EBPA3UVMCKAA DKOHOMUYECKAI KOMUCCUA
COBET

PEINTEHUE
«03» HOs6ps 2016 T. Ne80 r. Acrana

O6 yrBepxaenun IIpaBun Hagnexameit
JUCTPHUOBIOTOPCKOM IIPAaKTUKHU B paMKax
EBpasuiicKkoro 5KOHOMHYECKOTO COI03a

B coorBercrBuu co crarseir 30 [loroBopa o EBpasuiickoM 5KOHOMHYECKOM COIO3€ OT
29 mas 2014 ropa, crarbeii 11 Cornamenus o efUHBIX IPUHIMIIAX U IPAaBUIaX oOpaleHusa
JIeKapCTBEHHBIX CPEACTB B paMKax EBpa3smiicCKOoro SKOHOMUYECKOTO COI03a OT 23 meKaOps
2014 ropma, mynktom 85 mpunoxenus N° 1 k Permamenty pabotsi Epasuiickoit
SKOHOMMYECKOH KOMHUCCHHU, YTBepKAeHHOMY Pemenuem Bricumero Espasuiickoro
dKOHOMHYecKoro coBera OT 23 pekabps 2014 r. N° 98, u Pemenuem Bsicmero
EBpasuiickoro skonommueckoro cosera ot 23 gmexabps 2014 r. Ne 108 «O peanmzanuu
CoryameHnns o eIUWHBIX IPUHIUINAX U IIpaBUIaX OOpalleHUs JeKapCTBEHHBIX CPeJCTB B
pamkax EBpaswuiickoro skoHommueckoro coio3a» CoBer EBpasniickoii 3KOHOMHYECKOU
KOMUCCHUH PELIML:

1. YTBep,I[I/ITL IIpujaaraemMsbie HpaBI/IJIa Ha,zmemameﬁ ,I[HCTPH6LIOTOPCKOﬁ IIPaKTHKU B
PpaMKax EBPaBI/II';ICKOI'O SKOHOMHNYECKOTI'O COI03a.

2. IlpaBmia, yTBepXAeHHBIe HacToAmuM PemreHmem, BCTYyIAalOT B CHIy IIO
ncredeHnu 1 roga c gaTsl BCTyIUleHUs B cuury 1IpoTokona, moanucansoro 2 mekabps 2015
r., o mpucoenuHennn Pecny6nruku Apmenus k CorjalleHHWIO O €IWHBIX INPUHINIAX U
IIpaBWIax OOpalleHus JIeKapCTBEHHBIX CPEJCTB B paMKax EBpa3uiicKoro SKOHOMUYECKOTro
coro3a ot 23 nekabps 2014 roza.

3. Hacrosmee Pemenue BcTymaer B cuny mo uctedeHuu 10 xaneHZapHBIX JHeH
IaTel BCTyIUleHMsS B cuiay IIporokosma, mommucamzoro 2 gpexabps 2015 roma, o
npucoenuHenuu Pecnybnuku Apmenus k CornameHuIo O eJUWHBIX IPUHIOUIAX U
IIpaBUjIaX OOpalleHNs JIeKapCTBEHHBIX CPEACTB B paMKaxX EBpa3uiicKoro sKOHOMHUYECKOTO
como3a ot 23 nexabps 2014 rozxa, Ho He paHee ueM 10 ucTeveHuu 10 KanmeHAAPHBIX THE C
IaThl OPULIMAIBHOTO OITyOINKOBaHUA HacTosAmero Pemenus.

Ynens: Cosera EBpasuiickoii 5KOHOMUIECKOH KOMUCCHHU:

Ot PecnyOiimku Ot Pecnyosmmkn Ot Pecnyouimkn Ot Kbipreisekoit Ot Pocceuiickoi
Apmennst Bbenapyco Ka3zaxcran Pecny0imnknu Pegepanun



B.I'abpuensin B. MarTomeBckuii A. Mamun O. Tamkpatos HU. IMlyBanos



YTBEPXK/IEHBI

Pemenuem Cosera EBpasutickoit
SKOHOMHUYECKOM KOMUCCUHI

or 3 Hosa6ps 2016 1. Ne 80

ITPABUJIA

HazIeXxameil ZuCTpUOBIOTOPCKOI IIPaKTUKH B PaMKax
EBpasutickoro skOHOMH4YEeCKOro 01032

I. O6uine monoxeHus

1. Hacrosmume IlpaBmia ABIAIOTCA YaCTBIO CHCTEMBI OOeclledyeHUs KadecTBa M
yCTaQHABJIMBAIOT IIPAaBUJIA B OTHOIIEHWH AUCTPUOBIOIIY JIEKaPCTBEHHBIX CPEICTB.

2. TpebGoBanus Hacrosmyx [IpaBua DPUMEHSIOTCS B OTHOLIEHWH BCeX JIWII,
yYaCTBYIOIIMX B JUCTPUOBIOLMM JIEKAPCTBEHHBIX CPEACTB B  COOTBETCTBHU  C
BBIITOJIHAEMBIMU UMU GYHKIUAMY, BKJIIOYas JAUCTPUOBIOTOPOB U IIPOU3BOZUTENEI
JIEKapCTBEHHBIX CPEJCTB, HE3aBUCHMO OT BeJOMCTBEHHOM NPUHANIEKHOCTH U (OPMBI
COOCTBEHHOCTH.

Llenrsro Hammexameid AUCTPUOBIOTOPCKOM NPAKTHUKHU ABIAETCA COOJIOeHUE
HaJJIeXXAlTUX yCJIOBUN XpaHeHUs, TPAHCIIOPTUPOBKU U PACIPOCTPAHEHM, HEOOXOIUMBIX
I obecrieyeHUs KadecTBa, 6e30IacHOCTH U 3G GEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB 110
BCelf LemMm IIOCTaBKM, a TaKXe IpPefOTBpallleHUs PUCKA IIPOHUKHOBEHUA
(danbcuUIIMPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB B IIeIlb IIOCTABKHU.

Cobmomenue TpeboBanuit HacToamux [IpaBur obecreynT KOHTPOIB IEIH ITOCTaBKU
Y TIO3BOJIAT COXPAaHUTH Ka4eCTBO U LeJIOCTHOCTD JIEKAPCTBeHHBIX CPeZCTB.

3. TocymapctBa - wunenst EBpasmiickoro 5KOHOMHYECKOTO coOi03a (zaiee
COOTBETCTBEHHO - rocyzapcrBa-wieHsl, (Co03) BIpaBe IPUHUMAaTh HOPMAaTHBHBIE
IIPaBOBbIe AKTHI, PEryJIHpYIONINe OTZe/JbHble STAaIlbl JUCTPUOBIOLMM JEKapCTBEHHBIX
CPeICTB U He IIPOTUBOpevalye HacToAmuM [IpaBunam (Hanpumep, STamsl JUCTPUOBIOLMHI
JIeKapCTBEHHBIX CPEJACTB, OTHOCHUMBIX K TpYIIaM HAapKOTUYECKUX, IICUXOTPOIIHBIX
JIGKapCTBEHHBIX CPeZCTB MJIHM HUX IPEeKypCOPOB, JIEKAPCTBEHHBIX CPeJCTB, OTHOCHUMBIX K
Tpynne ocobo ANOBUTHIX (BBICOKOTOKCHYHBIX) COeNMHEHUMH, JeKapCTBEHHBIX CPECTB,
ABJIAIOIUXCA UCTOYHUKAMY HOHU3UPYIOIIETO U3y YeHNU).

II. Onpenenenus

4. JIna ueneit Hacroamux [IpaBuy MCIONB3YIOTCA TOHATHA, KOTOpPbIe O3HAYalOT
cilepylolee:

«BamIUJalMA» - JOKYMEeHTaJIbHO OQOpMJIeHHbIe MAeiiCTBHA, AOKasbIBaloOLIVe, YTO
Ipolesypa, Ipomecc, o60pyZoBaHKe, MaTepyaj, Olepanyusa MIH CUCTeMa COOTBETCTBYIOT



3daaHHBIM Tpe6OBaHI/IﬂM N HX HCIIOJIB30BAHUE 6y,Z[€T IIOCTOIHHO TIPUBOJANTH K
Ppe3yjibTaTaM, COOTBETCTBYIOIINM 3dpdHee€ YCTAaHOBIE€HHBIM KPUTEPUAM IIPUEMJIEMOCTH;

«BO3BpaT» - OTIIpdABKa JI€EKAPCTBEHHBIX CPEACTB B aJpeC IIPOU3BOAUTEA HJIN
I,D;I/ICTPI/I6I>IOTOPEI HE3dBHMCHMO OT TOT'O, UMEET JIN 3Td IIPOAYKIHA ,Il;e(beKT Ka4eCTBa,

«IUCTPHUOBIOTOP» - OPraHU3aLMA ONTOBOM peasn3aliuy, UMeIouas pa3pelnTeTbHbIN
TOKYMEHT Ha OCyIIecTBIeHHWe [JUCTPHUOBIOLMM, B TOM YHCJIe HAa XpaHeHUWe U
TPAHCIIOPTUPOBKY JIEKAPCTBEHHBIX CPEACTB, M OCYIECTBIAIOUIAS AESTeIBHOCTh II0 HX
IOVICTPUOBIOIUH;

«IUCTPUOBIOLMA» -  [eATeJbHOCTh, CBfA3aHHAasA C  3aKymKo#i  (3aKymom,
npuoOpeTeHNeM), XpaHeHHEM, BBO30M (MMIIOPTOM), BBIBO30M (9KCIIOPTOM), peaju3anueit
(32 wmMcxIOYeHMEM ~— peaNM3allMM  HaceJeHWI0) 0e3 OrpaHMYeHHsA O0BEMOB U
TPAaHCIIOPTUPOBKOM JIEKAPCTBEHHBIX CPEJICTB;

«30Ha» - TIOMEIIeHNEe MJIM YacTh ITOMELIeHWH, CIeIHaJlbHO IIPeJHAa3HAYeHHBIX JJIL
BBITIOTHEHUA Pa3JIMYHBIX QyHKIIHUI;

«Ka49€eCTBO» - COBOKYIIHOCTH CBOMCTB U XdPAKTEPHUCTUK JIEKAPCTBEHHOTO CpPeACTB4,
BIIMAIONINUX HA €TI0 CIIOCOOHOCTH I,HEI'/JICTBOBE:ITE II0 HA3HAYEHHUIO;

«KBaTUQUKAUUA» - JOKYMEHTaJIbHO OdOpMJIeHHbIe AeHCTBUA, YJOCTOBepAoINe U
HOATBEPXKIAIONIye, YTO 00OpyZOBaHME WM BCIIOMOTAaTeNIbHble CHCTEMBI CMOHTHPOBAHEI
IDODKHBIM 00pa3oM, IIPaBUJIBHO (YHKIMOHUPYIOT U [JEeHCTBUTENBHO IIPUBOJAAT K
OXKHMJJa€MbIM Pe3yJIbTaTaM;

«HajJexamas JUCTPUOBIOTOPCKAsA IPaKTHKa» - YacTh CHCTEMBI oObeclieyeHus
KadyecTBa, TapaHTUPYIOMAsd KadyeCTBO JIEKAPCTBEHHBIX CPeACTB Ha IPOTDHKEHUH BCeX
3TAIlOB IIeIIM IOCTaBKH, BKJIIOYAsd XpaHeHHE U TPAaHCIIOPTHUPOBKY, OT IPOM3BOAUTENI IO
CyOBEKTOB, OCYUIECTBIAIOIMINX IIPOM3BOJACTBO, OITOBYIO PpeaIu3alidio, PO3HUYHYIO
peanu3anyio MIKM OTIIYCK HACEJIeHUIO JeKapCTBEHHBIX CPeJCTB, BKJIIOYasd OpraHU3alluu,
OCYILIeCTBIAIOINE MEAUIIMHCKYIO JeATeTbHOCTE;

«obecrieyeHue Ka4deCTBa JIEKapCTBEHHBIX CpencrTB» - COBOKYITHOCTD BCeX
OpPTraHMN3aIOHHBIX MepOHpHHTHﬁ, IIPOBEAEHHBIX B IEJIAX YAOBIE€TBOPEHUSI Tpe6OBaHI/IHM
Ka49eCTBad JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHUU C X HA3HAYEHUEM;

«0030p pHCKa» - 0630p MIM MOHUTOPUHT Pe3yIbTaTOB IIPOIECCA yIPaBIeHUS PUCKOM
C y4eToM (IIpu HeOOXOAMMOCTH) HOBBIX 3HAHUH U OIIBITa OTHOCUTEIBHO PHUCKa;

«OT3BIB» - ,II;GIZCTBPIQ, KOTOpO€ HAIIpaBJI€HO HdA HW3BATHE N3 eI IIOCTAaBKU
JIEKApCTBEHHBIX CPEACTB B CJIy4Yd€ BBIABICHUHSI HWNX HEHAAJIEKAIIEro KadeCTBa HIN
BBIABJIEHMS CEPBE3HBIX HEXKEIATEJIPHBIX peaKHI/Iﬁ 1 KOTOpO€ MOKET OBITH MHUITMHUPOBAHO
HN3rOTOBHUTEJIEM, MMIIOPTEPOM, ,I[I/ICTPI/I6BIOTOPOM, IIOCTaBITMKOM HJIN YIIOTHOMOYE€HHBIM
OPTaHOM I'OCyZIdapCTBa-1JI€HAd,

«OIleHKa PHCKa» - CpaBHEHHUE IIPeJII0/IaraeMOr0 PHCKA C TAHHBIMH KPHUTEPUAMHU
pUCKAa C UCIHONb30BAaHMEM KOJWYEeCTBEHHOM ¥ KadeCTBEHHOH OIIpeieIeHHOCTU
3HAYMMOCTH PUCKa;



«IIepenyThIBaHNE» - CMellleHue HeCKOJIbKUX BHUJOB, PAa3HBIX CepHil M (MJIM) HMapTHil
JIeKapCTBEHHBIX CPeCTB MU IIOAMEeHa OZHOIO BHJA IPOAYKLIHMHU APYTMMHU IIPX XpaHeHHH,
TPaHCIIOPTUPOBAaHUY U pealn3alliu;

«PYKOBOACTBO IIO Ka4eCTBYy» - HOOKYMEHT, OHI/ICBIBaIOII];I/Iﬁ CHUCTEMY Ka4deCTBd
OpraHMu3al vy 1 OXB&TBIB&IO]J_LI/II‘/)I BCIO JeATE€JIbHOCTD OPTaHU3al U WJIN TOJIBKO €€ 9aCTh,

«CHCTeMa KayecTBa» - COBOKYIIHOCTh BCEX JJIEMEHTOB CHCTEMbI, HAallpaBJeHHOH Ha
BHeJIpeHHe ITOJIUTUKY B 00JIaCTH KadecTBa U obecrieyeHUs AOCTIDKEHUS Lieseil B 06I1acTH
Ka4yecCTBa;

«CKJIaJl» - KOMIUIEKC CIIeIIUJIM3UPOBAHHBIX IIOMELeHUH, OOOpyJOBaHMUS,
TeXHUYEeCKUX CPeJCTB, IIpeJHAa3HAYeHHBIX [Jd IPUEMKH, XPaHEHHA M Ppeaausalluu
JIEKapCTBEHHBIX CPEJICTB;

«yIlpaBjlleHHe KadeCcTBOM» - METOJbl M BUABI [eATEeJbHOCTH, UCIIOIb3yeMble I
BBIIIOJIHEHUA TPeOOBaHHUII II0 KAa4eCTBY M HAaIllpaBjIeHHbIe Ha yIpaBJIeHHE IIPOIECCOM,
yCTpaHeHHe IIPUYMH HeyJOBIeTBOPUTENbHOTO (GYHKIMOHMPOBAaHMA Ha BCeX I3Talax
KU3HEHHOT'O IIUKJIA POy KLU,

«yIIpaBJIeHMe PHUCKAaMH g KadecTBa» - CHCTeMAaTH4YeCKHMH IIpolLiecC OIeHKH,
KOHTPOJIA, 0OMeHa MHQpOpManueil 1 0630pa pUCKOB IJIs KA4eCTBA JIEKAPCTBEHHBIX CPEJICTB
HAa IMPOTKEHUM UX KU3HEHHOTO INKIIA;

«(anpcubunpoBaHHbIe JIeKapCTBEHHbIE CpeACTBa» - JIeKApCTBeHHBIE CPeJCTBa,
IIPOTUBOIIPABHO U IIpeflHAMEPEHHO CHAa0)XeHHbIe HeJOCTOBEpHOII mH(popMauueil 06 ux
coctaBe U (WJIM) MPOU3BOJUTENE, 2 TAKXKe O IIOCTaBKaX, BKIIOYAs 3aIIMCU U JOKYMEHTHI,
3aTparuBalollyie UCIIOTb30BaHHbIE KaHAIbI JUCTPUOBIOLNY.

[na ueneit Hacroaurux ITpasu:

HMOHATUS «KJIIOYEBOH STall» U «3HAYMMOe H3MeHEeHMe» IIPUMEHAIOTCS B OTHOUIEHUU
mioboro mpouecca, KOTOPBIH CIocoGeH  IOBAMATH HA IIOKAa3aTeJd KadecTsa
JIEKApCTBEHHOTO CpPeZCTBA JN00 M3MEHUTH CTAOMUIBPHOCTh UX COXPAHEHUA C yU4eTOM BHZA
HOMEHKJIATyPHBIX TIO3ULMI (JIeKapCTBeHHOU ngedeKTypsI), € KOTOpsIMH paboTaeT
KOHKPETHBIH JUCTPUGHIOTOP;

MOHATUA «3HAYUMBIN», «HAJIEXKAIUH» U «OCTAaTOYHBIN» IIPUMEHUTEIBFHO K JII000MY
IIPOLIeCCY MUIM 3JIEMEHTY CHCTeMbI AUCTPUOBIOIUU JIEKAPCTBEHHBIX CPEJCTB O3HAYAIOT,
YTO JAHHBIN IIPOLIECC MM DJIeMEHT CIIOCOOeH OOecIIeYWTh BHIIOJIHEHHe TpeOOBaHUM
Hacrogmux IIpaBwyi m rapaHTHpPOBaTh PabOTy CHCTEMBI OOecIleueHHs KadecTBa TaKUM
06pasoM, 4TOGBI CBOEBPEMEHHO YCTaHOBUTD JTI000€ OTKJIOHEHHE OT IIOKa3aTeseil KauyecTBa
JIEKapCTBEHHOT'O CPEJCTBA TUO0 U3MEeHEHUA CTaOMIBHOCTH UX COXPAaHEHUS C y4eTOM BHZA
HOMEHKJIATYPHBIX IIO3ULMII (JIeKapCTBEeHHOW ngedeKTypsI), C KOTOpPBIMH paboTaer
KOHKDEeTHBIH AUCTPUOBIOTOP;

moZ, KJMEeHTaMH IIOHMMAIOTCA IIOCTaBIIMKM, ayTCOPCHMHTOBBIe OpraHHU3aluy,
nosyyaTenu (IOKyIaTenu) JIeKAapCTBEHHBIX CPEACTB, a TAaKXe BCe CYOBEKTHI chepsl
obpalieHus JIeKapCTBEHHBIX CPEACTB, C KOTOPBIMU JUCTPUOBIOTOP HAXOAMUTCA B
IOTOBOPHBIX OTHOIIEHUAX (BHE 3aBUCHUMOCTHU OT TOTO, O(pOpPMJIEH ZOTOBOP B YCTHOM MIN



IHUCbMEHHO GopMe), U Jp.;

IIOHATHE «PaCCyleJoBaHNe» O3HAaYaeT YCTaHOBJIeHNEe IIPUYMHHO- CJIeICTBEHHOU CBA3U
MeXTy BO3HUKIIMM OTKJIOHEHHEM B [JUCTPUOBIOTOPCKOM ILiemu U BO3MOXXHBIMU
dakTopaMu, JIeXalUMK B €ro OCHOBe, BBIIOJTHEHHOE JAUCTPUOBIOTOPOM WU
ayTCOPCUHIOBOM OpTraHU3aIheN.

III. OcHOBHag YacTh

1. YopaBieHue KauecTBOM

1.1. ITpunanun

5. IucTprOBIOTOPEI CO3ZAIOT U MOAAEP>KUBAIOT CHCTeMY KadeCTBa, OIIpeZeIsIoNTyTo
00sA3aHHOCTH, IPOLECCHI U ITPUHIWNBI yIOpaBIeHWS pPUCKaMU B OTHOIIEHUH
OCYIIECTBIEMOIl MMHU JesITeNTbHOCTH. Bce [eiiCTBHUA, CBSI3aHHBIE C IUCTPUOBIOIVENH,
IODKHBL OBITH OJHO3HAYHO OIpefeeHbl M IIpOaHaJIM3UpOBaHBL KiloyeBble 3Tarmbl
Ipoliecca OIITOBOM peanu3anuy (BKIIOYAas Haubosee 3HAaYMMble H3MEHEHUs) [OJDKHBI
OBITh OOOCHOBaHBI ¥ TIPU HEOOXOZUMOCTH BanugupoBaHbl. OTBETCTBEHHOCTh 32
GyHKIIMOHMPOBAaHMe CHCTeMbl KadecTBa HeceT PyKOBOAUTeNb opraHusanuu. Ilepconan
OpraHM3aluN JOJDKEH HaJJIeXal[UM oOpa3oM HCIIONHATh OOS3aHHOCTH, CBSI3aHHBIE C
(YHKIIMOHUPOBAaHUEM CUCTEMBI KauecTBa.

1.2. Cucrema KauecTBa

6. Cucrema ynpapieHHUs Ka4eCTBOM BKJIIOYAeT B ce0s OpPraHU3AIMOHHYIO CTPYKTYPY,
IIpOIleyPhI, IIPOILECCHl U PeCypcCHl, a TakKe AeHCTBUA, HeOOXOLUMBbIe A OOeclieueHUs
COXpaHeHHMsA KadeCTBa M IEJOCTHOCTH IIOCTaBIAE€MBIX JIEKAPCTBEHHBIX CPeACTB U
HEBO3MOXXHOCTH UX (anbcu(PUKALMH B IPOIlecce XpaHeHUA U (MJIH) TPAaHCIIOPTUPOBKU.

7. Cucrema KavecTBa /O/DKHA OBITP IIONHOCTBIO JOKYMEHTHDOBaHa, ee
3¢bGbeKTUBHOCTh JO/DKHA IO/BEpPraThCs MOHUTOPUHIY UM aHanusy. [leiicTBua mepcoHarna,
OTHOCAIIMeCA K CHCTeMe KadecTBa, JIOJDKHBI OBITh OIMCAHBI B COOTBETCTBYIOUIMX
IUCBMEHHBIX TIIpouenypax. HeoOxozuMo BHeZpUTP M NOJJEpP>KUBAaTh B aKTyaJIbHOM
COCTOSSTHMH PYKOBOZCTBO II0 Ka4eCTBY.

8. PyxoBoicTBOM oOpraHM3anuy HasHAa4YaeTCs OTBETCTBEHHOE JIMIO, HaJeleHHOe
IIOJIHOMOYUAMY M OOS3aHHOCTAMHU [ OOeclieyeHUs BHEAPEHUS U INOZAAepKaHUA B
aKTyaJbHOM COCTOSHUU CHCTEMBI KayecTBa.

Bce wacTtu cucTtempl KauecTBa AOJIKHBI OBITH HaJeXXaliruM 06p330M obGecreyeHsl
KOMIIETEHTHBIM II€PCOHAJIOM, AOCTATOYHBIM KOJIMIE€CTBOM HOMeILl;eHI/IfI, OGOPY,II;OBaHI/ISI u
TEXHUYIECKUX CpeacCTB.

9. Ilpu co3maHuy, NMOAAEep>KaHUU VJIM U3MEHEHHU CHCTEMBI KayecTBa HEOOXOZMMO



YYUTBIBaTh OPTAaHU3ALMOHHYIO CTPYKTYpPYy, OOBEM BBIIOIHAEMBIX PabOT U YCIYyT U
MHOTOIIaHOBOCTb JIeATETBHOCTH AUCTPUOBIOTOPA.

10. ¥ mucrpubsioTopa HOKHA OBITH BHEAPEHA CUCTEMA YIIPaBIe€HUSI NU3MEHEHUIMU,
KOTOpas IOJDKHA OBITh IIPONOPIIMOHAIBHON M 3G (}eKTHBHOH, a TaKXKe OCHOBAHHOHM Ha
IPUHINIIAX YIPaBIeHUS PUCKAMU I Ka4eCTBa.

11. Cucrema KavecTBa ZODKHA TApaHTHUPOBATh ClIeAyolee:

a) JIeKapCTBEHHbBIe CpeJCTBA IIPHOOPETAIOTCA, XPAHATCA, TPAHCIOPTUPYIOTC,
MIOCTABJIAIOTCA UJIU SKCIIOPTUPYIOTCA C cOOMojeHueM Tpe6oBaHuil HacToamux [Ipasu;

6) 06sI13aHHOCTY PYKOBO/CTBA OPraHU3AIUN YETKO OIIpeieIeHbI;

B) JIeKapCTBEHHbIEe CpEJACTBA JOCTABAAIOTCA HAAJEXAUIUM IIOTydaTeasM B
COTJIACOBAaHHBIN II€PHOJ, BpEMEeHH;

T) TOKyMeHTaJbHOe O(OpMJIeHMEe HefCTBUI OCYILIEeCTBIAETCA B XOJi€ BBIIOTHEHHI
WJIM HeTIOCpeCTBeHHO II0CjIe 3aBeplIeHUsI COOTBeTCTBYIOMIMX AeiCTBUM;

) OTKJIOHEHHS OT yCTAHOBJIEHHBIX IIPOLeAYP JAOKYMEHTaJIbHO OOPMIIAIOTCA U B UX
OTHOIIEHUHU IIPOBOAATCA paccae0BaHUS;

e) HeoOXomWMBle  KOPpPeKTHpyIOUue U  IpeAylpexjalomue  AeHCTBUL
HMpeJNPUHUMAIOTCA [ yCTPaHeHHsA OTKJIOHEHWI U INpelyNpexJeHUd HX NOABIeHHUI B
COOTBETCTBHY C IIPUHIIAIIAMH yIIpaBIeHUA PUCKAMHU I Ka4eCTBa.

1.3. YmpaBneHnue feATeIbHOCTBIO, TlepejaBaeMOM I
BBINIOJTHEHUS PYTOMY JIULY (QyTCOPCHUHT)

12. Cucrema kadecTBa BKJIIOYaeT B ce0s KOHTPOJIb U QHAIU3 [eATEIbHOCTH,
IepelaHHON Ha AayTCOPCHUHT M OTHOCAmeHcaI K IpUOOpPEeTeHUIO, XpaHEeHUIO,
TPAaHCIIOPTUPOBKE, IIOCTaBKe WM OKCIOPTy. [leATeIpHOCTH IIO ayTCOPCHHTY MAOJDKHA
YYIHTHIBATh BO3MOXKHBIE PUCKU JJI KA9eCTBA U COEPKaTh:

a) OIEHKYy IPUTOZHOCTM ¥  KOMIIETEHTHOCTH HCIIOJIHUTEIS  BBIIIOJHUTD
00s3aTeIbCTBA IO JOTOBOPY [JO/DKHBIM 00pa3oM, a TakkKe IIPOBEPKY HAIUYUA Y
VCIIOJIHUTENA HEeOOXOAUMBIX paspellUTeIbHBIX JOKYMEHTOB B COOTBETCTBHH C
3aKOHO/IaTeJIbCTBOM T'OCYAPCTB-YJI€HOB;

0) ompezeneHHe OTBETCTBEHHOCTH, IOPSAAKA B3aWMOJEHCTBUA CTOPOH U OOMeHa
nHbopMaluei o JefCTBUAX B paMKaX MePOIPUATHH, OTHOCAMMNXCA K KaUeCTBY;

B) MOHUTOPDUHT M aHAJIU3 [eATeJbHOCTH HCIOIHUTENS, a TaKXe OIpejeeHHe U
BHeZIpeHUe Ha PeryJIApHOI OCHOBE Mep, HEOOXOAUMBIX JAJIA YIy4IIeHHUA.

1.4. MOHUTOPUHT U aHAJIU3 CO CTOPOHBI PYKOBO/ICTBA

13. PyxoBOACTBO OpraHM3alMM [JOJDKHO YCTAaHOBUTH (POPMAIM30BAHHBIM IIPOLIECC
epHOSUIeCKOro 0630pa cucTeMsl KadectBa. O630p Jo/DKeH BKIIOYATH B CeO:



a) OLIEHKY CTeIIeHU JOCTYDKEHUS IieJieil CUCTeMbI KaueCTBa;

0) omeHKy IOKa3aTeseil 3pPeKTUBHOCTH, KOTOPble MOTYT OBITh MCIIOJIb30BAHBI [T
MOHUTOPUHIa 5(PGeKTUBHOCTH TaKUX IIPOIECCOB CHCTEMBI KadecTBa, KaK KOJIUYECTBO
IIpeTeH3Ui, OTKJIOHeHU OT YCTaHOBJIEHHBIX HOPM, 3D (PeKTUBHOCTh KOPPEKTUPYIOMUX U
IpesynpeXJaloluX AelCTBUM, M3MEHEHHS B IIPOLEeCCaX, OT3BIBEI O JeATEeJbHOCTH IIO
ayTCOPCHHTY, IIPOIeCCHl CAMOIIPOBEPKHU (BKJIIOYAs aHATM3 PUCKOB U ayJUTHI), Pe3yIbTaThI
BHENTHETO KOHTPOJA (BKJIIOYAas WHCIEKIWH W ayJUTHI), BBLABJIEHHBIE HECOOTBETCTBUA,
ayAUTHI KJINEHTOB;

B) HU3MEHEHM, BHECEHHbIE B HOPMATHUBHBIE IIPDABOBBIE dKThI, PYKOBOZACTB4A, d TdKXKe
BO3HHMKHOBEHHWE HOBBIX O6CTO§IT€JIBCTB, CBA3dHHBIX C Ka49€CTBOM, KOTOPbI€ MOI'YT OKd3dTb
BJIMAHNE Ha CUCTEMY YIIPABJIE€HUA Ka4€CTBOM;

T') HHHOBAIIWHU, KOTOPBIE MOTYT IOBBICUTH 3G (eKTUBHOCTS CUCTEMBI Ka4eCTBa;
I) I3MEHEeHU B [IeJIOBO Cpefie U ITOCTAaBIEHHBIX LIEJIAX.

14. PesymbraTsl 0030pa CHCTEMBI KadyecTBA CO CTOPOHBI PYKOBOZACTBA MJOJDKHBI OBITH
CBOEBPEMEHHO JIOKYMeHTaJIbHO 0()OpMJIeHBI U JOBeJleHbI 10 CBefleHNs IIepCoHaIa.

1.5. Yopasnenue puckamu A1 KadecTBa

15. YmpaBneHue puckaMu AJid KadecTBa ABIAETCA CHUCTeMAaTHYeCKHMM IIPOLLeCCOM
OLIEHKHM, KOHTpOJA, oOOMeHa wuHpopManmueiri u 0030pa PUCKOB I KadecTBa
JIeKapCTBEHHBIX CPeJICTB. DTOT IIPOIeCC MOXeT IIPOBOJUTHCHA KaK IIePCHeKTUBHO, TaK U
PEeTPOCIEeKTUBHO.

YupaBneHne pucKaMM [JJIS KadecTBa IIPeJIIOJAaraeT, YTO OLIEHKA PUCKOB MJIf
KauyecTBa OCHOBBIBAETCS HA HAyYHBIX 3HAHUAX, IIPAaKTHMYECKOM OIIBITE PAabOTHI U
HaIIpaBJIeHa Ha 3alIUTY 37Z0poBbA HamueHTa. O0beM paboT IO yIIpaBIeHUIO PUCKAMHU IS
KauecTBa U JOKyMeHTaJIbHOe OhOpMJIEHHE Pe3yIbTaTOB OLEHKH PHUCKOB JOJDKHBI OBITH
COM3MEpPHMBIMHU C YPOBHeM pHcKa. [IprmMeps! mpolieccoB 1 MHCTPYMEHTOB 110 YIIPaBIeHHIO
pUCKaMU TIpUBeJeHBl B IIpaBHJIAX HaJJIeXxallell IIPOU3BOACTBEHHON IIPAaKTUKU
EBpasuiickoro 5KOHOMHYECKOTO COI032, yTBEp)KJaeMbIX EBpasuiickoil 5KOHOMUYECKOI
KOMHUCCHEH.

2. Ilepconan

2.1. [Ipuaun

16. BrimoHeHue TpeGOBaHMI HaJJIeXalleld JUCTPUOBIOTOPCKOM IPAaKTUKU 3aBUCUT
OT dYejoBe4ecKoro ¢akropa. JUCTpuUOBIOTOp [OKEH HMETHh JOCTATOYHOE KOJIUYECTBO
KBIM(UIIMPOBAHHOTO IIepCOHANA JJIf pelleHWs BceX 33Zad, 32 KOTOphle OTBedaeT
opranm3anusa. Kaxzapiii pabOTHUK JOJDKEH 3HATh M IIOHUMATh TpeOOBaHUSA HaJJje)xauleit
OUCTPUOBIOTOPCKOM IPAaKTUKW B YacTH, Kacalolleidcsa ero neATenbHOCTH. Kaxmprit



PabOTHUK JOJDKEH IIOHMMATh MHAWBUYATIbHYIO OTBETCTBEHHOCTh, KOTOpAs JOJLKHA OBITH
TOKyMEeHTHPOBaHa.

2.2. OTBeTCTBEHHOE JIUIIO

17. PyxoBoacTBOM IUCTPHOBIOTOpA JOJDKHO OBITH Ha3HAYEHO OTBETCTBEHHOE JIMIIO.
OrBeTcTBeHHOE JHUIIO [OJDKHO COOTBETCTBOBATH KBATH(UKAIMOHHBIM TpPeOOBaHUAM,
YCTQaHOBJICHHBIM 3aKOHOZATEJIbCTBOM TOCYZApCTBa-uleHa, M 0O0JaZaTh HeOoOXOAMMOM
kBanuduKanye (IpeAIOYTUTENBHO (GapMaleBTUIeCKUM 00pa3oBaHUWEM), OIBITOM U
3HAHUAMH B 00JIaCTH HaZJIeXallell TUCTpUOBIONUY. B OTAENIbHBIX CTy4Yasx OTBETCTBEHHOE
JIUILIO MOXeT UMeTh HepapMaleBTHYeCKOe 0Opa3oBaHUe, B TOM YKCJIe IPU AUCTPUOBIONUN
pazuodapMalneBTUYeCKUX IIpelapaToB - oOpasoBaHMe B OOJACTH PafHOOHOJIOTUH,
AfepHON GU3NKKA MM PAaguoOdU3NKU, IIPU ITUCTPUOBIONUYM MEAWIVHCKHX Ta30B -
obpaszoBanue (usmKo-rexHrdeckoro mnpodmria. IIpobuns obpasoBaHHA OTBETCTBEHHOTO
JIUIA JOJDKeH OBITh yCTAaHOBJIEH PYKOBOJACTBOM IIO Ka4eCTBY NUCTPUOBIOTOpPA MCXOAS U3
€ro HOMeHKJIaTyphl TOBAaPHBIX ITO3UIIUH JIeKAPCTBEHHBIX CPEJICTB.

18. OTBeTcTBeHHOE JIUIIO OOJI’KHO BBIIIOJIHATH CBOMN 0053aHHOCTY JINYHO. ,ZLOCTYH K
KOHTAKTaM C OTBETCTBEHHBIM JIMIIOM JOJIZK€H OBITH OOecIledyeH B IIOCTOSHHOM pexxumMe.
OTBeTcTBeHHOE JIUTIO MOXKET OeJIerupoBdaTb YaCTh CBOUX O6HBHHHOCT€I‘7I, HO HE
OTBETCTBEHHOCTB.

19. IlorHOMOYMSA OTBETCTBEHHOTO JIMIA IO IPUHATUIO pelleHWH B paMKaX CBOMX
IOJDKHOCTHBIX OOsS3aHHOCTeH, a TakKe HeOOXOZMMBIe PeCcypChl IJIsi UX BBIIOTHEHUSI
IOJDKHBL OBITH OIIpefieIeHbl JODKHOCTHOM MHCTpyKIueid. OTBETCTBEHHOE JHI0 JOJDKHO
OBITH HAZEIEHO 4YEeTKO OIpeleleHHBIMU IIOJTHOMOYUAMHU, PpecypcaMH U 30HaMHU
OTBETCTBEHHOCTH, HeOOXOZMMBIMM [JII BBIIIOJHEHUI BO3JMOXKEHHBIX HAa  HEro
003aHHOCTE.

20. OTBeTCTBEHHOE JIUIIO AOJDKHO BBIITOJHATH CBOM OOS3aHHOCTH TaKUM 00pasoM,
YTOOBI AUCTPUOBIOTOP MOT IIOATBEPIUTH COOIIOLEeHHe HaZjeXxalel AUCTPUOBIOTOPCKOM
IPaKTUKH.

21. K 06543aHHOCTSIM OTBETCTBEHHOTO JIMIIA OTHOCATCA:
a) obecriedyeHne BHeIpEHUS U MTOAA€P>KaHUA CHCTEMBI yIIPAaBIeHNUS Ka4eCTBOM;

0) KOHIEHTpaUMf HA YIPaBIeHUU YCTAHOBJIEHHOH [eATEeIbHOCTBIO U Ha
obecreyeHNM TOYHOCTUA U KaYecTBa 3allKiCel;

B) obeclleyeHVWe BHeJpeHUs U IOJJEpXKaHUA INPOTPAaMM IEPBUYHOTO U
mocienyomero o0y4eHus A BCEro IlepCOHasa, BOBJIEYEHHOTO B  IIPOLECC
TVICTPUOBIOIUN;

I) KOODAWHHMPOBAaHWE ¥ CBOEBpPeMEHHAas OpraHM3aIvs OT3bIBA JIEKAPCTBEHHBIX
CpeZCTB M3 OOpaleHus;

n) obecneueHue 5pdeKTUBHON  pabOTHI €  INIPeTeH3UIMM  IOKyIaTeseil
(mosryyareeit);

€) yTBepX/leHHe IIOCTaBIIUKOB U IOy daTeIel;



X) yTBepXJeHUe TIlepeJjaud Ha AayTCOPCHHT /IeATeIbHOCTH, IIOTE€HIIUAIBHO
BJIMAIONIEH Ha COOIoleHNe HafIeXXaleil AUCTPUOBIOTOPCKOM TPaKTHKY;

3) obOecmedyeHue IIPOBEJEHUSA CAMOMHCIIEKIINH B COOTBETCTBUU C YCTAaHOBJIEHHOH
HMEePUOSUYHOCTHIO U IIOJTOTOBJIEHHOHM IPOTPaMMOi, a TakXe NPUHATHSA HEOOXOJUMBIX
KOPPeKTHUPYIOUIUX Mep;

M) XpaHeHWe HeOOXOJMMBIX 3amucell, OTHOCSIUUXCA K JeJerMpPOBAaHHBIM
00S3aHHOCTAM;

K) IIpUHATHE pemeHI/Iﬁ OTHOCHUTEJIPHO BO3BpPAIll€HHBIX, OTO3BAHHBIX, OTKJIOHEHHBIX,
IIPU3HAHHBIX He,I[O6POKa‘-IECTBeHHBIMI/I, Q)aHLCH(l)HHHPOBaHHLIX JIEKapCTBEHHBIX CPEICTB;

JI) omoOpeHVe BO3BpalLleHUs JIEKAPCTBEHHBIX CPEJICTB B KATETOPUIO IIPUTOIHBIX IJIS
peanun3anumy;

M) obecrmeyeHue  CcOOMIOZEeHWs  JIIOOBIX  JONOJIHUTENBHBIX  TpeOOBaHUI,
YCTQaHOBJIEHHBIX B OTHOIIEHWH OIpeJieIeHHOW TPOAYKIUK 3aKOHOJAATEeThCTBOM
TOCYapPCTB-WIEHOB.

2.3. [Ipouuit mepcoHan

22. IuctpuObIOTOp AOJDKEH MMETh JOCTaTOYHOE KOJIHMYeCTBO KBAaTU(UIIPOBAHHBIX
PabOTHUKOB, BOBJIEUYEHHBIX B IeATEJIBHOCTD II0 AUCTPUOBIOLMY JIEKAPCTBEHHBIX CPEeZICTB
Ha Bcex ee sTamaXx. KoimdyecTBO pPaGOTHUKOB OIlpefieIfeTcsi OO0BbeMaMM BBIIIOJHIEMbIX
paboT 1 TpeOOBAaHUAMHU 3aKOHOATEIbCTBA TOCYAAPCTB-4IECHOB.

23. OpraHu3alnMOHHAs CTPYKTypa SUCTPUOBIOTOpa OGOPMIAETCS B BHUJE CXEMBI U
yTBepXKzAaercs pykoBopureneM. PyHKiuu, 0613aHHOCTH U B3aUMOEHCTBUE PabOTHUKOB
TOJDKHBI OBITH Y€TKO 0003HAYeHBL.

24. Ha pabOOTHMKOB, 3aHMMAIOUIUX KJIIOYEBBIe MJO/DKHOCTH, JOJDKHBI OBITH
COCTaBJIEHbI [JOJDKHOCTHBIE HHCTPYKLIMH, B KOTOPBIX OIIPeJeJIAIOTCI HX JOJLKHOCTHBIE
0053aHHOCTH, a TAaKXKe IOPAJOK UX 3aMelleHUsA APYTUMH pabOTHHUKAMU.

2.4. Obyyenue

25. Bce paboTHUKH, BOBIE€YEHHBIE B [IeITEJBHOCTh II0 JUCTPUOBIOIUU
JIEKapCTBEHHBIX CPEJCTB, AODKHBI IPOHTH OOydYeHHe II0 BOIPOCAM, KAaCAIOU[UMCS
HaZIeXalell ANCTPUOBIOTOPCKON IPAKTHKH, MMETh HeOOXOZMMYI0 KBAaTM(UKAIUIO IO
HayvaJia BRIIIOJIHEHUs CBOUX JODKHOCTHBIX OOS3aHHOCTEMH.

PaGoTHUKM [JODKHBI INIPOXOAMTH IIepBUYHOe U IOCIeAyioliee oOydeHHe B
COOTBETCTBUM C BBINOJTHAEMBIMM HMMHU OOS3aHHOCTAMM Ha OCHOBAHUU ITHCBMEHHO
opOpMJIEHHBIX TIpOLeAYyp MU IporpaMmsl o0ydeHus. OTBETCTBEHHOE JHIIO [JOJDKHO
HOJIEeP>KUBAaTh KOMIIETEHTHOCTh II€PCOHANIA B 00JACTH HAaJJIeXXallel NUCTPUOBIOTOPCKOM
IPaKTUKH IIOCPEICTBOM PeryIIpHOro o0ydeHH.

JomonmanTenBHO  OOydYeHHMe [JODKHO  BKJIIOYATh  ACIEKTHI  HAeHTU(PUKAIIUK



IPOAYKIMM M TIpeJOTBpAllleHusA IIONAJAaHUA B ILellb IIOCTaBKU (pasbcHPUIPOBAHHBIX
JIeKapCTBEHHBIX CPEJICTB.

26. Ilepconas, paboTaomuii ¢ IPOAYKIMEH, B OTHOIIEHUX KOTOPOH YCTaHOBJIEHBI
6osee JKeCTKHe YCIOBUA OOpalleHMsd, HODKEH IIPOHTU CIEIHANbHYIO IOATOTOBKY.
IIpumepamu  Takoif  TNPOAYKIUM  ABIAIOTCA  OTHEOIACHBIe,  B3pPBIBOOIIACHBIE,
JIETKOBOCILJIAMEHAIOIHECs, JIETKOTOPIOYre, PaJiMOaKTUBHEIE MaTepHabl, JeKapCTBeHHEIe
CpenCTBa, IOJJIeXallye 0ocCoO0My KOHTPOJIO B COOTBETCTBUU C 3aKOHOJATEIhCTBOM
TOCYJJapCTB- YIEHOB, TePMOJIAOVIIBHBIE JIEKAPCTBEHHBIE CPEICTBA).

27. 3amucu O IpoBeZeHUM OOyYeHHSA IOAJEXAT XPaHEHUIO, a 3(p(EeKTHBHOCTH
00y4eHU JOJDKHA MEPUOSUIECKH OLeHUBATHCA U JOKYMEHTHPOBAThC.

2.5. T'uruena

28. [JomxHbI OBITH YCTAaHOBJIEHBI U JOJ/DKHBI COOJIONATBCA COOTBETCTBYIOIIVE
Ipollefiypbl IO TUTHMeHe TpyJa M JIMYHON TuUrueHe PAaOOTHUKOB, IIPUMEHUMBIE K
OCYILIECTBIAEMON JeATeTbHOCTH. OTU IIPOLEeAYPHl [JOJDKHBI BKJIIOYATh TpeOOBaHUA,
OTHOCAIIMECS K 3[0POBbIO, TUTHEHE U OJIeXK/Ie.

3. Ilomemenusa u o6opymoBaHue

3.1. ITpunnun

29. JluctpuOblOTOp AODKEH MMeTh IIPUTOZHBIE IIOMelleHus, o0OpyZOBaHUE I
obecrieyeHUsA HAJJIeXKAU[ETO XPAaHEHUSA U PACIPOCTPAHEHUSA JE€KAPCTBEHHBIX CPEeJCTB.
ITomemenus M[OMKHBI OBITH YHCTBIMM, CYXUMH, B HHUX [JOJDKHBI IIOJAJEP>KUBATHCI
TpeOyeMbIe TeMIIepPaTypPHBII PeXUM U BJIAXKHOCTS.

3.2. [lomemennsa

30. IlomemeHus HODKHBI OBITH CIIPOEKTHPOBAHBI WJIM IIPUCIOCOGIEHBI TaKUM
06pasoM, 4YTOObI 06ecIeyuTs CoOMoeHne TpeOyeMsbIX yCIoBuil xpaHeHua. OHU JOJDKHBI
OBIT 3aUIVIIEHHBIMM, IIPOYHBIMH X 00JaZaTh [JOCTaTOYHOH BMECTHMOCTBIO JJI
6e3011aCHOTO XpaHeHU JIEKAPCTBEHHBIX CPeJICTB U oOpaleHus ¢ HuMH. /I1a obecriedeHNA
TOYHOCTU M 6e30II1aCHOCTU BCeX IIPOBOJUMBIX OIepAallMil 30HBI XPaHEHUA JOJLKHBI UMETh
Ha/IJIEKAI[YI0 OCBEIeHHOCTb.

31. B ciaywae eciu mnoMelmeHHMe He IPUHAJIEXKUT  HENOCPEACTBEHHO
IUCTPUOBIOTOPY, [JAaHHOe IIOMeIeHWe MOXKeT WCIIOIb30BaThCI IUCTPUOBIOTOPOM IIO
IOTOBOPY apeH sl (cyGapeHbI) 11060 Ha OCHOBAHWM MHOTO BELIHOTO (MMYIIECTBEHHOTO)
UM 00s3aTeJbCTBEHHOTO TIipaBa. lloMemieHWs, HCIONB3yeMble MJIS XpaHEeHM
JIEKapCTBEHHBIX CPEJCTB, MJOJDKHBI BBOAMUTHCA B OKCIUIyaTalUI0O B COOTBETCTBHUU C
3aKOHOZATEeIbCTBOM I'OCYZAPCTB-1IEHOB.



32. JlexkapcTBeHHbIE CPEACTBA JOJDKHBI XPAaHUTHCA COOTBETCTBYIOIIMM OOpa3oM B
BBIJIEJIEHHBIX W YeTKO OOO3HAYeHHBIX 30HAX, JOCTYI B KOTOpble paspelleH TOJBKO
IepCOHAIy, HMelouleMy Ha 5To IpaBo. JliobGas cucrema, 3aMeHfIOmas ¢GU3NIECKOe
paszeneHre 30H XpaHeHWs (HalmpuMep, KOMIIBIOTEpDU3HMPOBaHHAS CHUCTEMaA), [JOJDKHA
obecreynBaTh SKBUBAJIEHTHBIN YPOBEHD 0€30IIaCHOCTHU U OBITh BATHAMPOBAHA.

JlexapcTBeHHBIE CpeZCTBAa, B OTHOIIEHMM KOTOPBIX He IIPUHATO OKOHYATEIbHOE
peureHre 06 OOpaleHWM WIKW OOpaljeHWe KOTOPHIX IIPUOCTAHOBJIEHO, HOJDKHBI OBITH
M30MMpOBaHbl b0 ¢usndecky, aubGO C TNpHUMeHeHUeM DdJIeKTPOHHOH CHCTEMSI,
obecreunBaoeil OSKBUBAIEHTHOe pasfeneHue. JlaHHoe TpeGoBaHKME OTHOCUTCH,
HAIpUMep, K JTI000i IPOAYKIIUY C IIOZO03peHreM Ha (aabcudUKaIUo U K BO3BPaIleHHOM
IPOAYKIIVH.

Jrobas dampcubunMpoBaHHAS IPORYKIUA, IPONYKIHA C MCTEKIIUM CPOKOM
TOZHOCTY, OTO3BaHHAfA IIPOAYKIWA, a TakkKe 3abpakoBaHHas (OTKJIOHEHHAas B IeITH
IIOCTaBKH) IIPOIYKIIUS AODKHA OBITh HeMeIeHHO (pU3NYeCKH M30JIMPOBaHA U pa3MelneHa
B CIeLMaJbHO BBIZIeJIEHHON 30He, OTAeJeHHON OT JAPYyTuX JIeKapCTBEHHBIX CPeJCTB,
IPUTOAHBIX [AJA AUCTpUObIOnMM. JleKapcTBeHHBIE CpeJCTBA, IIOJyYeHHBIE M3 TPETBUX
CTpaH U He NpeJHAa3HAYeHHbIe NJIA oOpauieHus Ha polHKe COI03a, TaKKe JOJDKHBI OBITH
(dbusuuecKu U30JIMPOBAHEIL.

ITpenmpunsaTeie Mepsl 6€30MaCHOCTH IOJDKHBI TapaHTHPOBATh, YTO JAHHbBIE 30HBI
o6ecreynBaoT XpaHeHNe IPOYKIUY OTAENbHO OT JIEKAPCTBEHHBIX CPEACTB, IIPUTOLHBIX
IJIs. DUCTPUOBIONVU, U B YCIOBUAX, HCKIOYAIOUIUX WX IOCTYILUIEHHE B CBOOOZHOE
obpamenue. JlaHHBIe 30HBI JOJDKHBL OBITH UIEHTUGUUIUPOBaHBL (0OO3HAYEHHI)
HaZJIeXAlTUM 00pa3oM U 3al[UIIEeHBI OT HEIIPAaBOMEPHOTO JOCTYTIA.

JlexapcTBeHHBIe  CpencTBa, Tpebyiomue 0coboro oOpauieHus (HaIpuUMep,
HapKOTUYeCKHe CpeJCTBA, IICUXOTPOIIHbBIE BeUIeCTBA M IIPEKYPCOPHI, AAbI (STOBUTHIE
BellleCTBA), JpyrHe OIIaCHble  BEIeCTBA), /MJO/DKHBI XPAaHUTBCA B  YCIOBHAX,
COOTBETCTBYIONIUX TPeOOBAaHUAM 3aKOHO/ATEIBCTBA TOCYJAPCTB-YWIEHOB.

PagnodapmaneBTuyeckue u gpyrue OIacHble JeKapCTBEHHBIE CPeJICTBA, a TaKke
OTHEOIIACHbIe W B3PHIBOOIIACHBIE JIEKAPCTBEHHBIE CpeACTBA (HAIpUMep, MeAUIUHCKUE
ra3bl, JIETKOBOCILJIAMEHSIOINeCS JKUAKOCTA U TBepAble BEIeCTBA) NODKHBI XPAHUTHCA B
CIeIMaTbHO OTBeJeHHBIX 30HaX B COOTBETCTBUH C 3aKOHOJATEIBCTBOM TOCYAApCTB-
YIEHOB C IPUMEHEHHEeM COOTBETCTBYIONIMX Mep Oe30IaCHOCTH U JOJDKHBI OBITH
3alUIIEeHBI OT HeIIPAaBOMEPHOTO JOCTYTIA.

33. B 30Hax npueMKHM U OTTPY3KM [JOJDKHBI OBITH OOecCIleyeHBI 3alUTa OT
BO3ZeMICTBUA IOTOAHBIX YCJIOBHUI, aZleKBaTHOe pasfeseHHe 30H INPUeMKHU, OTTPYy3KH U
XpaHeHHUs, a TaKXe JOJDKHBI OBITH pa3pabOTaHBI IIPOLEAYPSI, ONpeZesdioluye MIOPALOK
OCYILIeCTBJI€HUA KOHTPOJA 33 BXOAAIIMMHM M KCXOAANIMMH IIOTOKAMH JIEKaPCTBEHHBIX
cpenctB. JlooKHBI OBITH CHEIIMAIBHO OIpefeeHsl U OOecIedeHBl HaJIeXalluM
060pyZOBaHHEM 30HBI IIPUEMKH, HCIIOJIb3yeMble I TPOBEPKH IOy YeHHOH IIPOLYKIIUH.

B 30me IIpuEeMKH AOJIXKHA OBITH npeayCMOTpeHad O9MCTKA TAPbI.

34. HeobxomuMo o6ecmeduTh HaJIWYME OXPAaHHON CHUCTEMBI, ITO3BOJIAIOIIEH



IpeJOTBpAllaTh  HENpaBOMEpPHOe  IIPOHUKHOBEHHWE B  JIOOble  IIOMENIeHHd  C
KOHTPOJIUPYeMbIM gJocTynoM. llpemympemurenpHble Mepsl, KaK IIPaBHJIO, [JOJDKHBI
BKJIIOYATh B Ce0S OXPAaHHYIO CUTHAIHM3AIUIO C CUCTEMOIl MOHUTOPHHIA M IIPOITyCKHOM
pexxuM. IloceTurenu He MOKHBI HAXOAUTHCA B IIOMEIIEHUAX 6e3 CONPOBOXKIEHMUS.

35. Ilomemenus u 060pyOBaHHE IJI XpaHEHUS JNOJDKHBI OBITh YHCTHIMU, B HUX He
TO/DKHBI HAKaIUIMBAaThCA NIBUIB U Mycop. /[lokHBI OBITh B HAJIMYHU IIPOTPaMMBL,
DOKyMEHTHPOBaHHbIE IIPOIeAYPhI, 3aIlMCH II0 OYHCTKE IOMEIIeHWH U 00OpyJOBaHUA.
O6opyoBaHue, MHBEHTAaph M MaTe€PHUAJIbI, HCIIOJIb3yeMble A YOOPKU (OYMCTKH), a TAaKXKe
Moouye U [e3NHPUIUPYIOUIe CPeACTBA [JOJDKHBI BbIOMPATHCA, HCIOJIB30BATBCI U
XPaHUTHCSI TaKUM 00pa3oM, YTOOBI OHU He SBUIUCH HICTOYHUKOM KOHTAMUHAIIVY.

36. IlomemeHus MOKHBI OBITH CIIPOEKTHMPOBAHBI M OCHAIIEHBI TaKUM 0OpasoM,
9TOOBI 00eCIeYHTh 3aIMUTy OT IPOHUKHOBEHUA HACEKOMBIX, T'PBI3YHOB WM JPYTHUX
xkuBOTHBIX. Jlo/bkHA OBITH paspaboTaHa IIporpaMMa NPO(UIAKTHYECKOTO KOHTPOJIL
BpeAuUTeNen.

37. KomHats! OTAbIXA4, rap,z[epo6HLIe KOMHATBI, AyILI€BbI€ U TYaJIE€ThI AJISI pa6OTHI/IKOB
OJOJIKHBI OBITH HaJIeXKalI1M O6p330M OTAeJI€EHBI OT 30H XpaHEHUMI. Hanuuue IITNIIEBBIX
IIPOAYKTOB, HAIIUTKOB, TabaYHBIX HB,ILeJIHi/JI, d TaK¥Ke JIEKapCTBEHHBIX CpeACTB AJId JIMIHOTO
HCIIOJIB30BaHMS B IIOMEITEHMAX CKIaAad 3aIlIPEIEeHO.

3.2.1. KoHTpOb 32 TeMIIepaTypoii U yCIOBUAMU
IIPOM3BOACTBEHHOI CpeZbl TOMEeLIeHUA

38. JlomkHBI OBITH B HAJIWYUU COOTBETCTByIOUlee OOOpyZOBaHME, a TaKXKe
perjIaMeHTHpYIONIe IPOoLeNypsl NOKYMEeHTHl (HaIpUMep, CTaHZApTHBIE OIepallOHHBIe
IpOIle/lyPhI) A4 KOHTPOJIA 33 YCIOBUAMHU IIPOM3BOACTBEHHOMN CpeZbl IIOMelleH .

K ycnoBuaM mpon3BOACTBEHHOI Cpefibl IOMeIeHUs, KOTOpble MOTYT IIOTpPeOOoBaTh
KOHTPOJIA, OTHOCATCA TeMIIEPaTypa, OCBELeHHOCTb, BIaXXHOCTh M YUCTOTA B IIOMEIeHUAX.

39. Heo6xomuMo BBIIOTHUTH II€PBOHAYAJIBHOE M3ydeHHe pacIpefeIeHHsI
TeMIIepaTypsl (TeMIlepaTypHOe KapTHUpOBaHWE) B IIOMELIeHUAX MJI1 XPaHEHWS Iepef,
HAYaJOM MX WCIIOJNB30BAaHUA C COONIOJIeHHEM YCJIOBHUM, OTPaXKAIOMUX IapaMeTphl
skcryaranuu. O6opynoBaHMe A1 KOHTPOJIA TeMIIEpaTypsl JOJDKHO OBITH pa3MeIleHO B
COOTBETCTBMM C pe3yJbTaTaMM aHajJMW3a TEeMIIEpaTypHOTO KapTHPOBAHHMA B TOYKax
HauboJiee 3HAYUTEIBHOTO KOJIe0aHU TeMIIepaTyphl.

TemnepaTypHoe XapTupoBaHHe HEOOXOAMMO IIOBTOPATH B COOTBETCTBUU C
pesyJbTaTaMU aHaIM3a PUCKOB WU B Clydae CyIIeCTBEHHBIX M3MEHEeHHUH B yCTpOMCTBe
IIOMELIeHNUA NN O00PYJOBAaHUY AJIT KOHTPOJIA TEMIIePATyPhI.

B cnyyae ecnum momasb IMIOMEINEHWH, WCIIOAb3YyeMBIX [MJf XpaHeHUsA IIpU
KOMHATHOM TeMIlepaType, He IIpeBHIIIaeT HECKOJIBKUX KBaJPaTHBIX METPOB, JOJDKEH OBITh
IpOBeJleH aHaIW3 IIOTEHIWMAJIbHBIX PHUCKOB (HAalpuMep, HAJIWYUS OTOIUTEIBHBIX
Ipu6oOpoB) U 000OpyZOBaHME [ KOHTPOJS TEMIIEpATyphl JOJDKHO OBITH pa3MeIleHO B
COOTBETCTBUHU C pe3yIbTaTaMU aHAIN3A.



3.3. O6opynmoBanue

40. OGopynoBaHue, OKa3bIBalOllee BIMUAHME HAa XpaHEHHe U  PpeajH3aluio
JIeKapCTBEHHBIX CPEJICTB, IIPOEKTHPYeTCH, pa3MelaeTcs M OOCIy>XKMBaeTCA COTJACHO
MHCTPYKIIUAM IIO €TO MCIIOIb30BaHUIO (3KcITyaranuu). JlomkeH OBITH yTBepXKZAeH ILIaH
TEeXHUYEeCKOTO OOCIy>KMBaHMA HamOoJee 3HAYMMOTO I BBIIIOJHEHUSI COOTBETCTBYIOUINX
olepanuii 000pyAOBaHUA.

41. O6opynoBaHue (cpeicTBa W3MepeHHUI), HCIIONB3yeMOe /s KOHTPOJIS WIH
MOHUTOPHHIA YCJIOBUH XpaHEHUs JIEKAPCTBEHHBIX CPEeZCTB, JOJDKHO OBITH IIOBEPEHO B
HOpAZKe, YCTAaHOBJIEHHOM 3aKOHOZATETbCTBOM TOCYJApCTB-YJI€HOB, M OTKAJIHMOPOBAaHO B
oIlpe/ieJIeHHBIe MEXXIIOBEpOUYHbIe MHTEPBAJIBI MCXOZA M3 aHAIM3a PUCKOB M HAZEKHOCTHU
060opyZOBaHMUS.

IIpu xanmOpoBKe OOOPYZOBaHMA MOJDKHA OBITH OOecliedeHa MeTpPOJIOTHYecKas
IIPOCJIEXKMBAE€MOCTh HCIIOIb3yeMbIX STAJIOHOB K HAIMOHAJIBHBIM MJIM MEXIYHapOILHBIM
3TaJIOHAM eJMHUI BeJIUIHNH.

42. Jl7a omepaTHBHOTO BBISBJIEHUSA OTKJIOHEHUH OT TpeOyeMBIX yCIOBUN XpaHEHUS
HeOOXOZMMO HCIIOJIB30BaTh COOTBETCTBYIOIIME CHCTEMBI CHUTHATIU3AIUUA. Y POBEHBb
OIIOBEelleHNUs [JOJDKeH OBITh YCTaHOBJIEH COOTBeTCTByomuM obpasoMm. CucreMs!
CUTHAIN3AUWHN  JOJDKHBI IIePUOZWYECKM TeCTHPOBATBHCA A  obecleyeHUS  UX
HaZjIeXalero GyHKIIMOHUPOBAaHUS.

43. Onepanuu 1o peMOHTY, 0OCTY>KMBaHUIO, TIOBEPKE U KaTUOPOBKE 000PYZOBaHUSA
IOJDKHBI OCYILIECTBIATHCS TAKUM 00pa3oM, YTOOBI KAaueCTBO JIEKAPCTBEHHBIX CPEJCTB He
[I0/[BEprajioch HEraTHBHOMY BIHAHUIO. [IpM HeOOXOAMMOCTH MJOKEH OBITH CO3JaH
pe3epBHBIH (HOHJ, MIPUTOLHBIX 00OPYZOBAaHUI U CPEACTB U3MEPEeHU AJIA NCIOIB30BAHMI
BO BpeMs PeMOHTa, 00CTY>XUBaHU WJIX IOBEPKU.

44. Omepanuu 1O peMOHTY, OOCTYyXKMBAaHUIO U KaJInOpOBKe Hambojee 3HAYMMOTO
006OpYyIOBaHUA JOJDKHBI OBITH COOTBETCTBYIOIIMM OOPa3oM JOKYMEHTAJIbHO OGOpPMIIEHSHI,
DOKyMeHTaIusA JOJDKHA OBITh COXpaHeHa.

K Hambosee 3HaUMMOMY OGOPY[OBaHHUIO OTHOCATCSA KOHAUIIMOHEPHI, XOJIOLUIbHbIE
KaMepsl (XOJOZWIBHUKM) WJIN YCTPOMCTBA, OXpaHHAas M IIOXKAapHAfA CHUTHATU3AIUSA,
CUCTEMBI KOHTPOJIA [OCTYIIA, BEHTWJIAIMOHHAS CHCTeMa, CUCTeMa YBIQLKHEHUA U (WMJIM)
OCyLIEHWs BO3[yXa, TEPMOTHTPOMETPHI (IICHXPOMETpPhI) WJIKM HHOe 000pyLOBaHUE,
UCIIOJIb3yeMOe IJIA PeruCTpalliyd TeMIepaTyphl M BJIOXHOCTH, a TaKXe 00OpyJOBaHUE,
HCIIOJIb3yeMOe JJI TPAaHCIIOPTUPOBKH.

3.3.1. KomnproTepusupoBaHHbIe CHCTEMBI

45. [lepen, HauaIOM KCIIOIB30BAaHUSI KOMIIBIOTEPU3UPOBAHHON CHCTEMbI HEOOXOLUMO
IIPOZIeMOHCTPHUPOBATh C ITOMOIIBIO BaTUIAIINY YJIN BepUPUKALWH, 9YTO CHCTeMa CIIOCOOHA
IIOJTy9aTh 33JaHHEIE Pe3yJIbTaThl TOYHO, eJMHOOOPAa3HO U BOCIIPOU3BOZIIMO.

46. JomxHO OBITP B  HAAWYUKM  [HUCBMEHHOE  JEeTaJbHOE  OIHUCAHUE
KOMIIBIOTEPU3UPOBAHHOM CHCTeMBI (BKJIIOYas II0 BO3MOXKHOCTM JAHAarpaMMsI). Taxoe



OIIMICaHHE€ [OOJIXKHO IIOAAEPXKHBATBCA B dKTYAJIbHOM COCTOSHUMHN M OOJIPKHO BKJIIOYATH B
cebs IIpPUHIOUIIBI, IIEeJIH, MEpPBhI 6630H&CHOCTI/I, 006J1acTh IIpUME€HEHNsI ¥ OCHOBHBIE
q)YHKHI/IOHaJIBHBIe OCO6€HHOCTI/I, da TaKiXXe IIOPAALOK MCIIOIb30BaHHUA U HHTep(i)ef/JIC AJIA
BSHHMOﬂefICTBHE C ApyI'MMH CHCTE€MdMH.

47. BBoz, maHHBIX B KOMIIBIOTEPU3UPOBAHHYIO CUCTEMY FUIM WX M3MEHEHHe [OJDKHBI
OCYWIeCTBIATBCA TOJBKO PAaOOTHMKAMY, OTBETCTBEHHBIMH 3a [JAHHBIH BHJ PaOOTHL
KommproTepusrpoBaHHasA cHCTeMa JO/DKHA PeTrHCTPHUPOBATh BCe M3MEeHEHHUA B CHCTeMe C
yKazaHMeM II0JIb30BaTeid, COBepIIAIONero 5TH N3MeHeHU .

48. [lomxHBL OBITH IIPefyCMOTPEHBI (QU3NYECKHe WIN 3JIeKTPOHHBIE CPeJCTBA AJIA
3alIMTHl JAHHBIX OT CIy4allHOTO WM HEIPaBOMEPHOTO BHECEHUS M3MeHEeHUN.
JloCTYyITHOCTP COXpaHEHHBIX JAHHBIX JOJ/DKHA PeTyJIIpHO IpoBepATbca. Heobxomumo Ha
peryiipHOH OCHOBe CO3/aBaTh pe3epBHbIe KOIMM COXpaHeHHBIX [JaHHBIX. PesepBHbIe
KONIMM JAaHHBIX, BBEJEHHBIX B KOMIIBIOTEPU3UPOBAHHYIO CUCTEMY, JOJKHBI XPaHUTHCA B
COOTBETCTBHM CO CPOKAMH, YCTaHOBJI€HHBIMHU 3aKOHOJATEIbCTBOM T'OCYAAPCTB-YJIEHOB, HO
He MeHee 5 JIeT, B U30JIMPOBAaHHOM U 6€30I1aCHOM MecTe.

49. JloxHBI GBITH IIPeyCMOTPEHEI IIPOIeAYPHL, ONlpefie ioue IOPAIOK AeHCTBUH
B ciaydae cb6oeB B paboTe CHCTeMBI MJIM BBIXOZA €€ M3 CTPOdA, a TakXKe Mephl II0
BOCCTaHOBJICHHIO JAHHBIX.

3.3.2. Kpanudukauus u Baruganus

50. Opranusanusa JODKHA OIpeNeIHTh KIIOYeBOoe OOOpyJOBaHHME U IIPOIECCEHI,
KOTOpBle IOJJIEXaT KBUIMPUKAUMK ¥ (MIM) BATHAALUU C I€IbI0 IOATBEPXKIEHUS
HaJJIeXAllero MOHTaXa U dKcIuryaTanuu. OO0beM IpOBOZMMBIX padoT IO KBAIM(UKALIN
u (win) Banuzauuu (HAIpUMep, XpaHeHHe, IIOATOTOBKA K OTTPy3Ke M YIIAKOBKA)
oIIpeziesigeTCsA Ha OCHOBE JOKYMeHTAJIbHO O(POPMIEHHOTO aHAIN3a PUCKOB.

O6opyzoBaHre ¥ TIpOLECCHI IO/DKHBI OBITh KBAaTUGUUIUPOBAaHBL M (MJIH)
BaJIUAMPOBAHBI [0 HaYyasa SKCIUIyaTal[iy WU IIOCJIe JII000TO 3HAYUTEIHHOTO M3MEHEeHNU I
(HampuMep, IIOCJIe PEMOHTA VJIX TEXHUYIECKOTO O0CTYKUBAHUS:).

HPOBG,D;EHI/IG BaJINJAITN HWJIN KBEUII/I(i)I/IKa]_LI/II/I O(l)OPM]I}IeTCH OT49€TaMH, B KOTOPBIX
A OJIKHBI OBITH O606IJ.L€HBI IIOJIy49€HHbI€ PE3YyJIbTdThl, 4 TdKX€ [JdHBbI 00BbACHEHUA
BBIAB/JIEHHBIM OTKJIOHEHWAM.

51. OTkiOHEHHA OT YCTaHOBJIEHHBIX IIPOLEAYP HOKYMEHTIBHO OGOPMIITIOTCH,
pa3pabaThIBalOTCA MepHI, HallpaBJeHHbIe Ha UX yCTPaHEHHUe, a TAaKKe Ha IIpeOTBpallleHue
UX IIOABJIE€HHs B OyzaymeM (KOppeKTHpyOLle U IIpefylnpexzaiomue IeiCTBUL).
Heo6xoauMOCTh OCyILIeCTBIEHNUS KOPPEKTUPYIOUUX M TNPeRyNpeXJAIOINUX IeHCTBUI
oIlpezieseTCs Ha OCHOBE CTATUCTUYECKOTO IPOrHO3UPOBaHUA (puMeHeHHe baitecoBckux
MoOJieslell IIPOTHO3UPOBAaHUS), IPUMEHEHUsd KOHIENIUM aHaau3a ¢apMaleBTUYeCKUX
PUCKOB W HWHCTPYMEHTOB IIO VIIpaBJI€HWIO PHCKAaMU, IIPUBEJIEHHBIX B IIPaBHJIAX
HaZlJIeXallell IPOM3BOACTBEHHON IIPAaKTUKH EBpasMilCKOTO SKOHOMHYECKOTO COIO3a.
JlookHBL OBITH IIOMyYeHBI [JOKA3aTeNbCTBA YCIEIIHON BaJUJAIUKM U IIPUEMJIEMOCTH



mpouiecca WA OOOPYZOBaHUSA, KOTOpBlE  YTBEPXKZAIOTCA  COOTBETCTBYIOLIMMU
pabOTHUKaMHU.

4. [lToxymeHTanus

4.1. ITpunnun

52. Hapmexamas JOKyMeHTalys sBJIAETCA HEOTHEMJIEMOH YaCThIO CHCTEMBI
KayecTBa. 3a/jla4aMy JOKyMEHTALUH ABJIAIOTCSA NPeAOTBpalleHNe OIMKUOO0K, KOTOPble MOTYT
BO3HMKATh BCJIeJCTBHE YCTHON KOMMYHUKAIIMH, 1 OTCIeXHUBaHUEe OTJeJbHBIX Ollepalluii B
IIpoliecce JUCTPUOBIOIUY JIEKaPCTBEHHBIX CPEJICTB.

4.2. O6mue Tpe6GoBaHUA

53. K moxyMeHTaIluu OTHOCATCSA: MUChMEeHHbIe IIPOIleflypsl, HHCTPYKIINH, JOTOBOPSI,
3aIIMCH, OTYeTHI, IIPOTOKOJBI HCIIBITAHWI M Jpyrue OyMaKHble MJIM 3JIEKTPOHHBIE
HOocuTeIu MHGOpMaLUH, Ha KOTOPBIX PETUCTPUPYIOTCA AaHHbIe. JJOKyMeHTauusa NOJDKHA
OBITH JIETKO ZOCTYIIHA JJI TIePCOHAJIA JUCTPUOBIOTOPA ¥ BOCCTAaHABIMBAeMa.

54. OOpaboTka IIepCOHATBHBIX [JAHHBIX PabOTHUKOB [AUCTPUOBIOTOpA, JIHII,
HAIIPaBUBIINX IIPEeTEH3UH, a TAKKe JIIOOBIX IPYIuX (PU3NIECKUX JIHUI, OCYLIeCTBIIETCS B
COOTBETCTBUH c TpeOGOBaHUAMMU 3aKOHOZATeIbCTBA rOCYZapCTB-4IEHOB,
IIpelyCMaTPUBAIOIIUMU MTOPALOK 00pabOTKY, XpaHEHH IIePCOHATBHBIX JAHHBIX, BKIIOYasT
nepeavyy I€PCOHATBHBIX JAHHBIX TPETHUM JIUIIAM.

55. /lokymeHTanus AODKHA B JOCTATOYHOM CTeIleHM OXBAaThIBaTh BCe IIPOIIECCHI,
BBINIOJTHAEMBIe IUCTPUOBIOTOPOM, M OBITH IOHATHOM pPabOTHMKAM. TeKCT JOKyMeHTOB
TOJDKeH OBITh OJJHO3HAYHBIM, He OIYCKAOIIMM 1By CMbICJI€HHBIX TOJTKOBAHUN U OIIMOOK.

56. Ilpoumenmypbl mODKHBI OBITH YTBEpXKIEHBI, IIOANMCAHBI ¥ JAaTHPOBAHEI
OTBETCTBEHHBIM JHIOM. JlOKyMeHTamus JODKHA OBITh YTBEpXKJeHAa, ITOANMCAHA U
JAaTUPOBaHA  CIeIMaJbHO HA3HAYEHHBIMM JIMIAMH, COTJACHO  YCTaHOBICHHBIM
TpeGoBaHUAM. JJOKyMeHTanusa He JOJDKHA OPOPMIIATHCA OT PYKH. B Tex ciayuasax, Korzga
BHECEHUe PYKOIIMCHBIX 3aIiceil HeoOXOAMMO, HOJDKHO OBITH IIPefyCMOTPEHO Haaudue
HEOOXOIMMBIX IIOJIEH.

57. JIto6sle ucmpaBieHNs, BHECEHHBIE B JOKYMEHTAIUIO, JOJLKHBI OBITH JaTHPOBAHEI
Y TIOATIMCAHBI, UCIIPABIEHNS JOJDKHBI OBITh BHECEHBI TAKUM 00pa3oM, YTOOBI COXPaHSIACh
BO3MOXXHOCTh TIPOYTEHHs IlepBOHAavYalnbHBIX 3amuceir. [Ipum HeobGxomuMocTH ciexyeT
yKasbpIBaTh IPUYMHBI BHeCEHUA HCIIPaBIeHUN.

58. [loxymeHTanus IIOAJIEXXUT XPaHEHUIO B TedeHHe CPOKA, YCTaHOBJIEHHOTO
3aKOHOJ]aTeJIbCTBOM TOCYJapCTB-4JIeHOB, HO He MeHee 5 jeT. IlepcoHanbHble naHHBIE
PabOTHUKOB HOJDKHBI OBITH YHHYTOXKEHBI MUIM OOe3JTHdeHBI, KaK TOJIBKO WX XpaHeHUe
mepecTaer TpeGOBaThCA JJIA ieslel JUCTPUOBIONNY JIeKaPCTBEHHbIX CPE/ICTB.



59. Kaxzprii pabOTHHK [AODKEH HWMeTh OIEPATHBHBIN [JOCTYI K JOKyMEHTAIlWW,
HeoOXOIMMOM I BBIIIOJHEHUI CBOUX JOJDKHOCTHBIX OOSI3aHHOCTE.

60. Ocoboe BHHMaHHE [OJDKHO YIEIATHCI HCIIOJB30BAHUIO IeHCTBYOIIUX U
YTBEp>KI€HHBIX B yCTAaHOBJIEHHOM IIOpAAKe Ipoueayp. Jo/mKHBI GBITh 4eTKO 0003HAYeHBI
HauMeHOBaHHe U IieJIb JOKyMeHTa. JJOKyMeHTHI JOJDKHBI peryIApHO IlepecMaTpuBaThCa U
HMOJIEeP>KUBAaThCA B aKTyalbHOM cocrosHuu. K mpouemypam HeoOXOZUMO IPHMEHATH
KOHTPOJIb BepCHii. HomxHa CYyIlIeCTBOBAaTh cucreMma, IIpeOTBpalaouas
HellpeJHAaMepeHHOe HCIIOJb30BaHME YTpPaTUBIIeH CHJIBI peJaKUUU  JOKyMeHTa.
YcrapeBmue U yTpaTUBIIME CHUIYy peJaKUUU JOKYMEHTOB, perJaMeHTHPYIOUIUX
IpOlleyPhl, ZODKHBI U3bIMATHCSA U3 JOKYMEHTOOO0POTa U apXUBUPOBATHCA.

61. [lo/DKHBI COXpaHATHCA 3alIMCH, OTHOCAIIMECS K BBIIIOJHEHUIO BCEX NeHCTBUM,
KaCaloWMUXCsA IOTyYeHHOHM MWIM IOCTaBIeHHON NMPONYKIUH, a TAK)Ke 3aIUCH II0 OKa3aHUIO
OpOKEPCKUX YCIyT (HampuMep, 3asiBKU, CYeTa, TOBapHbIe HAaKJIaJHbIE) MM IPYTHe 3aIUCH
B DJIEKTPOHHOM BHe UK WHOMH dopMe.

3amucKu JOJDKHBI BKJIIOYAaTh KAaK MUHHMYM CJeAyIOlmylo HHQPOpMAlUIo: Jara,
HaMeHOBaHHe  JIEKAPCTBEHHBIX  CPEJCTB, KOJTHMYECTBO  IPUOOpPETeHHBIX WU
IIOCTAaBJI€EHHBIX JIEKAPCTBEHHBIX CpeZCTB, HAMMEHOBAHME M aJipeCc IIOCTAaBIIUKa,
HOJTy4aTeas WIN IPy30IIOoNydaTess (B 3aBHCHMOCTH OT TOTO, YTO IIPUMEHMMO), a TakKXKe
HOMED CEPHH.

3amucu JOJDKHBL OBITH CZeNaHbl HENOCPENCTBEHHO B MOMEHT OCYIIECTBIEHUS
COOTBETCTBYIOLUIUX OIlepalyii.

5. [Ipouecc fucTpUOBIOIINY JIEKaPCTBEHHBIX CPEJICTB

5.1. [Ipunnun

62. Bce meiicTBUs ZUCTPHUOBHIOTOPA JOJDKHBI OCYLIECTBIATHCS TAKUM 00pa3oM, 4TOOBI
He Obl7a yTpadeHa HUAEHTHUYHOCTH JIEKAPCTBEHHBIX CPEACTB U COOIIONATUCH TpeOOBaHUA,
yKasaHHbIE Ha YIIAaKOBKe JIEKAaPCTBEHHBIX CpefCTB. JMCTpUGHIOTOp IOJDKEH IIPUHUMAThH
HeOOXOUIMBbIe Mepbl IS MHHUMU3ALMU PUCKA IPOHUKHOBEHUA (arbcudUImpoBaHHBIX
JIEKapPCTBEHHBIX CPEJICTB B 1IeIlb PeaTH3alui.

63. [lucTpubbIonny IMoAJIeXaT CIefyolIre JeKapCTBeHHbIe Cpe/iCTBa:
a) 3aperuCTpUPOBAaHHbBIE B COOTBETCTBUY C 3aKOHOJATEIHCTBOM I'OCYJaPCTB-4JIEHOB;
6) 3aperuCcTpUpOBaHHbIE B COOTBETCTBUHU C aKTaMHU, BXOAAIUMY B mpaBo Coro3a;

B) He3apeTHCTPUPOBaHHbIE M (MJIM) BBO3UMBIE (BBIBO3MMBIE) B COOTBETCTBHH C
3aKOHO/IATeIbCTBOM T'OCYZAPCTB-YJIEHOB U aKTaMU, BXOZAIMKUMHU B IIpaBo Coro3a.

64. [uctpubpioTOp, KpoMe Jepkareis  (BIafesnblid) PErHUCTPALIOHHOTO
yZocToBepeHUs (TOPrOBOI JIUIEH3UH), KOTOPBIH IIPHOOpeTaeT JTeKapCTBEHHOE CPEACTBO B
IPyTOM TOCyJapCTBe-uleHe, 00sA3aH yBeJOMUTb O CBOeM HaMepeHUHU [epKaTessd



(Bmajenplia) PETUCTPAIMOHHOTO YZOCTOBEPEHMA, a TakKXKe YIOJTHOMOYEHHBIH OpraH
roCy/JapCTBa-4wiIeHa, B KOTOpOe IpeJIIoaraeTcsa IIOCTaBUTh JIEKAPCTBEHHOE CPeCTBO.

65. JlioObrle meicTBUS, BBIMIOJIHSIEMBIE COTJIACHO IIOJIOKEHUSIM HACTOSIIETO
Iofipasziesa, NOJDKHBI OBITH IIOJHOCTBIO ONMCAHBI B COOTBETCTBYIOLIEH MTOKyMeHTALMU
CHCTeMbI KaueCTBa.

5.2. OnenKa MOCTaBIIUKOB

66. [IuctpuObloTOp 0053aH IIOJIy4aTh JIeKapCTBEHHBIE CPEeACTBA TOJIBKO OT
OpraHM3aluii, UMEIOIUX paspelleHNe Ha OCyIleCcTBIeHNe JedTeIbHOCTU 10 IIPOM3BOICTBY
WU ZVICTPUOBIONUHY JT€KaPCTBEHHBIX CPEJCTB, BRIIAHHOE YIIOJTHOMOYEHHBIM OPTaHOM.

JuctpubpioTop, IpuHOOpeTaromuii  JeKapCTBEHHblE CpPeACTBA y  APYTOro
OUCTPUOBIOTOPA, IOJDKEH YAOCTOBEPUTHCA, YTO IIOCTABIIMK JIEKAPCTBEHHBIX CPEICTB
coGroaeT TpeOOBaHUS HaAIeXalleil TUCTPUOBIOTOPCKOI IPAaKTUKY U UMeeT paspelleHue
Ha OCYIIeCTBJIeHNE JAaHHOTO BUJA AeATeNbHOCTH, BBIJAHHOE YIIOJHOMOYEHHBIM OPTaHOM.

Ecnu mocraBka JeKapCTBEHHBIX CPEZACTB OCYLIECTBIAETCS IIPU Y4YacTHH Opokepa,
IVCTPUOBIOTOP AOJDKEH Y OCTOBEPUTHCS, YTO OPOKEp 3aperuCTPUPOBAH B yCTAaHOBIEHHOM
HmopAJKe.

67. Meponpusatus 10 OIleHKe U OJOOpEHWIO IIOCTABUIUKOB [OJDKHBI OBITH
BBITIOJTHEHBI JUCTPUOBIOTOPOM [0 IIPUOOpeTeHUs JeKapCTBEHHBIX CpeicTB. JlaHHBIE
MEpPOIPUATUSA AODKHBI OCYLIECTBISATHCS B COOTBETCTBUU C YTBEPXKIEHHOH IIPOIeZYPOH,
VX Pe3YJIbTaThl JOJKHBI OPOPMIIATHCA JOKYMEHTATBHO U IEPUOSUYECKU ITPOBEPATHCA.

68. Ilpu mopmHMCaHUU [OTOBOPOB C HOBBIMM IIOCTABIIMKAMMU OPTaHM3AIIUS [OJDKHA
IIPOBOAUTH HAJJIEXAIYI0 IPOBEPKY IIOCTABIIMKA C IEJIBI0 IIOATBEPXKIEHUS €ro
KOMIIETEHTHOCTH, HAJeXHOCTA M COOTBETCTBUA YCTAaHOBJIeHHBIM TpeboBaHmAM. Ocoboe
BHUMaHMe HeOOXOZMMO yIesIATh CIeyomuM pakTopam:

a) penytanus 1 (WIKM) HaZe>KHOCTh ITOCTABIINKA;

6) mpenJIOKeHUA IO TIOCTaBKe JeKAapCTBEHHBIX CPEACTB, Haubojee ITO/BEPIKEHHBIX
(danbcuuIpOBaHUIO;

B) IIpenjIoXeHuA II0 IIOCTaBKe GOJIBIION IIapTUU JIEKApCTBEHHBIX CPe€ACTB, OOBIYHO
AOCTYIIHBIX TOJIBKO B OTPaHHI€HHOM KOJINYE€CTBE,;

I‘) IIeHOBBIE IIPEJIOKEHH A, HE COOTBETCTBYIOIIE€ PIHOIHBIM.

5.3. OneHKa 3aKka34ynKOB (TOTy4yaTenet)

69. lucTpubBIOTOp 00A3aH yAOCTOBEPHUTHCS, YTO IIOCTABKA JIEKAPCTBEHHBIX CPEZCTB
OCYIIECTBJIAETCS TOJBKO OPraHU3AIUAM, UMEIOUIUM paspelleHue (JIUIEeH3UIO) WIN HWHbBIE
3aKOHHBIE OCHOBAHUA JJIA OCYIIECTBIEHMS JeATeJBHOCTH, OTHOCAIEeHCS K OOpalieHuIo
JIeKapCTBEHHBIX CpeJiCTB Ha prrHKe Coro3a.

70. K mepBoHAaYaapHOM M HOCIEAYIOMUM IIePUOZUYECKUM OILeHKAM BBIIIOTHEHUS



yKa3aHHbIX TpeGOBaHU OTHOCITCS CIeAYIOIYe el CTBUA:
a) IoJTy4YeHue KOMUM COOTBETCTBYIOIIUX pa3pelleHni (JINIeH3Ui);

6) oOLeHKAa IOAJWHHOCTH  CBelEeHUH, COJEepXalUXcai B  JOKYMEHTaX,
OIyOJIMKOBAaHHBIX HA CAaMTaXx COOTBETCTBYIOIIMX OPTaHOB TOCYJAapPCTBEHHON BJIACTU B
MHPOPMaIlMOHHO-TeIeKOMMYHHUKaIIMOHHOM ceTu «MHTepHeT»;

B) 3aIIpOC [JOKYMEHTOB, IIOATBEPXKIAOIIMX KBAIM(DUKAIUIO IOJIydaTeas WU
Hajou4Yue IIpaBa HA OCYIIECTBIEHHE [eATeIbHOCTH, OTHOCAUeiics K OoOpalieHHio
JIeKapCTBEHHBIX CpeACcTB Ha pblHKe COI03a, B COOTBETCTBMU C 3aKOHOZATENIBCTBOM
roCyZapCTB-4JIEHOB.

71.  [IucTpuGBIOTOP OTCIEXHBAEeT OCYLIECTBIAEMBIe CHEIKH U  IIPOBOIUT
pacciefoBaHMA B OTHOIIEHMH JIIOOBIX OTKJIOHEHWIH B IEINOYKe peajn3aluu
HapKOTHUYeCKUX CPeJCTB, IICUXOTPONHBIX BelleCTB M JAPYyTUX ONAcHBIX BemecTs. I[Ipu
BBIABJICHUHM OTKJIOHEHHUM OT IPONMCAHHOW IIPOLEAYPbl peajHn3ali, KOTOpble MOTYT
O3HA4YaTh MKCIIOJIb30BaHUE JIEKAPCTBeHHBIX CPEeJACTB He II0 HAa3HAYEeHWIO, [JOJDKHBI
IIPOBOAUTHCA pacciaemoBanusa. O pe3ysibraTax paccieoBaHUM JODKHBI OBITH YBeJOMJIEHBI
YIIOJTHOMOYEeHHBIe OPTaHbl TOCYJapCTB-4JICHOB.

72. IucTpuOBIOTOPOM [OJDKHBI OBITH IPUHATHL MePhI II0 00eCIeYeHUIO BBIIIOTHEHUS
TpeOOBaHWI B OTHONIEHMM OOpalleHHA JIEKApCTBEHHBIX CpefcTB Ha pilHKe CoI03a,
YCTaHOBJIEHHBIX 3aKOHOZATEJIBbCTBOM T'OCYJAPCTB-YWIEHOB M aKTaMH, BXOAAIUIUMU B IIPaBO
Coro3a.

5.4. IIpueMKa leKapCTBeHHBIX CPeJICTB

73. OCHOBHBIMM 3aflayaMM OIlepalluy II0 IIpUeMKe JIeKapCTBEHHBIX CpeJCTB
ABJIAIOTCA CIeAYIOIIHe:

a) IIpoBepKa  COOTBETCTBHA  IIPUHUMAeMBIX  JIEKAaPCTBEHHBIX  CPEeJCTB
TOBapOCOIIPOBOAUTEIFHOM JOKyMeHTalluH;

6) mpoBepKa MOJIyYeHUs JIeKAPCTBEHHbIX CPEJCTB OT YTBEPIKJEHHOTO IIOCTABIIUKA;

B) IIpOBEPKa OTCYTCTBHUA BUANMBIX HOBpE)K,Z[EHPIfI, KOTOphI€ MOIJIN BO3HHKHYTH B
IIponecce TpaHCIIOPTHUPOBKH.

74. JlexapcTBeHHbIE CpesCTBa, TpeOylollye CIIeINaNbHbIX YCIOBUHM XpaHEHUS WIN
Mep 06e30IIaCHOCTH, AOJDKHBI IPHHUMATBCA B IIEPBYIO OYepefb W IIOCIe BBIIIOTHEHUS
HeOOXOZMMOW  TIPOBEPKM  [JOJDKHBI ~ OBITh ~ He3aMeJJIUTeNbHO  IlepeMeIleHBl B
COOTBETCTBYIOIYIO 30HY XpaHEHUS.

75. Cepun jeKapCTBEeHHBIX CpPeZCTB, IIpeJHa3sHAUeHHbIe [JI peajn3aluyd B paMKax
Coro3a, He AOJDKHBI HANPaBIATHCA B 30HY peaqu3alluy IO TOTO, KaK B COOTBETCTBUU C
IUCBMEHHBIMU IIpoLefypaMu OyZeT yAOCTOBEPEHO BBIIOJTHEHHE BCeX TpeOOBaHUM,
YCTaHOBJIEHHBIX 3aKOHOZATEJIBCTBOM TOCYAAPCTB-WICHOB U aKTaMH, BXOZAIIMMH B IIPABO
Coro3za. [lna cepuii, NOCTYNAIOIIUX K3 APYrOro TOCYJApCTBa-WIEHA, [JOKA3aTeIbCTBa
momycka Ha pbrIHOK Colo3a [0 WX IOMeleHWs B 30HY peajn3alul IODKHBI OBITH



TIIATeIPHO IIPOBEPEHBI IIEPCOHAIOM, OOYYeHHBIM HaJIeXalluM 00pa3oM.

5.5. Xpanenue

76. JlexapcTBeHHBle CpeACTBAa U IIPM HEOOXOAMMOCTH Jpyras MeAMIIVHCKAas
IPOIYKIIHSA JOJDKHBI XPAaHUTHCSA OTZENBHO OT APYTUX IIPOLYKTOB, CIIOCOOHBIX OKa3aTh Ha
HUX BIWSIHWE, ¥ [JOJDKHBI OBITh 3alUIIEHbl OT BPEJHOTO BO3JEWCTBUSI CBeTa,
TEMIIEPaTyphl, BIOXHOCTH U JPYruX BHemHUX ¢aktopoB. Ocoboe BHUMaHUE ClefyeT
YZAENATh JIeKapCTBEHHBIM CPeICTBAM, TPEOYIOIUM CIEeI[MaTbHBIX YCIOBUI XpaHEHUA.

77. TpancnopTHas Tapa C JIeKapCTBEHHBIMH CpEACTBAMH IIPU HEOOXOAMMOCTH
IOJDKHA OBITH OYUINEHA Iepe]] pa3MellleHreM JIeKapCTBEHHbBIX CPeZiCTB Ha XpaHeHHe.

78. Cxyazckye onepanuy ZODKHBI 0OecIiednBaTh TpeOyeMble YCIOBUA XpaHEHHUd, a
TaKXe MepbI Oe30I1aCHOCTH.

79. lucTpubnionus JeKapCTBEHHBIX CPeACTB (OTTPy3Ka) AODKHA OBITH OpraHU30BaHA
TaKUM 00pa3oM, 4YTOOBI JIEKAPCTBEHHbBIE CpPEICTBA C MEHBIIUM CPOKOM TOJHOCTH
orrpysxanuck B nepsyio odepens (FEFO - first expire first out). OTKIOHeHUA OT JaHHOTO
TpeGOBaHUSA JOJDKHEI OBITH 33J0KyMEHTHPOBAHBL.

80. IIpn xpaHeHUM JIeKapCTBEHHBIX CPEICTB U OOpalleHWH C HUMU JOJDKHBI OBITH
IPUHATHL Mephl, HAIpaBJIeHHble Ha IpeJOTBpAllleHHe pACcCHIIAHUA, HapyLUIeHHUI
IIeJIOCTHOCTY YIIaKOBKY, KOHTAMUHAIIMY U TTepelyThIBaHuA. JlekapcTBeHHbIE Cpe/iCTBA He
IOJDKHBI XPAHUTHCSI HENOCPEeACTBEHHO Ha IIOJNy, 32 HCKJIIOYEHHWeM CiIydaeB, KOrza
yIaKOBKa CIIEIMaJbHO paspaboTaHa [ TaKOro XpaHeHWd (Hampumep, OajJIOHBI C
MEAUIIUHCKUM Ta30M).

81. JlexapcTBeHHBIE CpeACTBA, CPOK TOJHOCTH KOTOPBIX HCTEK, JOJDKHBI OBITH
He3aMe/[JINTeIbHO U3bATHl U3 KAaTerOPUM IPUTOIHBIX [JIA IIOCTaBKU 1160 (usnuecku
(u30IMpOBaHBl B CIIEIMAJbHOM IIOMEIIEHUH WM 30HE XpaHEeHHWs), OO0 C IIOMOIIBIO
3JIEKTPOHHBIX CPEZCTB, 00eCIIeYNBAIOIINX SKBUBAJIEHTHYIO H30JIALUIO.

Ananus CKJIAACKHUX 3d4IIaCOB OOJKEH IIPOBOAUTHCA PEryjaIaIpHO B COOTBETCTBHU C
TPE6OBEIHI/IHMI/I 3dKOHOIATEJIbCTBA TOCyAapCTB-4JI€HOB. BrraBnennsie OTKJIOHEHHUA
AJOJIZKHBI OBITH AOKYMEHTAJIbHO O(l)OPMJIeHBI, 1 B X OTHOIIE€HUH AdOJIXKHO OBITH IIpoBeNEHO
pacciaenoBaHUE.

5.6. YHUUTOXeHUE

82. JlexapcTBeHHbIE CPe/ICTBA, IIpeJHA3HAYEHHBIE [JI YHHYTOXEHU, JO/DKHBI OBITh
HaJJIeXaluM o0pa3oM IPOMapKUPOBAaHBI, XPAaHUTHCA OTJEIBHO B CIIEIIUAJIBHOM
IIOMeLIeHU! WIN 30He, JOCTYIl B KOTOpble OTrpaHMYeH, IIPU 3TOM OIlepallud C HUMH
JOJDKHBI OCYIIEeCTBIATECSA B COOTBETCTBUY C IIMChbMEHHBIMU IIPOIelyPaMHu.

83. YHuYTOXeHHe JODKHO OCYIIeCTBIATHCA B COOTBETCTBUU C 3aKOHOZATEIBCTBOM
rOCYJapCTB-WIEHOB MU IPUMEHNMbBIMHI MEXIyHapOAHBIMU TPeOOBAaHUAMYU B OTHOIIEHUH
obpalieHus, TPAHCIIOPTUPOBKY U YHUYTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB.



3anucu 00 YHUYTOXEHHUU JOJDKHBI XPAaHUTHCA B TeYeHUE CPOKA, YCTAaHOBJIEHHOTO
3aKOHOZATeJIbCTBOM IOCyapCTB-4YJI€HOB.

5.7. IlogroroBka K OTTpy3Ke

84. Heobxomumo KOHTpPOIMPOBATH, YTOOBI K OTTPy3Ke OBLIM IOATOTOBJIEHBI
3aTpeOOBaHHBIe JIeKapCTBEHHBIE cCpefcTBAa. Ha MOMEHT IOATOTOBKM K OTTpPy3Ke
JIeKapCTBEHHbIE CPeJCTBA JO/DKHBI MMETh COIJIACOBAHHBIN IIOJTydaTeeM M OTIIPaBUTEIEM
OCTaTOYHBIH CPOK TOJHOCTH.

5.8. ITocTraBka

85. IlocraBka JIeKapCTBEHHBIX CPEACTB MAOJDKHA COIPOBOXKIATBHCA [OKYMEHTaMH,
IIpelyCMOTPEHHBIMM 3aKOHOJATEIbCTBOM TOCYJApCTB-YIeHOB (c4eT-(aKTypa, TOBapHO-
TPAHCIIOPTHAA HaKJaJHasd, MeXAyHapoJHasA HaKJIafHasA, MHBOWC, aBUaHAKIafHAA U Ap.). B
COTIPOBOJUTENBHBIX JOKyMEeHTaX JIeKapCTBEHHBIX CPeJCTB YyKa3bIBAIOTCA CleZAylolue
CBeleHUA: [aTa, HaUMeHOBaHUE JIEKAPCTBEHHOTO CpeZCTBA, HOMep cepuu (IapTum),
IIOCTaBIsAeMOe KOJIU4YeCTBO, JeKapCTBeHHasd (opMa, JO3MpPOBKA, HaMeHOBaHME U afpec
IIOCTABIIVKA, HAUMEHOBAaHHE M aJpec TIpys3oloiydarend (afpec MeCTa HAXOXIEHUI
OIITOBOTO CKJIAZIa, €CJIM OH OTJINYAeTCA OT afpeca IOpUIUYECKOro JIHIA), a TAaKXKe YCIOBHUI
TPaHCIOPTUPOBKU U XpaHEHUA.

3amucu O TOCTaBKe ITO/JIEeXXAT XPaHeHHUIO TaKUM 00pasoM, 4ToOsI OblIa obeciedeHa
IIPOCJIEXXMBAEMOCTb JABIKEHUS JIEKAPCTBEHHBIX CPEJCTB.

5.9. Oxcnopr

86. Opranmsanus, SKCHOPTUPYIOWIAA JIeKapCTBEHHBIE CPeJCTBA, IOJDKHA HMeETh
JULEH3NI0 WJIM WHBEe 3aKOHHBIE OCHOBAaHHMA B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
TOCyZapCTB-WIEHOB  JJA  OCYUIECTBJIEHHS  IeATeJbHOCTHM IO  JAUCTPUOBIOLMHU
JIeKapCTBEHHBIX CPE/ICTB MJIU JIMLIEH3UIO Ha IIPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB.

87. Hacroamue IlpaBuna mpuMeHSIOTCA K SKCIOPTY JIeKapCTBEHHBIX CPeJCTB B
nonxHOM obbveMe. Ecu sKcmopTupyeMble JleKapCTBeHHBIE CPe/ICTBA He 3apeTUCTPHUPOBAHBI
Ha Teppuropuu Co03a, OpraHM3alMA, SKCIOPTHPYIOWIAad JeKapCTBeHHbIe CpeJCTBa,
TIO/DKHA TIPefIpUHAT HeoOXOAWMEBIE Mephl, HaIlpaBleHHBle Ha IIpeJOTBpalleHue
IOCTYTUIEHUS JAHHBIX JIeKapCTBEHHBIX CpeZiCTB Ha prrHOK Corosa.

ITpu oKcmopTe JeKapCTBEHHBIX CPeJCTB OpraHU3aIlyd, OKCIOPTHUPYIOUIAL
JIleKapCTBeHHbBIE CPeJ/ICTBA, JOJDKHA YZOCTOBEPUTHCA, YTO IIOCTaBKa OCYIIECTBIAETCS B
aZipec Jul, MMEIOMNX 3aKOHHBIe OCHOBAaHMA IIONydaTh JeKapCTBEHHBIE CpeJCTBA B
COOTBETCTBUH C 3aKOHOZATETBCTBOM COOTBETCTBYIONETO TOCYAAPCTBA A AUCTPUOBIONIHI
TAHHBIX JIEKAPCTBEHHBIX CPEJICTB.



6. ITpeTensuu, Bo3Bpar, nomo3peHus B panbcuduramuu
Y OT3BIB JIEKAPCTBEHHBIX CPEJICTB U3 OOpalleHUA

6.1. ITpunnun

88. Bce mperensuwu, ciydam BO3Bpara, NMOJO3peHUA B (GanbCUPUKALMMU, a TaKXKe
OT3bIB JIEKAPCTBEHHBIX CpEeACTB U3 OOpalleHHsA JO/DKHBI OBITh JOKYMEHTAJIBHO
odopMIEHbI W ITPOAaHAJIU3UPOBAHBI B COOTBETCTBUM C YCTAaHOBJIEHHBIMHU IIPOIieLyPaMH.
CooTBeTCTByIOIIME 3alHUCH JOJDKHBL OBITH JOCTYIIHBI YIIOJHOMOYEHHBIM OpraHaM
rOCyAapCTB-4IEHOB.

89. Omenka BO3BpallleHHBIX JIEKAPCTBEHHBIX CPEJCTB JOJDKHA OCYLIECTBIATHCA IO
IPUHATHSA PelleHuA 00 UX 0J00peHuH AJd IIOBTOPHOU mocTaBKu. [I1d ycmemHoi 60pbObI
¢ danpcuduKanyueil AOLKHBI OBITH COTJIACOBAHHBIE AEHCTBUA BCEX YYACTHHUKOB IIEIIH
peau3amuy.

6.2. [Iperensun

90. IlpereHsunm [O/DKHBI OBITH 3apPerHMCTPHPOBAaHBI C yKasaHHeM Cezylomeit
nHGOPMAIVN: [aTa MOMydYeHHs IIpeTeH3NH, HauMeHOBaHUe OPTaHM3alMK WIN (aMuINL,
MM, OTYeCcTBO (IPM HAJIWYHMH) JTHUIQA, IPeAbABUBIIETO IIPETEH3UI0, KOHTAKTHBIE JaHHBIE
(Homep TenedonHa u ¢dakca (IpU HATUYIUHN), DIEKTPOHHAS IIOYTA, afipec), HaNMeHOBaHUE
JIEKapCTBEHHOTO CPeZCTBA, JIEKAPCTBEHHOU (OPMBI, JO3UPOBKA, HOMEp cepuu H (MIIN)
napTuu, 06eM, IPUYKUHA IIPETEH3UH U IIP.

IIpu »>TOM Heo6XOZWMMO Ppa3nUyYaTh IPETEH3UWM B OTHOIIEHWM KadyecTBa
JIEKapCTBEHHBIX CPEJICTB U IIPETeH3UU B OTHOUIEHUN COOJIOZeHUs TpeOOBaHUI U yCIOBUM
TUCTPUOBIOIUH.

91. B cry4ae ecnu mpeTeH3Us OTHOCHTCA K KaUeCTBY JIEKAPCTBEHHBIX CPEJCTB MU
IIpe/IioaraeTcs HaJIu4yue HeJ06pPOKaYeCTBEeHHBIX (dpanpcuprupOBaHHBIX)
JIEKAPCTBEHHBIX CPEZACTB, IPOM3BOAUTENb U (WIM) JAepXKaTelb PETUCTPAIOHHOTO
YZOCTOBEPEHUSI JOJDKHBI ObITh YBeZOMIEHBI 00 3TOM He3aMeIIUTEIbHO.

92. B oTHOmeHMM TIpeTeH3WH IO COOMIOZEHHIO TpPeOOBaHUHI U YCIOBHUil
AUCTPUOBIONUY [JODKHO OBITh IIPOBeZIeHO pacciefjoBaHME C IebI0 yCTAaHOBIEHH
MCTOYHUKA (CyOBeKTa) UM IPUYMHBI IPeAbABICHNUS TPeTEH3UH.

93. s paboTsl C IMpeTeH3USIMU IOJDKHO OBITh HAa3HAYEHO CIEeLHaTbHOe JIHIO, a
TaKXKe MOTYT IIPUBJIEKAThCA [Jpyrue PabOTHUKU JUCTPUOBIOTOPa B HEOOXOZMMOM
KOJINYeCTBE.

94. Ilo pesynbraTaM pacciefjOBaHMA W aHAJIMU3a B OTHOIIEHWU IIPETeH3UU IpHU
HeOOXOAMMOCTH [JOJDKHBI OBITH IPEAIPUHATH COOTBETCTBYIOIIVE MephI, BKIIOYASL
KOPPeKTHpYIOIue U IpefylpeXxaaline AelCTBUA, B TOM YHCIe yYBeJOMJIeHHe, €CJIH 3TO
HeOOXOZMMO B COOTBETCTBUM C YCTAHOBJIEHHBIMH TPeOOBAHMAMHU YIIOJTHOMOYEHHBIX
rOCy/JapCTBEHHBIX OPTaHOB I'OCYJapCTB-YJIeHOB.



6.3. Bo3BpameHHsbIe 1eKapCTBEHHBIE CPEAICTBA

95. Omepanuu c BO3BpalleHHBIMU JIEKAPCTBEHHBIMU CPeJCTBaMHU  JIOJDKHBI
OCYIIEeCTBIATHCA B COOTBETCTBUHU C JOKYMEHTHPOBAHHBIMHU IIPOLELyPaMH, OCHOBAHHBIMU
Ha OILIeHKe PHCKOB, C y4eTOM CIeUM(PUKH JIeKapCTBEHHBIX CPeJCTB, CIIeIMaIbHbIX
YCIOBMM XpaHeHMd, a TakXe BpeMEeHHM, IIPOIIeJIIero C MOMEHTa IIepBOHa4aJIbHOM
oTrpysku. BosBpar ocymecTsigercs B COOTBETCTBHUM C 3aKOHOJATeIbCTBOM TOCYJApCTB-
YIEHOB U JOTOBOPHBIMH O0s3aTeIbCTBAMU MEXIY CTOPOHAMH, YYACTBYIOIIMMHU B BO3BpATe
HIPOAYKIUH.

96. JlekapcTBeHHBIE CpeJiCTBA, KOTOphIe paHee OBLIM OTTPY>KEHBI, MOTYT OBITH
BO3BpAIlleHbl B KAaTeTOPUIO IIPUTOAHBIX JJII IIOCTaBKM TOJBKO B TOM CJIydae, eClIu
BBITIOJTHEHEHI BCe CyIeyIoliye yCAOBHUA:

I1€JIOCTHOCTh BTOPHYHOH (IIOTPeGUTENIBCKOM) YIIaKOBKY JIEKAPCTBEHHBIX CPEZCTB He
HapylleHa, OTCYTCTBYIOT  CJIeAbl  IOBPEXJeHHUI, OTCyTCTByeT  MAapKHUPOBKa,
HeIlpeflyCMOTPeHHast IIPOU3BOAUTEIEM, CPOK TOSHOCTH He UCTEK, IPOLYKIVI He OTO3BaHA
13 oOpalleHus;

IIOJTy9aTeshb IIPeJCTaBUJI JOKYMEHTSI, TOATBEPKIAIONINEe COOII0IeHHe CIIeIIMaTbHbIX
YCIOBUU XpaHeHUA U TPAaHCIIOPTUPOBKH;

JIeKapCTBEHHBIE CPEeZICTBAa OBUIM IIPOBEPEHBI U OIleHEHBl KOMIIETEHTHBIM JIHIIOM,
Ha3HAYEeHHBIM JIJIS BHIIIOJTHEHUS TAHHBIX TeHCTBUII;

DUCTPUOBIOTOP pacIiojiaraeT JOKa3aTeIbCTBAMM TOTO, YTO JeKapCTBEHHBIE Cpe/CTBa
OBLTM IIOCTaBJIEHBl JAaHHOMY IIOJydYarelqio (COIJIACHO IPWIOXKEHHBIM  KOIHAM
COOTBETCTBYIOIIUX COIPOBOJUTEIBHBIX JOKYMEHTOB): HOMEp Cepuu M (WIM) NapTHH
COBIIaJIaeT C YKa3aHHBIM B JOKyMEHTaX, OTCYTCTBYIOT OCHOBaHHUA IIOJIAraTh, YTO JAHHBIE
JIleKapCTBeHHbIe Cpe/icTBa GaTbCUUIIUPOBAHBL.

JlexapcTBeHHbIE CpeZCTBa, TpeOyIole OCOOBIX TeMIIepaTyPHBIX YCIOBUHM XpaHEeHHH,
MOTYT OBITH BO3BpAllleHBI B KAaTE€TOPUIO IIPUTOIHBIX JJA IIOCTAaBKU, €CIM HMEIOTCS
NOKyMEHTAJIbHbIE JOKa3aTeJIbCTBA TOTO, YTO OHM XPAaHMWJIMCh M TPaHCIOPTHPOBAJIWCh B
HaJIJIe)KallyX YCIOBUAX B Te4eHHe BCero BpeMeHM.

97. B cimydae BBIABIEHHS JIOOBIX OTKJIOHEHUHM HEOOXOZUMO IIPOBECTH OLEHKY
PHUCKOB, ITO3BOJIAIONIYIO YCTAHOBUTH COXPAHHOCTb JIEKAPCTBEHHBIX CPeACTB. Jl0DKHEI OBITH
COOpaHEHI U OIleHeHHI JOKa3aTeIbCTBA IO CIeAyIOIUM 3TalaM:

a) ITOCTaBKa II0JTyYaTeio;
6) mpoBepKa IPOAYKIUK (MIeHTUDUKAIIVSA);
B) BCKPbITHE TPAHCIIOPTHO#H yIIaKOBKY (KOHTeHHepa IJIs ITOCTaBKH);

I) BO3BpAaT JIEKAPCTBEHHBIX CPEJCTB B TPAHCIOPTHYIO YIAKOBKY (KOHTeHHep M
TTOCTaBKM);

I) cO60p U BO3BPAT JIEKAPCTBEHHBIX CPEZICTB JUCTPUOBIOTOPY;

E) IIOMeIlleHrne JIEKApCTBEHHBIX CPEeACTB B CIEIHAJbHYIO 30HY XpPaHEHUI



TUCTPUOBIOTOPA.

98. IlpueMka BO3BpalleHHOH NIPOAYKIUM Oe3 JOKyMEHTAaJIbHOTO OG(OPMIEHUS
3aIrpemaeTcs.

99. JlekapcTBeHHBIe CpeJCTBA, BO3BpallleHHbIe B KAaTeTOPUIO IIPUTOAHBIX I
IIOCTaBKH, MOJDKHBI OBITH pasMelleHBl TAaKUM OOpa3oM, YTOOBI CHCTeMa OTTPY3KH
IPOAYKLUMH C MEHBUINM CPOKOM romHocTu B nepsyio odepens (FEFO) ¢ynxkuunonuposara
abdeKTUBHO.

100. TloxumieHHBIe JIeKapCTBEHHBIE CPEACTBA, KOTOpHIe OBLIM OOHApYXeHSBI, He
MOTYT OBITH BO3BpAllleHBI B KATETOPUIO IIPUTOAZHBIX [JIA IIOCTAaBKU MU IIOCTaBJIEHBI
TIOJTy JaTe LaM.

6.4. QanpcudunpoBaHHbIE JIEKAPCTBEHHbIE CPECTBA

101. JlucTpubsioTop HOKEH He3aMeAJIUTeIbHO NH(DOPMUPOBATh YIOIHOMOYEHHBII
OpraH TroCyJapCTBa-4wieHa, a Takke Jep)KaTejs PerucTPallMOHHOTO YAOCTOBEPEHHI
JIEKapCTBEHHOTO IIpelrapara O cjIydae BbIABIEHUA (HaTbCUPUIMPOBAHHOTO IPOAYKTA WU
0 HWINYHUY TIOAO3peHul B Tako# danbcudukanuu. JanHas nHGOpMALuA IODKHA OBITH
3aUKCHPOBaHA [JOKYMEHTAJIbHO B COOTBETCTBUM C YCTAHOBJIEHHBIMH IPOLELypaMu C
COXpaHeHHeM BCeX WMCXOIHBIX NAHHBIX, U B ee OTHOIIEHWH [JOJDKHO OBITH IIPOBENEHO
pacciiejoBaHUe.

102. QanscubuuupoBaHHble JE€KAapCTBEHHBIE CPEACTBA, OOHAPY)KEHHbIe B LU
peayn3anyy, SODKHEI OBITH He3aMeIIUTeTbHO (PU3MYECKH M30IMPOBAHbI M IIOMEIIeHbI Ha
XpaHeHUe OTAENbHO OT APYToi IPOAYKIIUY B CIEIIUATBHO BBIJETEHHOM IIOMEIeHUY WU
30HE, IOCTYII B KOTOPble OTpaHUYEH.

103. Bce omepamum ¢ ¢arbCUPUINPOBAHHBIMU JIEKAPCTBEHHBIMU CpeACTBAMH
TOJDKHBI OBITH JOKyMEHTAJIbHO OOPMIIEHBI, C COXpaHEeHUEeM 3aIIHCei.

6.5. OT35IB U3 OOpaIeHusI

104. DddeKTUBHOCTD JEHUCTBUI 110 OT3BIBY JIEKAPCTBEHHBIX CPEJCTB U3 OOpalleHusd
TOJDKHA PeTyJIIPHO OLIeHUBAThCS (He pexxe 4eM 1 pas B rox).

105. [lomxHa CyIiecTBOBaTh BO3MOXXHOCTh MHUIIMMPOBATh AEHCTBUA IO OT3BIBY U3
obpaleHns JJeKapCTBEHHBIX CPeZICTB B KpaTJailIue CPOKHU B IIO00M MOMEHT BPeMeHH.

106. JucTprGhIOTOp LOJDKEH CIef0BaTh yKasaHUAM WHGOPMAIMOHHOTO NMHUCHMa 00
OT3bIBe U3 OOpalleHus, KOTOpOe IIpU HEOOXOAMMOCTH MOJDKHO OBITH yTBEPXKAEHO
YIIOJTHOMOYEHHBIM OPTaHOM TOCyJapCTBa-WiIeHa.

107. [e#icTBUS 1O OT3BIBY M H3BATHUIO U3 OOpallleHUs JOJDKHBI JOKYMEHTAIBHO
opopMIATECA B MOMEHT MX OCYIIeCTBJIEHHUSI B COOTBETCTBHU C YCTaHOBJIEHHBIMU
nporenypamMu. JJoKyMeHTanus IO OT3BIBY AOJDKHA OBITH JOCTYIIHOHM YIIOJTHOMOYEHHBIM
OpTaHaM roCyJapCTB-4JI€HOB.



108. 3amucu, oTHOCAIKMECS K AUCTPUOBIONVHN, AODKHBI OBITH JOCTYIHBI AJI JINIA,
OTBETCTBEHHOT'O 33 OT3bIB JIEKAPCTBEHHBIX CPEJCTB U3 OOpaIleHMA, U JOJDKHBI COEPIKaTh
TOCTaTOYHYI0 HH(GOPMAIIUIO O AMCTPUOBIOTOPAX JIEKAPCTBEHHBIX CPEACTB U O IIPSIMBIX
nosrydarensx (azpec, Homep TenedoHa u HOMep dakca (IPH ero HaJIHMYNU), KOTOPBIE
TOJDKHBI OBITH TOCTYIIHBI B paboure U Hepabouue 4ackl), BKJIIOYAsA JaHHBIE B OTHOIIEHUH
SKCIOPTUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U MX 00OpasioB (HOMep cepuu u (WIIHN)
IapTUY, HAauMMeHOBaHWe, JeKapCTBeHHas ¢opMa, [JO3MPOBKA, a TaKXKe IIOCTaBIEHHOEe
KOJIMYECTBO).

109. IlocnemoBaTe IbHOCTD BBIIIOJHEHUS JeMCTBUM, OCYIIeCTBIAeMBIX IIPH OT3bIBe U
U3BATHHU CepUH U (MJIM) NMAapTUU JeKapCTBEHHOTO CPefiCTBA M3 OOpalleHMs, JODKHA OBITh
JTOKYMEeHTaJIbHO OpOpMJIeHa M OTpaXkeHa B UTOTOBOM OTYeTe.

7. [JeaTenpHOCTSD, IepefaBaeMas Ha ayTCOPCUHT

7.1. ITpuniun

110. JIro6as meATenbHOCTh, HA KOTOPYIO pacIpocTpaHsiorcsa Hacrosmue [Ipaswa,
IepeflaHHAs Ha AyTCOPCHHT, JMAOJDKHA OBITh HaAjIeXamuM oOpa3oM oIpefeseHa U
COTJIaCOBaHA, [JOJDKHA KOHTPOJIMPOBATBCA BO U30e)XXaHMe PAa3HOUYTEHWH, CIIOCOOHBIX
IIPUBECTU K HAPYLIEHUIO COXPAaHHOCTH JIEKaPCTBEHHBIX CPeACTB. [lomkeH OBITH 3aKI0YeH
IIMCHMEHHBIH JOTOBOP MEXZY JUCTPUOBIOTOPOM-3aKa3dYNKOM U UCIOJIHUTEIEM, B KOTOPOM
YEeTKO OIpeieieHbl 00A3aHHOCTH KaKJ0# U3 CTOPOH.

7.2. 3aka3uuk

111. 3aka3uyuk HeceT OTBETCTBEHHOCTb 32 [JeATeIBHOCTh, II€PeJaHHYI0 Ha
ayTCOPCHHT.

3aKasuuK [JO/DKEH YOeZUTHCS B KOMIIETEHTHOCTH WCIIOIHUTENS [JIS BBIIOJTHEHUS
0053aTeIBCTB 110 JOTOBOPY M 00ecleynTh COOIIOfEeHHEe WCIIONHUTeNIeM TpeOOoBaHUI
HaZJIeXXamei AUCTPUOBIOTOPCKOM MPAKTHKK IIOCPEJCTBOM YCTaHOBJIEHUS B [JOTOBOPE
COOTBETCTBYIONIUX YCIOBHUI U IPOBEEHUS IIPOBEPOK.

ITpoBepka IpPaBOMOYHOCTH, KOMIIETEHTHOCTHM U BO3MOXHOCTH MCIIOJHUTENA
BBIIIOJIHATL yCJAOBUA [JOTOBOpPa [OJ/DKHA IIPOBOJUTHCA [JO Hadajga OCyIIEeCTBICHUS
JeATeJIbHOCTH, ITIepeJaHHOM Ha ayTCOPCHHT, a TaKXe B CJIydae CylleCTBeHHBIX U3MEHEeHUHN
TaKOM JleATeNbHOCTH. IleproguyHOCTS IPOBeIleHUA IIPOBEPOK JeATeIbHOCTH, IepeJaHHON
Ha ayTCOPCUHT, JOJ/DKHA OIIpesleiAThCS Ha OCHOBAaHMM aHaIu3a PUCKOB. CPOKU U yCIOBUSL
IIPOBeZeHUs IIPOBEPOK [JOJDKHBI OBITH COTJIACOBAHBI CTOPOHAMMU.

112. 3axa34yuK IIpefoCTaBIIAeT UCIIOJHUTENIO BCIO HHPOPMAILNIO, HEOOXOAUMYIO IJI
BBIIIOJIHEHUA  [JIeATeJIbHOCTH, IIepeJJaHHOM Ha ayTCOPCHUHT, B COOTBETCTBHUH C
TpeGOBaHUAMY, IPUMEHUMBIMHU K JIEKAPCTBEHHBIM CPEJICTBAM, a TAKKe JIOOBIMU IPYTUMU
IPUMEHUMBIMU TPeOOBaHUAMMU.



7.3. UctionuuTens

113. Wcnonuurensb OJOJIDKEH HWMEThb HEO6XO,Z[I/IMLIG IIOMellIeHud M O60py,I[OBaHI/Ie,
AJOKYMEHTHPOBAHHbBIE IIPpOLL€AYPBI, 3HAHMHSI U OIIBIT, 4 TdKXe KBaJII/I(l)PILLHPOBaHHBIfI
IIepCOHaJI AJIA HaJJIEKaIero BhIIIOTHEHN A Pa6OT (YCJIYI‘) II0 IOTOBOPY.

114. VicmorHuTENF HEe HOJDKEH IlepesaBaTh TPEThe CTOPOHE BBHIIOIHEHHWe PaboT
(ycmyru), BBITIOJIHEHHME KOTOPHIX IIOPYyYeHO eMy IO JOroBopy, 6e3 IpeiBapuTelbHOU
OLIEHKH ¥ OZOOpeHMs TaKOH Ilepe/lauyM 3aKa3uMKOM, a TaKXXe [0 ITPOBeJleHHUA IIPOBEPKHU
TpeThell CTOPOHBI 3aKa3YHMKOM MJIM HCIOTHUTeneM. J[oroBop MeXIy HCIIOTHHUTeNeM U
TpeTheil CTOPOHOMN JOJDKEH TapaHTHPOBAaTh, YTO MHGOPMAIUA O BBIIOIHAEMBIX paboTax
IIpeJICTaB/IAETCA B COOTBETCTBHH C JOTOBOPOM MEXZY 3aKa3YMKOM M HCIIOIHUTEIeM.

115. HWcnonHuTens He HODKEH OCYIIECTBIATh KaKue-JIMOO [OeHCTBHUA, KOTOpPBIE
MOTYT IIPUBECTH K IIOTepe KauecTBa JeKapCTBeHHBIX CPeZCTB 3aKa3uuKa.

116. WcnonHuTtens [JOMKEH COOOWATh 3aKa3yUKy JIOOyI0 HMHGOpPMAIUIO,
OTHOCSUIYIOCS K KadeCTBY JIEKAPCTBEHHBIX CPEACTB 3aKa3yMKa, B COOTBETCTBUU C
YCJIOBHAMHU JOTOBOPA.

8. CamomHCIIEKIINA ZUCTPUOBIOTOPOB

8.1. [IpuaIUI

117. CaMOMHCIIEKIMHU JOJDKHBI IIPOBOJUTHCA [JIA KOHTPOJIA 32 BHeApPEHUEM U
coGtofieHreM TpeOOBaHUN HajIeXaueil NUCTPUOBIOTOPCKOM IIPAKTUKU JIEKAPCTBEHHBIX
CPeJICTB, a TAKXKe C IeJIbI0 pa3paboTKU HEOOXOZMMBIX KOPPEKTUPYIOIIUX Mep.

8.2. CaMOMHCIIEKITHSA

118. [lomxma OBITh BHeZpeHa IIpOTpaMMa IIPOBeleHUA CAMOMHCIEKIIHH,
OXBaTBIBAIOIasgs B paMKax OIIpeJileIeHHOTO IIepuojia BCe acCHeKTHl Hajjlexanreit
TUCTPUOBIOTOPCKOM IPaKTHKU, TpPeOOBaHMUI 3aKOHOJATENBCTBA TIOCYAAPCTB-UJIEHOB,

PYKOBOJCTB U IIPOLIEYP.

119. CamomHCHeKIMM MOTYT OBITH pasfieleHbl Ha HECKOJIBKO CaMOCTOATEIBHBIX
IIPOBEPOK, OXBATHIBAIOIIMX  OTZeJbHbIE CTOPOHBI  JeATeJIbHOCTH  OpTaHU3allUU.
CamounHCIIeKIIUH ZOJDKHBI IIPOBOUTHCS CIIeIaIbHO Ha3HAYeHHbIM
KBOIM(HUIMPOBAHHBIM II€PCOHAJIOM OeCIpUCTpacTHO U TmaTenabHo. Jlomyckarorcs
ayJIuTHI, IIPOBOAVIMBIE HE3aBHCHUMBIMU BHEITHUMM 35KCIIEPTaMU, OZHAKO OHU He MOTYT
3aMeHATh CAMOMHCIIEKITUIO.

120. PesynbraTsl CaMOMHCIIEKIUI JOJDKHBI OPOPMIATHCA NJOKYyMeHTaabHO. OT4eThl
TOJDKHBI COZlep>KaTh BCIO MHQOpMAIUIO, MIOJTYUYeHHYIO B XoJe MHcIekuuu. Konua ordera
IO/DKHA OBITH IIpefCTaBlIeHa PYKOBOACTBY AMCTPUOBIOTOpA, a TakKXke WHBIM
3aUHTepeCOBaHHBIM JIUIIAM.



B CJIyd9d€ BbBIABICHUA HEAOCTATKOB HJIN OTKJIOHEeHU M H€O6XO,ZLI/IMO BBIACHUTDb HX
IIpU4YNHYy, 4 TaKXe paspa60TaTL n OJOKYMEHTAJIbHO O(i)OPMI/ITL KOppeKTHupyomue Hn
IIpeaynpexadamonmne I,HeI‘/JICTBI/UI 1 IIPOKOHTPOJINUPOBATDh NX BBIIIOTTHEHUE.

9. TparcnopTupoBKa

9.1. [IpuaIun

121.  [IucTpuOBIOTOp, IIOCTaBJAIOIIMI  JeKapCTBeHHBIE  CpPeZICTBA, O00A3aH
OCYILIECTBJIATh TPAaHCIOPTUPOBKY B YCJIOBHUAX, OOECIHEYHBAIOMIUX HX COXPAaHHOCTh U
IIeJIOCTHOCTB, 3aI[UTy OT BO37eiiCTBUA (DaKTOPOB OKpY’Kaloleil cpenbl, COOIIOfeHUe
HeOOXO/MOTO TeMIIEpaTypHOTO pexXuMa (yCIOBMIH XpaHeHHd), a TakKe 3alUTy OT
danpcupukanuy.

122. HesaBucumo oT cmocoba TPAaHCIOPTHUPOBKM HEOOXOJUMO 00ecreduTh
BO3MOXXHOCTBh IIOJATBEP)KAEHUA TOrO, YTO KAadeCTBO U LEeJOCTHOCTh JI€KapCTBEHHBIX
CpefCcTB He OBUIM  TIOABEPTHYTHI  HETATMBHOMY  BO3ZEHCTBMIO B  IIpoliecce
TPAaHCIIOPTUPOBKHU.

123. HJIaHI/IPOBaHI/Ie TPaHCIIOPTHUPOBKHU OOJXKHO OBIThH OCYyIIeCTBJIEHO Hd OCHOBAHNU
dHaJIN3a BO3MOXXHBIX PHUCKOB.

9.2. TpaHCcOpTHPOBKA

124. TpebGyeMsle yCIOBUA XpaHEHUA JeKapPCTBEHHBIX CPeZICTB JOJDKHBI COOTIONATHCS
B Te4YeHHEe BCEro BpeMeHHM TPAHCIOPTUPOBKM B COOTBETCTBUM C YKa3saHUAMU
IIPOM3BOAUTE A UIK HHPOPMaLyeil Ha yIaKoBKe.

B ciydae BOSHMKHOBEHHS TaKUX OTKJIOHEHHI, KaK HapyLIeHWe TeMIIepPaTypHOTO
PeXMMa HIM ITOpYa JIeKapCTBEHHBIX CPEJCTB B IIPOIlecce TPAHCIIOPTUPOBKHY, NH(POpMAIIHL
0 HUX JOJDKHA OBITH COOOIIEHa OTIIPAaBUTENIO U Ioay4aTenio. JJo/mkHa ObITh pazpaboTaHa
U JOKyMEeHTaJTbHO OGOpMJeHa IpOLeypa, OIpefendioulas NOPAZOK [eiCTBUI Ipu
BO3HUKHOBEHUU OTKJIOHEHUH U PacCiieJOBaHUY SaHHBIX (PaKTOB.

125. JJuctpubpioTop OODKEH 00eCIeYUTh YCJIOBHA, NIPU KOTOPBIX TPAHCIIOPTHBIE
cpencTBa M 00OpyZAOBaHUE, WCIONb3yeMble JJf TPAHCIOPTUPOBKU JE€KAPCTBEHHBIX
CPeZCTB, COOTBETCTBOBAIM OBI IIeJIAM MX HCIIOIB30BAaHUA M OBLIM HaZjIexKaluM 0OpasoM
YKOMIIJIEKTOBaHBI /I 3allUTBI OT HEXeJATeJbHOTO BO3JEHUCTBHA, KOTOpPOE MOXeT
IPUBECTH K IIOTepe KadecTBa JIEKAPCTBEHHBIX CPEACTB WU HAPYUIUTh I€JIOCTHOCTb
YIIaKOBKHU.

126. TpaHCIIOpPTHOe CpeACTBO U ero o0OOpyZOBaHME, MCIIOAb3yeMble IS
TPAaHCIIOPTUPOBKM JIEKAPCTBEHHBIX CPEACTB, IOJDKHBI COZEPXKAThCI B UYUCTOTE U
IOJBEpraThCe OYMUCTKE M YOOpKe II0 Mepe HeOOXOZUMOCTH B COOTBETCTBUM C
TpeGOBAHUAMHM CAaHUTAPHBIX HOPM, YCTAQHOBJIEHHBIX 3aKOHOZATEIbCTBOM TOCYJApPCTB-
yineHoB. Jlo/DKHBI OBITH pa3paboTaHbBl NMUCHMEHHBIE IIPOLELYPhI IO OOCTY)XHMBAHUIO U



SKCIUTyaTallud TPAHCIOPTHBIX CPEeACTB U  OOOPYZOBaHMA, MCIIOJb3yeMbIX  JJII
OVCTPUOBIONNY JIEKAPCTBEHHBIX CPEJICTB, BKIIOYas OYUCTKY U MePBI O€30IIaCHOCTH.

127. Onpenenenue HeOOXOAMMOCTH KOHTPOJISA TEMIEPATYPhI JODKHO OCHOBBIBATHCS
Ha aHa/JIMW3e PHUCKOB, CBA3AHHBIX C TPAHCIOPTUPOBKOH JI€KAPCTBEHHBIX CPEJCTB IIO
BeIOpaHHOMY MapuipyTy. O6opyzoBaHUe, HCIOIB3yeMoOe A KOHTPOJSA TeMIIepaTypsl B
IIpollecce TPAaHCIIOPTUPOBKM, YCTAaHOBJIEHHOe HAa TPAaHCIIOPTHOM CpeACTBe WJIH B
KOHTelHepe, NODKHO IIPOXOAUTD IIepUOJUYECKOe TEXHHYeCKOoe 00CTy>KUBaHUeE, TIOBEPKY
U KaTHOPOBKY B COOTBETCTBUH C 3aKOHOJJATETCTBOM T'OCYJAPCTB-WIEHOB.

128. IIpu oOpameHuN C JI€KApPCTBEHHBIMU CPEACTBAMH CJIeLyeT II0 BO3MOXXHOCTH
HCIIOIB30BATh CIIeIMaIU3MpOBaHHBIe TPAaHCIOPTHEIE CpeficTBA M oOopyzoBaHme. Eciam
WCIIOJIB3YIOTCA HeCIel[MaTu3UpOBaHHEIE TPAaHCIOPTHBIE CpeACcTBAa U 00OpyZOBaHWE,
TOJDKHBL OBITH Pa3pabOTaHBI M IPHHATH B opMe NMUCBMEHHOTO NOKYMEeHTAa IPOIeZYpHI,
obecIieynBaolLIie COXpaHeHNe KayeCcTBa JeKapCTBEHHBIX CPEJICTB.

129. JlexapcTBeHHBIE CPeACTBA JOJKHBI OBITH JOCTAaBJIEHHI IIO apecy, YKa3aHHOMY B
NOKYMEHTaX Ha IIOCTaBKy, U IIepeJaHbl HEIOCPEJCTBEHHO B IIOMEIEHME IIOTydaTess.
JlexapcTBeHHBIE CpeICTBA He JOJDKHBI OCTABJIATHCA B KAKUX-TNO0 APYTUX IIOMEIeHUIX.

,ZLJUI OpraHM3alluM SKCTPEHHBIX JOCTABOK B Hepa6oq1/1e YacChI JOJIKEH OBITH Ha3HAYEH
CHGHHHHHBHPOB&HHBIﬁ IIepCcoHaJ, ,Z[efICTBYIOIlLHfI Ha OCHOBaHMHM JAJOKYMEHTHPOBAHHBIX

Ipolenyp.

130. TparcnopTrpoBKa TPETBUMU JIULAMH JOJKHA OCYINECTBIATHCA HA OCHOBAaHUH
ZOrOBOpPa, COJiepXallero TpeOOBaHMUA, yCTAaHOBJIEHHBIE B IIOZpasfiesie 7 HACTOAIIETO
pasziena. TpaHCIIOpTHBIe KOMIIAHMM [JOJDKHBI OBITh yBEJOMJIEHBI O TpPeOOBaHUAX K
YCJIOBUAM TPaHCIOPTHUPOBKU JIEKAPCTBEHHBIX CPEJICTB.

OTBeTcTBEHHOCTP 3a COONMIOZEHWE YCIOBUHM TPAaHCIIOPTUPOBKYU JIEKAPCTBEHHBIX
CpeICTB BO3JIaraeTcCs Ha JUCTPUOBIOTOPA.

131. B ciry9asx xorga TpaHCIOPTUPOBKA COIPOBOXKAETCS ONlePAIIUAMU II0 Pa3rpysKe
1 OOpaTHOI 3arpy3ke MJIM BKIIOYaeT B cebOs TpPaH3UTHOe XpaHeHUe, HeoOXOAMMO
obecreyuTh HAJJIEXall{e YCJIOBUA IIPOU3BOACTBEHHON Cpebl IIOMEIeHWH U
6e30I1aCHOCTB XpaHEeHUA Ha TPAaH3UTHBIX CKIazax. K ycroBuAM IIpou3BOACTBEHHOM Cpesbl
IIOMeIeHUH, KOTOpble JO/DKHBI KOHTPOJIUPOBATHCS, OTHOCITCSA: TEMIIEPATYPHBIA PEXUM,
OCBEellleHHOCTb, BIAKHOCTD BO3/LyXa U YHCTOTA.

JO/DKHBL  OBITH IpPeNUPUHATHI MepBl [ COKpAalleHUs IIPOJOJDKUTENTBHOCTH
BpeMeHHOI'O XpaHeHU IepeJ, CaeyIolUM 3TallOM TPAaHCIIOPTUPOBKH.

9.3. Tapa, ynmakoBka ¥ MapKHMpPOBKa

132. .HeKaPCTBeHHBIe CpencTBa OOJIZKHBI TPAHCIIOPTHPOBATBHCA B TPaHCHOPTHOﬁ Tape,
KOTOpaAa He OKA3bIBA€T HETaTHBHOI'O BIMAHUA Hd X KAa9€CTBO U obecrieuynBaeT HaAeXHYIO
3aITY OT BHEITHETO BOB,II;EfICTBI/I}I, B TOM dYHCJI€ IIPpeNOTBpalllda€T BO3MOXKHOCTH
KOHTaMHWHAII1H.



Br160p TpaHCIIOPTHOM Tapbl U YIAaKOBKM [JOJDKEH OCHOBBIBATHCA HAa TPeOOBAHUAX K
YCJIIOBUAM XpaHEHWUs U TPAHCIOPTUPOBKU JIEKAPCTBEHHBIX CPEACTB, Ha oOOBeEMe,
HeOOXOJMOM I pasMelleHHUs TpeOyeMOro KOJIMYecTBa, IIpeJIoIaraeMbIX KoJeOaHuIX
TeMIlepaTypbl OKpYyXalolllel cpenbl, IIpeAllojaraeMoili MaKCHUMaJIbHOH IJINTEIbHOCTU
TPaHCIOPTHUPOBKH, BKJII0Yasd BpeMeHHOe XpaHeHNe Ha TAMOXXeHHBIX CKJIaJaxX.

133. [l obecrieueHNs HaZJIeXallero OOpauleHNs ¢ JIeKapCTBEHHbIMU CPEACTBAMU U
ypOBHS 0€30IacHOCTM Ha TPAaHCIOPTHYIO Tapy ZOJ/DKHA OBITh HaHeceHAa MapKHPOBKa,
cofiepKauas HeoOXoAuMyIo MHGOPMAIUIO O TPeOOBaHUAX IO OOpAIEeHUIO U XPAaHEHHIO
DAaHHOM TPaHCIIOPTHOMH Taphl C JIEKAPCTBEHHBIM CPEJACTBOM, a TAKXe O HEOOXOJMMBIX
Mepax IIpefocTopokHoCTU. MHopmamus Ha TpaHCIOPTHOI Tape HOJDKHA 0OeclieurBaTh
BO3MOXXHOCTH UAEHTUDUKALNU COLEPXKUMOTO ¥ UCTOYHUK €TI0 IIPOUCXOKIeHUA.

9.4. JlexapcTBeHHBIE CpeLCTBA, TpebyIomre 0co60T0 obpaleHus

134. ITpu TpaHCIIOPTHPOBKE TaKKUX TPeOYIOUMX 0COO0Tr0 OOpaleHHs JTeKapCTBEHHbIX
CpencTB, KaK JIEKapCTBEHHBIE CpeJCTBA, COJepKalllie HApKOTUYeCKHe CpesCTBa,
IICUXOTPOIIHBIE BEIeCTBA U MX IPEKYPCOPHI, bl (ILOBUThIe BeleCTBA) U IIOJJIEXKAlye
0COOBIM BHJAM KOHTPOJA B COOTBETCTBHU C 3aKOHOJATEJIBCTBOM T'OCYZAPCTB-UJIEHOB,
TUCTPUOBIOTOP AOJDKEH O0ecIednTh Oe30TacHBIM M 3alIUIIEeHHBIH OT HeIPaBOMEPHOIO
ZOCTyIIa PEXUM TPAaHCIIOPTUPOBKUA B COOTBETCTBHH C TPeOOBAHHAMH 3aKOHOJATEIbCTBA
TOCYZapCTB-4JIEHOB.

JlomxHBI OBITH CO3JAHBI [JOIOJIHUTEIbHBIE CHCTEMBI KOHTPOJSA B OTHOIIEHUU
IIOCTABOK YKa3aHHBIX JIEKAPCTBEHHBIX cpeAcTB. JlomkHa OBITH paspaboTaHa U
IOKyMeHTaJIbHO OoopMjeHa IIpollelypa, ollpeesdiomas MOpALoK AeHCTBUI B caydae UX
xumeHyd. JIro0ble cIyyay XUIIEeHUH JOLKHBI OBITh JOKYMEeHTHPOBAHEI.

135. OmacHble (BBICOKOAKTHBHBIE) M PafHOAKTHBHBIE JEKAapCTBEHHbIE CpeCTBa
JOJDKHBI TPAaHCIIOPTUPOBAaThCA B 3alIUINEHHBIX, CIEIMaJIU3HPOBAaHHBIX U HaJeXHBIX
TPAaHCIOPTHBIX cpefcTBax. [IpuHMMaeMble Mepbl 0€30MIaCHOCTH JODKHBI COOTBETCTBOBATH
3aKOHOJ]aTeIbCTBY TOCYZapPCTB-YJI€HOB 1 MEXAYHApOJHBIM JOTOBOPAaM.

136. [Jna obGecmeueHus  TpeOyeMbIX  yCJIOBUH  TPAaHCIOPTHPOBKM  IIPH
TPAaHCIIOPTUPOBKE  TEPMOJIAOMIBHBIX  JIEKAaPCTBEHHBIX  CPeICTB  MJOJDKHBI  OBITH
WCIIOIB30BAaHbI CIIelMaIbHOe OOOPYZOBaHHE MM CpeACTBa (M30TepMHYecKas yIIaKOBKa,
KOHTeHepHI), a TakKXKe TPAHCIOPTHBIE CpeACTBA, OOecleYMBAIOLIYe IIOAAepKaHUe
TpeOyeMOro TeMIIepaTypHOTO PeXuMa.

Tpancmoprasle  cpexacrtBa,  obecreumBamomue — IOAAep)kaHHe  TpeGyeMoro
TEMIIEPATypHOTO peXXuMa, U 000pyOBaHUe, UCIIOIb3yeMOe JJIs KOHTPOJII TEMIIEPATypPHL B
IIpollecce TPAHCIOPTUPOBKU TEPMOJIAOWJIBHBIX JIEKaPCTBEHHBIX CPEeZCTB, J[OJDKHBI
IPOXOAUTHh IIePUOANYECKOe TeXHUYecKoe OOCTyXUBaHUe, IIOBEPKYy M KaJIHOPOBKY.
HeobxozmMoO TIpOBOAMTH aHAMW3 TeMIEPATypPHOTO KapTHPOBAHUA C COOJIIOZeHUeM
YCJIOBUM, OTPa)KAIOIIUX IIapaMeTpPhl SKCILTyaTalluy, U C Y4€TOM CEe30HHBIX KOJIeOaHU.

Ilo 3aIIpoCy IOJIydaTesss AOJIXKHBI OBIThH IIpeACTaBJI€Hbl JdHHBIE, IIOATBEPIXKAAIOMIIE



coOMofleHre  TeMIIepaTypHOTO  peXuMa IIpH XpaHeHUM U  TPaHCIOPTHPOBKE
TEPMOJIA0MIBHBIX JIEKAPCTBEHHBIX CPEJCTB.

137. XiramosneMeHTHI B M30TEPMHYECKUX KOHTeHHepax HOJDKHBI OBITH Pa3MeIleHbI
TaKUM OOpa3oM, YTOOBI OTCYTCTBOBAJI IIPAMOM KOHTAKT C JIEKAPCTBEHHBIMH CPeACTBAMH.
Ilepconan pmomkeH OBITH OOydueH TpeOOBaHHMAM IIPOIEAYp IO IIOATOTOBKE
M30TEPMUYECKUX KOHTEHHEpOB (C y4YeTOM Ce30HHBIX OCOOEHHOCTell), a Takxke
TpPeOGOBAHHAM K IIOBTOPHOMY HCIIOJIb30BAHUIO XJIaZI03IEMEHTOB.

JloyxHBI 6BITH pa3paboTaHbl MEPHI, HAlIpaBJIeHHbIe HA IIPeJOTBpallleHre IIOBTOPHOTO
KMCIIOJIb30BaHUSA  HEMOCTATOYHO OXJKIEHHBIX  XJIamodieMeHTOB. JlokHa  OBITH
obecrreueHa HajIexamas ¢GU3NYeCKas M30JANNS OXJIAKIEHHBIX U 3aMOPOXKEHHBIX
XJIaZI03JIEMEHTOB.

ITpomecc mOCTaBKM TepMOJIAOMIBHBIX JEKaPCTBEHHBIX CPEJACTB C yIeTOM KOHTPOJIA
CEe30HHBIX KOJeOaHUIl TeMIlepaTyp MAOJDKeH OBITh ONKWCaH B [JOKYMEHTHPOBAaHHOI

mpoleznype.



