hacrosmmx IlpaBun
Ha HUX HE paclnpocTpaHstorcs. Bce ocraneHele TpeOGoBaHHs, KOTOpBIE

OPEABLABIAOTCS B Hacrosumx llpaBunax k AucTpuObrOTOpaM, NPUMEHHME

TaKKe U K Opokepam.

10.2. CucremMa kauecTna.

CucTtema kadectBa Opokepa JOJDKHA OBITH M3JI0KEHA B MHCHMEHHOlM
(opme,  yTBepiJieHa B YCTAHOBIEHHOM IIOPSAKE W MOCTOSHHO
aKTyaJIM3uPOBATHCS. Cucrema KayecTBa JOJDKHA OTIpeeJISTh
OTBETCTBEHHOCTb, IIPOLECCHI, & TAKKe YNpPaBJICHHE PUCKAMU B OTHOIICHUH
OCYLIECTBIISIEMOH EATEIbHOCTH.

Cucrema KadecTBa JOJDKHA TIPELYCMATPHBATH IUIAH CAMOCTOSITEbLHBIX
3KCTPEHHBIX MEpONPHATUN Ha Cay4adl OT3bIBA JIGKAPCTBEHHOIO CpEICTBA
1O 3anpPOCy NPOM3BOIUTENISI HITH YIIOJTHOMOYEHHBIX OPTaHOB, HJIH MEPOIIPUSTHIA
IO OT3LIBY, BBIMONHSIEMBIX COBMECTHO C IPOM3BOAMTENIEM WM JAeprKarelieM
PETHCTPALIMOHHOTO yAOCTOBEpeHus. B cityuae nomo3penus Ha (hanbcuGuKaliiio
JIEKapPCTBEHHOT'O CPEJCTBA, MPOM3OLIEAUIYIO B MU OCTABOK JIEKAPCTBEHHOTO

Cpe/CTBa, Opokep JTOTKEH He3aMeJIUTEIILHO MH(POPMHUPOBATE

YIIOJIHOMOYEHHBIE OPTaHbl.

10.3. [lepconain.

[Tepconan, BoBIEUCHHBI B BBHINMOJHEHHE ACHCTBUI, OTHOCSIIMXCS
K OpOKEpCKOM IesATeSIbHOCTH, MOKEH OBITh 00ydeH TpeGoBaHHUSIM
COOTBETCTBYIOLUX pa3/ieJIOB HALHWOHAIBHOTO 3aKOHOJATEILCTBA, a4 TAKKE

3aKOHOJIaTebCTBA [0  BOMpocaM, Kacaromumest  (GaibCHpUIHPOBAHHBIX

JICKaApCTBEHHBIX CPEACTB.
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10.4. JlokymeHnrarusi.

OOmre mosnoxkenust pasgena 4 Hacrosmmx I[lpaBun HPUMEHHUMEB
K OpOKepCKO# JIesITETLHOCTH.

Kpome TOro, Ho/mkHBI OBITH pa3pabOTaHBI CICAYIOLIME IIPOLELYPHL
U UTHCTPYKIIHH COBMECTHO C 3alIUCSIMM, MOJITBEPKAAIOIIMMH UX BBIIOJIHEHHUE:

1) mpouenypa o odpaleH o ¢ NPeTeH3UsMU KIIMEHTOB;

2) mpouenypa mo HMHGOPMUPOBAHUIO  YIIOIHOMOYEHHBIX OPraHOB
M JlepxKaressi  PeruCTPalMOHHOIO  YJOCTOBEPEHHS O  IOJ03PEHUH
Ha (hanbCu(PUKALUIO JIEKAPCTBEHHOTO CPEJCTBRA;

3) npolenypa nmpoBeieHNs OT3bIBA;

4) mpouenypa, obecreuuBaromias  OPOBEPKY  PETHCTPALMOHHOTO
CTaTyca JIEKApCTBEHHOT'O CPEJICTBA 10 BHIIIOJHEHUs KAKUX-THOO0 GPOKepCKHX
oIlepaLuii;

5) npouenypa Mo INPOBEpKE HATHYWs y [OCTABIIMKA pa3peleHust
Ha OCYLLIECTRIICHHE JUCTPUOBIOIINU JIEKapCTBEHHBIX CpencTB
W TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, 2 TAKKE HATMYHE yKA3aHHBIX
paspelIenuil y nokymnareiei, paspemaronyx UM HOCTaBIsITh JEKapCTBEHHbIe
CpeACcTBa Ha TEPPUTOPHIO COOTBETCTBYIOIIETO I'OCYAAPCTBA-UJICHA;

6) IOJDKHBI COXPaHATBLCS 3alMHUCH B (OpME TOBAPO-CONPOBOAUTENHHOM
JOKYMEHTAIlMH B JJIEKTPOHHOM HWIM B JIIOOOM APYIOM BHJIE, OTHOCSIIUECS
K JIIOOBIM JIEHCTBHUSAM IO BBINOJHEHHIO OPOKEPCKHX OllepaLdii B OTHOIIEHUH
KYIITH-IIPOJAXHU JISKAPCTBEHHBIX CpencTB. Jisi POAYKIIUH, KOTOPas MOXKET
IPeACTaBIsATh YIPO3y sl OE30MacHOCTH TMAllMeHTa YKa3aHHbIE 3alucH
JOJUKHBI COAEPXKATh, Kak MHHHUMYM, CIEAYIONylo HHGOpPMAlMo: aary,
HaMMEHOBAaHHE JICKAPCTBEHHOTO CPEJCTBA, KOJMYECTBO, IOIyYaeMOE 4epes
Opokepa, HAUMEHOBAHUE U aJIPeC MIOCTABIIUKA ¥ IOKYIATENs, HOMEP CEePUH.

3amvicu  JO/DKHBI  OBITH  JIOCTYIHBI  YIOJHOMOYEHHBIM — OpTaHam,

JJIs. LleJiel HMHCIIEKTUPOBAHMS, CPOK XpaHEHMs 3alliceid J0KeH ObITh
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YCTAQHOBJIEH B COOTBETCTBMM C HAUUOHAJIBHBIM 3aKOHOATEJILCTBOM

rocyaapCcTe-4JICHOB, HO HEC MEHEe 5 ner.



