GDP Egpa3uiickoro xoHomu4eckoro Corosa

Coser EBpa3suiicKoil 3JKOHOMHYECKOU Komuccuu. Pemenue ot 3
HOsA0ps1 2016 r. Ne 80 00 yrBepkaeHUM NpaBUJI HaAJIeKaIIel
TUCTPUOBIOTOPCKOM NMPAKTUKM B pamMKax EBpa3uiickoro
Ixronomuveckoro Corosa.

B cootBercTBuu co cratheil 30 Jorosopa o EBpasuiickom akoHOMHUYECKOM coro3e oT 29 mast 2014 roaa,
crarbeii 11 Cornamnienus 0 eIMHbIX TPUHILIKIIAX U MTPaBUIIaxX 00paleHHs JIEKApCTBEHHBIX CPEJCTB B paMKax
EBpasuiickoro s3xkoHOMU4ecKoro coro3a ot 23 aexabps 2014 roga, myHkrom 85 mpuiioxkenus N 1 k
Pernamenty pabotsl EBpa3zuiickoit 5KOHOMHUYECKOM KOMHUCCHH, YTBEpKACHHOMY Pemenrnem

Bricmiero EBpasuiickoro sxonomuyeckoro coera ot 23 aexabpst 2014 r. N 98, u Pemennem Briciiero
EBpazuiickoro sxonomuueckoro coera ot 23 nexadps 2014 r. N 108 «O peanuzanuu CornamieHus o
€IMHBIX MPUHIMIIAX U MPaBHIaX 00PAIICHNUs JIGKAPCTBEHHBIX CPENICTB B paMKax EBpazuiickoro
SKOHOMMYECKOTO coro3a «CoBeT EBpa3uiickoil SKOHOMHUYECKON KOMUCCHH PEILNI:

1. YTBepauts npunaraemele [IpaBuia Hajuiexalei TUCTpuObIOTOPCKOM MPAaKTUKK B pamKax EBpasuiickoro
SKOHOMMYECKOT'O COI03a.

2. [IpaBuna, yTBep:KI€HHbIE HACTOSIIIUM PerienremM, BCTYNalT B CUITY MO UCTeYeHHuHu 1 rona ¢

JaThl BCTyIUIeHUs B cuity [IpoTokosna, moanucanHoro 2 nexadpst 2015 r., o mpucoeiMHEHUN
PecriyOnuku Apmenust k CornaieHuio o eUHBIX MPUHIUIAX U MpaBuiax oOpalieHus JeKapCTBEHHbIX
CpelCTB B paMkax EBpa3uiickoro skoHOMH4YecKoro coro3a ot 23 nekadbps 2014 roxa.

3. Hactosmee Pemenue BcTynaet B cuily o ucreueHud 10 kaneHJapHbIX JHEH ¢ JaThl BCTYTJICHUS B CHITY
ITpoTokomna, noanucanHoro 2 nexkadbps 2015 rona, o npucoennnennu Pecyonuku Apmennst k CorameHuto
0 €IMHBIX MPUHIUIAX U MpaBUIaX 0OpalleHus JeKapCTBEHHbBIX CPEJICTB B paMkax EBpasuiickoro
HKOHOMHUECKOT0 coto3a oT 23 aexabps 2014 rosa, HO He paHee ueM 1o ucredeHuu 10 KaaeHIapHbIX THEH ¢
naThl opUIMATEHOTO ONyOIMKOBaHUS HacTosIero Pemenus.

Unenst CoBera EBpasuiickoit SJKOHOMHUYECKON KOMUCCHUU:

Ot PecniyGnuku ApmeHus

B. I'aGpuensu

Ot Pecny6nuku benapych

B. MarromeBckuii

Ot Pecny6nuku Kazaxcran
A. Mamuu

Ot Keipreizckoit PecrryOnuku
O. ITankpaTtoB

Ot Poccuiickoi ®enepaunn
. lllyBanos



MPABWUJIA HAUIEXKAIIEN TACTPUBBIOTOPCKOM MMPAKTUKA B PAMKAX
EBPA3HIICKOIO SKOHOMHUYECKOT'O COIO3A

(VYtBepxknenn! Pemmenuem Cosera EBpasuiickoit skoHoMu4eckoi komuccuu ot 3 Hosiops 2016 . N 80 )
1. O0mue moJs1oKeHUs

1. HaCTOHI_HI/IC HpaBI/ma SIBJIAIOTCS YAaCThIO CUCTEMEBI 00EeCIIeueHNs KauecTBa 1 YCTAaHaBJIUBAKOT IIpaBUJjia B
OTHOILICHHH I[I/ICTpI/I6BIOLII/II/I JICKApCTBCHHBIX CPCIACTB.

2. TpeboBanust HacToAMMX [IpaBuil IPUMEHSIIOTCS B OTHOLICHUH BCEX JIUL, YYaCTBYIOIIUX B AUCTPUOBIOIIUH
JICKAPCTBEHHBIX CPECTB B COOTBETCTBUU C BBIMOJIHAEMBIMU HMH (DYHKIIMSMH, BKJIFOUYAs TUCTPUOBIOTOPOB U
MIPOU3BOIUTENCH JIEKaPCTBEHHBIX CPECTB, HE3aBUCHMO OT BEIOMCTBEHHOM NMPUHAIIC)KHOCTH U (HOPMBI
COOCTBEHHOCTH.

[enpro Hamnexame TMCTpuObIOTOPCKON MTPAKTHKY SBJISIETCS COOMI0OICHUE HAISKAITIX

YCIIOBUI XPaHEHUs1, TPAHCIIOPTHPOBKHU M PACIIPOCTPAHCHHUS, HEOOXOMMBIX JJIsi 00CCIICUCHUS

KayecTBa, 0e30macHOCTH M 3(h(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MO BCEH IIETIH TTOCTABKH, a

TaKXKe MPEOTBPAILCHHS PUCKA POHUKHOBEHHUS (HalIbCUPUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB B

nensb nocraBku. CobmroneHue TpedoBannii HacToamux [IpaBuin o0eceyuT KOHTPOIIb IETH TTOCTaBKU
MO3BOJIUT COXPAHUTh KAYECTBO M IIEJIOCTHOCTD JICKAPCTBEHHBIX CPEJICTB.

3. 'ocynapctBa — wieHbl EBpa3znuiickoro 5KOHOMUYECKOT0 COI03a (Jjajiee COOTBETCTBEHHO — I'OCYy1apCcTBa-
yieHsl, COr03) BIIpaBe NPUHUMATh HOPMATHBHBIE IPABOBBIE AKThI, PETYJIUPYIOLINE OT/IEIbHbIE ITAIIBI
JUCTPUOBIOLIMY JIEKAPCTBEHHBIX CPEACTB U HE IpoTHUBOpedalue HactosmuMm [IpaBunam (Hanpumep, 3Tamnsl
JTUCTPUOBIOLIUY JICKAPCTBEHHBIX CPEACTB, OTHOCUMBIX K IPYyINIaM HApKOTHYECKHX, IICUXOTPOIHBIX
JIEKapCTBEHHBIX CPEJICTB UJIM UX MPEKYPCOPOB, JIEKAPCTBEHHBIX CPEJCTB, OTHOCUMBIX K IpYyIIIe 0c000
SJTOBUTHIX (BBICOKOTOKCHUYHBIX) COCTUHEHUH, IEKAPCTBEHHBIX CPECTB, SBIISIFOIUXCS UCTOYHUKAMHU
MOHU3UPYIOLIETO U3ITYYEeHHUS).

II. Onpenenenust

4. lna ueneut Hacrosiux [IpaBui HCIIONB3YIOTCS MOHATHS, KOTOPBIE 03HAYAIOT CIIEAYIOLIEE:

«BaTUIALM — JOKYMEHTAIbHO O(pOpMIIEHHBIE NEICTBHS, TOKA3bIBAIOLINE, YTO IPOLEAYpa, POILIECC,
o0opyI0BaHuE, MaTepHall, ONepalsl UM CUCTEMa COOTBETCTBYIOT 3aJJaHHBIM TPEOOBAaHUAM U UX
HCIOJIb30BaHUE OyAET MOCTOSHHO NMPUBOJIUTH K PE3yJIbTaTaM, COOTBETCTBYIOLINM 3apaHee yCTaHOBJIEHHBIM
KpUTEPUSM NIPUEMIIEMOCTH;

«BO3BpPAT» — OTIPABKA JIEKAPCTBEHHBIX CPEACTB B aJIpeC MPOU3BOIUTEINS UIH TUCTPUOBIOTOPA HE3aBUCUMO
OT TOTO, UMEET JIM 3Ta MPOAYKIHUA Ae(eKT KauecTBa;

«IUCTPUOBIOTOP» — OpPraHu3alys ONTOBOM peanu3aliu, UMEoLas pa3pelIuTeNbHbI JOKYMEHT

Ha OCYUIECTBJICHUE IUCTPUOBIOINH, B TOM YHUCIIE HA XpaHEHHE U TPAHCIIOPTUPOBKY JIEKAPCTBEHHBIX
CPEICTB, U OCYLIECTBIIAIOMIAs JEATENbHOCTD 110 UX JUCTPUOBIOIUH;

«IUCTPUOBIOLINS» — NEATEIbHOCTh, CBSI3aHHAS C 3aKyIKOH (3aKymoM, MpuoOpeTeHHEM ), XpaHEHHEM, BO30M
(MMITOPTOM), BEIBO30M (IKCIIOPTOM), peain3anueii (3a HCKII0UEHUEM peai3alii HaceJIeHno) 6e3
OrpaHUYeHUs] 00BEMOB U TPAHCIOPTUPOBKOMN JIEKAPCTBEHHBIX CPE/ICTB;

«30Ha» — MOMEIICHUE WIH YacTh IIOMEIIEHNH, CIIELIUAIbHO MTPEIHA3HAUEHHBIX [

BBITIOJTHEHUS PA3IMYHBIX (DYHKIINT;

«Ka4eCTBO» — COBOKYITHOCTb CBOMCTB M XapaKTEPUCTUK JIEKAPCTBEHHOI'O CPEJICTBA, BIUSAIOIINX HA €r0
CIOCOOHOCTH JIeHCTBOBATH 110 HA3HAUYEHUIO;

«KBaTU(UKAIMD — JTOKYMEHTAIHHO 0(pOpMIICHHBIE AEUCTBUS, YIOCTOBEPSIONINE U MOATBEPKIAIOIINE, YTO
000py/1I0BaHUE WIIM BCIIOMOTaTeNbHbIE CHCTEMbI CMOHTUPOBAHBI JOKHBIM 00pa30M, MPaBUIBLHO
(YHKIMOHHUPYIOT U IEHCTBUTENBHO MPUBOIAT K 0’KUAAEMBIM PE3yJIbTaTaM;

«HaJJIeKaIIast TUCTPUOBIOTOPCKasl MPAKTUKa» — YacTh CUCTEMbI 0OeCIeueHusl KauyecTBa, rapaHTUPYIOLas
KaueCTBO JIEKAPCTBEHHBIX CPEJICTB HA MPOTSHKEHUH BCEX ATAIOB LIENH [TOCTABKY, BKJIIOYasi XpaHEHHUE U
TPaHCIIOPTUPOBKY, OT MPOU3BOAUTENS 10 CYOBEKTOB, OCYIIECTBISIONUIUX MPOU3BOICTBO, ONTOBYIO



peanu3aluio, pO3HUYHYIO pealn3aliio WU OTIYCK HACEIEHHUIO JIEKapCTBEHHBIX CPE/ICTB, BKIIOYas
OpraHU3aIMH, OCYIIECTBISIONINE MEAULIUHCKYIO JeSITeIbHOCTD;

«obecrnieueHre KauyecTBa JIEKApCTBEHHBIX CPE/ICTBY» — COBOKYITHOCTh BCEX

OpTraHU3aIMOHHBIX MEPOIPHUATHH, TPOBEIEHHBIX B LENISAX YAOBICTBOPEHUS TPeOOBAaHUAM KaueCcTBa
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUH C MX HA3HAUCHHUEM;

«0030p pHrCcKa» — 0030p UM MOHUTOPUHT PE3YJIbTATOB MPOIlecca YIPABICHUS PUCKOM C yUETOM (TIpH
HE0O0XOIMMOCTH ) HOBBIX 3HaHUH U OIbITa OTHOCUTENILHO PHUCKA;

«OT3BIB» — JIEMCTBUE, KOTOPOE HANPABIICHO HA U3BATUE U3 LIEIH ITOCTABKU JIEKAPCTBEHHBIX CPE/ICTB B
Cllyuyae BBISBJICHUS MX HEHAJUIEXKALIEr0 KauecTBa WM BbISIBIICHUS CEPbE3HBIX HEXKENATENIbHBIX peakluil 1
KOTOPOE MOKET ObITh MHUIIMUPOBAHO N3TOTOBHUTEIIEM, HMIIOPTEPOM, AUCTPUOBIOTOPOM, MTOCTABLITMKOM HIIN
YIOJIHOMOYEHHBIM OPraHOM I'OCYJapCTBa-wWIEHA;

«OLIEHKA PUCKa» — CPaBHEHUE MIPENII0JIaraéMOro pUcKa ¢ JaHHBIMU KPUTEPUSMU PUCKA C UCIIOJIb30BAHUEM
KOJINYECTBEHHON M KaUeCTBEHHOM ONpe/IelIEeHHOCTH 3HAUMMOCTH PHCKa;

«TIePEeIy THIBAHUE» — CMEIICHHE HECKOJIBKUX BUIOB, PAa3HBIX CEpU U (WJIH) MapTU

JIEKapCTBEHHBIX CPEACTB WM OJMEHA OJTHOTO BUAA NIPOAYKLUH IPYTUMH MIPU XPaHEHUH,
TPAHCIIOPTHPOBAHUY U PEATH3AIIHH;

«PYKOBOJICTBO IO KaYECTBY» — JIOKYMEHT, ONMCHIBAIOLINI CUCTEMY KauecTBa OpraHnu3aluu

1 OXBaThIBAIOIINN BCIO IE€ATEIBHOCTh OPTaHU3ALUY WM TOJIBKO €€ YacTh;

«CUCTEMa KaueCTBa» — COBOKYIHOCTb BCEX AJIEMEHTOB CUCTEMbI, HAIIPABJICHHOM HA BHEJIPEHUE TOJIUTUKU
B 00JIaCTH KauecTBa U 00ECTICYCHHUs JOCTIKEHHS [IeJIel B 00JIaCTH Ka4ecTBa,;

«CKJIa/1» — KOMIUIEKC CIIeHUAIN3UPOBAHHBIX TOMEUICHUH, 000pyA0BaHMs, TEXHUUYECKUX

CpeACTB, MPeIHA3HAYCHHBIX JIJIsl IPHEMKH, XPAaHESHUS M peaii3aliy JIEKapCTBEHHBIX cpencTB; [IpaBuma
Ha/IIexalel 1ucTpuObIOTOPCKOM NMPaKTHKHU B paMKaxX EBpa3uiickoro s5KOHOMHUYECKOTro coo3a (yTB.
pemennem CoBera EBpasuiickoii s5koHOMUYECKoi komuccuu ot 3 Hos0ps 2016 r. Ne 80) «ympasnenue
Ka4yeCTBOM» — METO/JIbl U BUJIbI ESATEIbHOCTH, UCIIOIb3YEMbI€ /ISl BHIIOJIHEHHUS

TpeOOBAaHMU 110 KAUECTBY U HAIIPAaBJICHHBIC HA YIIPABIECHHE MPOIIECCOM, YCTPAaHEHHE

IPUYMH HEYJOBJIETBOPUTEIBHOTO (PYHKIIMOHUPOBAHUS Ha BCEX 3TaNax KU3HEHHOIO [IMKJIA POIYKIIHHU;
«yIpaBJIEHUE PUCKaMHU JUISl KAUeCTBa» — CUCTEMAaTHYECKH MPoIIecc OLIEHKH, KOHTPOJIS,

obmeHa uHpopmanueit 1 0030pa pUCKOB /sl KAuecTBa JIEKAPCTBEHHBIX CPECTB Ha MPOTKEHUN MX
KU3HEHHOTO 1IUKJIA;

«(anscuduuupoBaHHbIE JEKAPCTBEHHbBIE CPEJICTBA» — JIEKAPCTBEHHBIE CPE/ICTBA, TPOTHUBOIIPABHO

Y TIpeIHAMEPEHHO CHA0KEHHBIE HEIOCTOBEPHOU MH(OpMaInel 06 Ux cocTaBe U (UJIK) IPOU3BOAUTETE,

a TaKkXKe O MOCTaBKaX, BKJIIOYas 3alMCH U JIOKyMEHTHI, 3aTParuBarolle NCI0Ib30BAHHbIE

KaHaJIbl JUCTPUOBIOIINH.

Jis uene Hacrosmux [Ipasuir:

MOHSATHSI «KITFOYEBOM ATal» U «3HAUMMOE U3MEHEHHE» IPUMEHSI0TCS B OTHOILIIEHUH JIH000r0 Mpoliecca,
KOTOPBIH CITIOCOOEH MOBIHTH Ha ITOKA3aTeNId KauecTBa JEKapCTBEHHOTO CPe/ICTBA TMO0 U3MEHHUTh
CTaOUJIBHOCTh UX COXPAHEHMsI C yUE€TOM BHJIa HOMEHKJIATYpPHBIX MO3UIMN (JIeKapCTBEHHOU eeKTyphl), €
KOTOPBIMH pab0TaeT KOHKPETHBIN TUCTPHOBIOTOP;

MOHATHS «3HAYMMBIN», «HAIJIEKAIIUN) U «JIOCTATOUHBII MPUMEHUTEIHHO K JI000MY MHpolieccy

WIH BJIEMEHTY CUCTEMBI TUCTPUOBIOIINH JIEKAPCTBEHHBIX CPEJICTB 03HAYAIOT, UTO JAHHBINA MpoIece

WJIM 3JIEMEHT CIIOCOO0EeH 00ecTeunTh BBINOJIHEHNE TpeOoBaHuii HacTosmux [IpaBui u rapaHTHpOBaThH
paboTy cuctemMbl oOecreueHus KauecTBa TaKUM 00pa3oM, YTOObI CBOEBPEMEHHO YCTAaHOBUTH JIH000E
OTKJIOHEHHE OT MTOKa3aTelIel KauecTBa JIEKAPCTBEHHOT0 CPEJICTBA JTM00 N3MEHEHMsI CTaOUIBHOCTH UX
COXpaHEeHHUs C YUETOM BHJ]a HOMEHKJIATYPHBIX MO3ULUH (JIEKapCTBEHHOM NeEeKTypbl), C KOTOPBIMHU
paboTaeT KOHKPETHBINA JUCTPUOBIOTOP;

M0J1 KJIMEHTaMU TOHUMAIOTCS MOCTABIIMKH, 8y TCOPCUHTOBBIE OPraHU3aIlUuH, OTyYyaTeau (MOKYyNaTes I )
JIEKapCTBEHHBIX CPEJICTB, a TAK)KE Bce CyOBEKTHI cpephl 0OpaIieHns JeKapCTBEHHBIX CPEACTB, C KOTOPHIMU
JTUCTPUOBIOTOP HAXOAUTCS B IOTOBOPHBIX OTHOLICHUSAX (BHE 3aBUCUMOCTH OT TOT'0, 0()OPMIIEH JI0TOBOD B
YCTHOM WJIM MMUCbMEHHOU (hopMe), U Jp.; MOHATHE «paccieloBaHUE» 03HAYaeT yCTAHOBJICHHUE TPUUNHHO-
CJICZICTBEHHOM CBSI3U MEXKAY BO3SHHUKIINUM OTKIOHEHHEM B IUCTPUOBIOTOPCKOM IIETIH  BO3MOKHBIMU
(bakTopamy, JIEXKAIMMH B €r0 OCHOBE, BHIIIOJHEHHOE JUCTPUOBIOTOPOM HIIM Ay TCOPCUHIOBOM
OpraHu3aluen.



II1. OcHoBHAas YacTh
1. YnpaBieHue kauecTBOM
1.1. ITpunIun

5. JAucTpuOBIOTOPHI CO3AAIOT U MOAJIEPIKUBAIOT CUCTEMY KaueCTBa, ONPE SISO

00513aHHOCTH, MPOLIECCHI U TPUHIIMIIBI YIIPABJICHUSI PUCKAMH B OTHOLIEHUH OCYIIECTBISIEMON UM
NesaTeNbHOCTH. Bee eiicTBusA, CB3aHHBIE C AUCTPUOBIOINEH, JOIKHBI ObITh OJTHO3HAYHO OIPEICIICHBI U
MIPOaHATU3UPOBAHBI.

KittoueBbie sTamnsl mpoliecca ONToBOW peanu3anuu (BKIrYas HanOoJiee 3HaYMMbIE H3MEHEHUS ) TOJIKHBI
ObITH 000CHOBAHBI U MTPU HEOOXOUMOCTH BaTUAUPOBaHbl. OTBETCTBEHHOCTH 32 (PYHKIIMOHUPOBAHUE
[IpaBuiia Haanexalel AMCTPUOBIOTOPCKOM MPaKTUKU B paMKax EBpa3zniickoro 53KOHOMHUYECKOTO COI03a
(ytB. pemennem CoBera EBpasuiickoi skoHOMUYEeCKOW KoMUcCUU OT 3 HOsiOpst 2016 1. Ne 80) cuctemsr
KayecTBa HECET PyKOBOAMTENb opranu3anuu. [lepconan opranuzanuu J0JDKeH HaAIeKamuM o0pa3oM
UCHOJHATH 00S3aHHOCTH, CBA3aHHbBIE C (PYHKIIMOHUPOBAHUEM CUCTEMbI KayecTBa.

1.2. Cucrema kauyecTBa

6. Cucrema yrpaBieHHsI KAYeCTBOM BKIIIOUYAET B ce0s OPraHU3allMOHHYIO CTPYKTYPY,

IPOLIEAYPHI, IPOLIECCH U PECYPCHI, @ TAKXKE JCUCTBHS, HEOOXOAUMBIE [l 00ECIICUCHUST COXPAHCHHUS
Ka4yecTBa M LEJIOCTHOCTH MOCTABISIEMBIX JIEKAPCTBEHHBIX CPEJICTB U HEBO3MOKHOCTH UX (hanbcuuKaium B
nporecce XpaHeHHs U (MIIN) TPAaHCIIOPTUPOBKH.

7. CucreMa KadecTBa JOJKHA ObITh MOJHOCTBIO JOKYMEHTHPOBaHA, €€ 3 (HEeKTUBHOCTh

JOJKHA TIO/IBEPraThCs MOHUTOPUHTY U aHAIIU3y. JlefCTBUS epcoHaia, OTHOCSIIHUECS K CUCTEME KauecTBa,
JOJKHBI OBITH OMMCAHBI B COOTBETCTBYIOIIMX MUCHhbMEHHBIX Mpoleaypax. Heo0xoaumo BHEAPUTD U
MO//IEPKUBATH B AKTyaJIbHOM COCTOSIHHH PYKOBOJICTBO 10 KaueCTBY.

8. PyKOBOJCTBOM OpraHu3allMy Ha3HA4aeTCsl OTBETCTBEHHOE JIMIO, HAJAEIEHHOE TOJTHOMOYUAMHU

1 00513aHHOCTSIMU J1J1s1 0OOEeCTIeueHusl BHEAPEHUS U MOJIEPKAHUSI B aKTyaIbHOM COCTOSTHUM

cucTeMbl kKauecTBa. Bece yacTu cuctembl KauecTBa TOJKHBI ObITh Ha/IIeKaIuM 00pa3oM obecrieueHbl
KOMITETEHTHBIM NIEPCOHAJIOM, TOCTaTOUYHBIM KOJMYECTBOM MOMEUIEHH, 000pyA0BAHUS U TEXHUYECKUX
CPEICTB.

9. Ilpu cozpanuu, NOAAEpKaHUM WIM U3MEHEHUU CUCTEMBI KaueCcTBa HEOOXOMMO
YUUTHIBATh OPTaHU3ALMOHHYIO CTPYKTYPY, OOBEM BBIIIOJIHAEMBIX PA0OT U yCIyT U MHOTOIIJIAHOBOCTh
JesTeIbHOCTH JUCTPUOBIOTOpA.

10. ¥V nuctpubbroTopa J0JKHA OBITH BHEIPEHA CHCTEMA YIPABICHUS U3MEHEHUSIMU, KOTOpast T0JKHA ObITH
MPOMOPLUNOHANIbHOM U 3¢ (EKTUBHOM, a TaK’K€ OCHOBAHHOW Ha MPUHLUIIAX YIPABICHUS PUCKaMH JUTsS
KauecTBa.

11. Cucrema xadecTBa JOJKHA FApaHTHPOBATh CIEAYIOIEE:

a) JICKapCTBEHHBIE CPEACTBA MPUOOPETAIOTCS, XPAHATCS, TPAHCTIOPTHUPYIOTCS, IIOCTABIISIFOTCS

WJIH SKCTIOPTUPYIOTCS ¢ coOmroeHreM TpeboBanuil Hactosmux [IpaBui;

0) 00513aHHOCTH PYKOBOJICTBA OPTaHU3AIMN YETKO OTNPECIICHBI;

B) JIGKAPCTBEHHBIEC CPEJICTBA JOCTABIISIFOTCS HAATIEKAIUM TIOTy4YaTeNsiM B COTIIaCOBaHHBIH

TIEPHOJ] BPEMEHHU;

') JOKYMEHTaIbHOE opopMIIeHHE NeUCTBUN OCYIIECTBISETCS B XO/I€ BBIIOJIHEHUS WIIH HEMOCPEACTBEHHO
MOCJIE 3aBEPIICHUS COOTBETCTBYIOIINX JI€UCTBUI;

1) OTKJIOHEHUS OT YCTaHOBJICHHBIX MPOLEAYP JOKYMEHTAIBHO O(OPMIISIOTCS U B UX

OTHOIIEHUHU MTPOBOJASTCS paccie0BaHNUS;

€) He00XOIMMBbIE KOPPEKTUPYIOLIHE U MPEAYyIPEKIAIOIINE ASHCTBHS MIPEIIPUHUMAIOTCS IJIs1 yCTPAaHEHUS



OTKJIOHCHUH U IIPEIYNPEXKIACHUSA UX MTOSBICHNS B COOTBETCTBUH C IIPUHIMIIAMY YIIPABJICHUS PUCKAMU JJIS
kayectBa. [IpaBuiia Hauiexaneil TMCTPUObIOTOPCKOM MPAKTUKK B paMKax EBpa3suiickoro 3KOHOMUYECKOTO
coro3a (yTB. pemenneMm CoBeta EBpa3uiickoil 5KoHOMUYECKOH KoMHUCCHH OT 3 HOIOpst 2016 . Ne 80)

1.3. YnpaBieHue nearelibHOCThI0, EpeIaBaeMOM JIJIsi BHIMOJHEHUS

apyromy nuily (ayrcopcunr) 12. Cucrema KadecTBa BKIIOYAET B C€0sI KOHTPOJIb U aHAIIN3
NesTeIbHOCTH, IIEpeJaHHON Ha ayTCOPCUHT ¥ OTHOCSILEICS K IPHOOPETEHNIO, XPAHEHUIO,
TPaHCHOPTUPOBKE, ITOCTABKE WJIA SKCIIOPTY. [[eATeIbHOCTD 110 ayTCOPCUHTY JOJ>)KHA YYUTHIBAThH
BO3MOJKHBIE PUCKH JUUIsl KAUECTBA U

COJEPKATH!

a) OLIEHKY NMPHUTOJHOCTH M KOMIIETEHTHOCTH UCTIOJIHUTEIIS BBIOJIHUTH 0053aTENbCTBA 110

JIOTOBOPY JOJKHBIM 00pa3oM, a TaKkKe MPOBEPKY HAIUYHS Y UCIIOTHUTEIS HEOOXOIUMMBIX

pa3pelnTeNbHbIX JOKYMEHTOB B COOTBETCTBUH C 3aKOHOJATEIBLCTBOM rOCYAapCTB-UJIECHOB;

0) onpezaeneHue OTBETCTBEHHOCTH, TOPSAKA B3aUMOICUCTBUS CTOPOH U 0OMeHa nH(popMaIueil o JeicTBHIX
B paMKaxX MEpOIPUATHI, OTHOCAIINXCS K KAUeCTBY;

B) MOHUTOPUHT U aHAJIH3 AEATEIHLHOCTH UCTIOIHUTENS, a TAKXKE ONpeeTICHUE U BHEIPEHHUE HA PETYIIPHOU
OCHOBE Mep, HEOOXOAUMBIX IS YIYUIICHHUS.

1.4. MOHUTOPHUHT U aHAJIU3 CO CTOPOHBI PyKOBOJCTBA

13. PYKOBOI[CTBO OopraHnu3anu HOJIKHO YCTAHOBUTDH (l)OpMaJ'II/ISOBaHHHﬁ IpouecC NCPUOAUICCKOro 063opa
CUCTCMBI Ka4y€CTBa.

O030p D0KEH BKIIOYATh B CEOS:

a) OLIEHKY CTENEeHM JOCTHXKEHHs Lielel CCTEeMbl KaueCTBa;

0) o1leHKY Moka3arenei 3 (HEeKTUBHOCTH, KOTOPbIE MOT'YT OBITh UCIIOIb30BaHbI AJIs

MOHHUTOPHHTa 3()(PEeKTUBHOCTU TAKUX MPOLIECCOB CUCTEMBI Ka4eCTBa, KaK KOJUYECTBO MPETEH3UH,
OTKJIOHEHHUH OT yCTaHOBJICHHBIX HOPM, 3 (PEKTUBHOCTh KOPPEKTUPYIOIINX U TPETYIPEKTAIOIIAX
JeWCTBUH, N3MEHEHHSI B IPOIIECcCaX, OT3bIBBI O JESITEIbHOCTH MO ayTCOPCHHTY, MPOLIECCHl CAMOIPOBEPKU
(BKITFOUAst aHAIM3 PUCKOB U ayIHTHI), pe3yJIbTAaThl BHEITHETO KOHTPOJIS (BKIIFOYAst HHCIICKITUH U ayIUTHI),
BBISIBIICHHBIE HECOOTBETCTBUS, AyAUTHI KIIMEHTOB;

B) M3MCHEHUS, BHECEHHBIC B HOPMATHUBHBIE TIPABOBBIC aKThI, PYKOBOJICTBA, & TAK)KE BOSHUKHOBEHUE HOBBIX
00CTOSITENBCTB, CBA3AHHBIX C KAYECTBOM, KOTOPbIE MOTYT OKa3aTh BIUSHUE HA CUCTEMY YIIPABICHUS
Ka4eCcTBOM,;

I') UHHOBAI[MH, KOTOPbIE MOTYT MOBBICUThH 3(PEKTUBHOCTh CUCTEMBI KaYECTBA;

1) ”3BMEHEHHS B IETIOBOH CpeJie ¥ IOCTABICHHBIX LENISIX.

14. Pe3ynbTaThl 0630pa CHCTEMBI Ka4e€CTBa CO CTOPOHBI PYKOBOJACTBA JJOJIKHBI OBITh
CBOEBPEMEHHO JJOKYMEHTAJIbHO O(hOPMIICHBI U JIOBE/IEHBI J0 CBEJICHUS MepCOHAIa.

1.5. YHpaBHCHI/Ie pUCKaMU Il Ka4€CTBa

15. YopaBnenue puckaMu JUisi Ka4eCTBa SIBISETCA CHCTEMATHYECKUM IPOLIECCOM OLIEHKH, KOHTPOJIS,
obMeHa uHpopmManueit 1 0030pa PUCKOB JUIsl KAUueCTBa JEKApCTBEHHBIX CPEACTB. DTOT MPOLIECC MOXKET
ITPOBOJIUTHCS KaK MEPCIIEKTUBHO, TAK U PETPOCIEKTUBHO. YIIPaBICHUE PUCKAMU JUIsl KAYECTBA
MIPEATIOIIAracT, YTO OLEHKA PUCKOB JJI1 KaueCTBa OCHOBBIBAECTCS HA HAYYHBIX 3HAHUAX, IPAKTHUECKOM
ombITe pabOTHI U HAIIPaBJieHa Ha 3aIIUTy 340poBbs [IpaBuia Hauiexkaend JUCTpUObIOTOPCKOI MPAKTUKH B
pamkax EBpa3zuiickoro skoHoMHUEcKOro coro3a (yTB. peuienneM Cosera EBpasuiickoil 5JKOHOMHUYECKON
komuccuu oT 3 Hos0pst 2016 1. Ne 80) marnuenTa.

O0bem palboT 1o ynpaBIEHUIO PUCKaMU JUIsl KAUECTBA U IOKYMEHTalIbHOE O(hOpMIIEHHE PE3yIbTaTOB
OLIEHKU PUCKOB JIOJKHBI OBITH COU3MEPUMBIMU C YPOBHEM pHCKa. [IpuMepbl MporeccoB 1 HHCTPYMEHTOB T10



YIIPaBJICHUIO PUCKAMH MPUBEJCHBI B MPaBUiIaxX HAJICKAIIEH MPOU3BOICTBEHHON NMpakTUKK EBpasuiickoro
SKOHOMHUYECKOT'O COK03a, YTBEPKAAEMbIX EBpa3HilCKOM 3KOHOMHUYECKON KOMHUCCUEN.

2. Ilepconan
2.1. Ilpunnun

16. BeimonHeHWe TpeOOBaHUHN HaAJISKAIIEH TUCTPUOBIOTOPCKON MTPAKTUKHU 3aBUCHUT OT

genoBeyeckoro ¢akropa. AucTpuObI0TOp J0HKEH UMETh I0CTATOYHOE KOJIMYECTBO
KBaJIM(ULIMPOBAHHOTO TIEpCOHANIA AJISl PELIEHHUS BCEX 3aJ1a, 32 KOTOpbIe OTBeYaeT opraHu3anus. Kaxpii
pabOTHUK JOJKEH 3HATh U TIOHUMATh TPEOOBAHUS HaJJIekKAIEH JUCTPUOBIOTOPCKOM MPAKTUKH B YaCTH,
Kacaroleics ero nesarenbHocTu. Kax bl paboTHUK AOTKEH NOHUMATh UHAUBUAYAIbHYIO
OTBETCTBEHHOCTbh, KOTOPAsi JTOJKHA OBITh JOKYMEHTHPOBAHA.

2.2. OTBETCTBEHHOE JIULIO

17. PykoBOJACTBOM JUCTPUOBIOTOPA JOJIKHO ObITh HA3HAYEHO OTBETCTBEHHOE JIUIIO.

OTBETCTBEHHOE JIUIIO JOJDKHO COOTBETCTBOBATH KBATH(PUKAIIMOHHBIM TPEOOBAHUSM,

YCTAHOBJICHHBIM 3aKOHO/IaTeNIbCTBOM T'OCYAApCTBa-wieHa, U 00J1a1aTh He0OX0IUMOH KBanudukanueit
(mpennouTHTENHHO (hapMaIleBTUIECKUM 00pa30BaHUEM ), OITBITOM U 3HAHHUSIMU B O0JIACTH Ha/JISKAIICH
IUCTPUOBIOLUH. B OTIeNbHBIX CiIydasx OTBETCTBEHHOE JIULIO MOKET UMETh He(apMalleBTHUECKOe
oOpa3oBaHKe, B TOM YHUCIIE TIPU AUCTPUOBIONNN paanohapMaIieBTHYECKIX IpenapaToB — 00pa3oBaHKE B
o0Js1acTi pasnoOUOJIOTHH, SIAEPHON PU3UKHU UM paiuo(PU3UKH, IPU AUCTPUOBIOIIMHA MEIUIUHCKUX Ta30B —
obpazoBanue pusuko-rexaudeckoro npoduis. [Ipodis 06pazoBaHUs OTBETCTBEHHOTO JIUIA JIOJDKEH OBITH
YCTAQHOBJICH PYKOBOJICTBOM IO Ka4e€CTBY JUCTPHOBIOTOPA UCXO/S U3 €0 HOMEHKJIATYphl TOBAPHBIX
MO3UIINHN JIEKAPCTBEHHBIX CPEICTB.

18. OTBETCTBEHHOE JIUIIO JIOJKHO BBITIOJIHITH CBOM 00S3aHHOCTH JTUYHO. JIOCTyI K KOHTaKTaM
C OTBETCTBEHHBIM JIMIIOM JOJKEH OBITh 00ECIeueH B OCTOSSHHOM pekuMe. OTBETCTBEHHOE JIUIIO
MOXKET JIETIETUPOBATh YaCTh CBOMX O0S3aHHOCTEH, HO HE OTBETCTBEHHOCTD.

19. IlomHOMOYHMSI OTBETCTBEHHOTI'O JIMLIA IO MPUHATHIO PELIEHUH B paMKaX CBOUX

JOJKHOCTHBIX O00SI3aHHOCTEM, a TaK)kKe HE0OXOJUMBIE PECYPCHI /171l X BBIIIOJHEHUS JI0JKHBI OBITh
OIpeJIesIeHbl JOKHOCTHON MHCTpYKLMe. OTBETCTBEHHOE JIULO JOKHO OBITh HAaJIEIEHO YETKO
OTpeieIEHHBIMU MTOJIHOMOYMSIMH, PECYPCAMH U 30HAMHU OTBETCTBEHHOCTH, HEOOXOAMMBIMU JIJIS
BBINOJIHEHUS BO3JIOKEHHBIX Ha HEro 00s13aHHOCTEH.

20. OTBETCTBEHHOE JIMIIO JOHKHO BBIMOIHATH CBOU 0053aHHOCTH TaKUM 00pa3oM, YTOObI TUCTPUOBIOTOP
MOT HOJATBEPANUTD COOIOCHNE HaUIeKaIIed JUCTPUOBIOTOPCKON MPAKTUKH.

21. K 00s13aHHOCTIM OTBETCTBEHHOTO JIUIIA OTHOCITCH:

a) o0ecrieyeHne BHEIPEHUS U TOAJIEPKAHUS CUCTEMbI YIIPaBJICHHs KaueCTBOM;
0) KOHIIEHTpaIUsl Ha YIIPABJIEHUU YCTAaHOBJIEHHOM JIEATEIbHOCTHIO U Ha 00€CIIEYeHNH TOUHOCTH U KauecTBa
3anuceif; [IpaBuia Hagnexame AMCTpUOBIOTOPCKON MPAKTUKU B paMKax EBpazuiickoro s5KOHOMHUYECKOTro
coro3a (yTB. pemenuem CoBeta EBpasuiickoil 5koHOMUYECKONH KoMucCcHH OT 3 HOOpst 2016 1. Ne 80)

B) obecrieueHue BHEPEHUS U MOIeP KaHUs POrpaMM MEPBUYHOTO U MOCIEAYIOIEro 00y4eHus 17
BCEro MepCOoHaIa, BOBJICUEHHOTO B MPOIIECC AUCTPUOBIOINH;
I') KOOPIMHUPOBAHNE M CBOEBPEMEHHAsl OPraHU3aIUsl OT3bIBA JIEKAPCTBEHHBIX CPEJICTB U3 OOpAICHNUS;
1) obecrieuenne 3¢ HeKTUBHON pabOTHI C MPETEH3UsAMHU MOKYyIaTenel (moayyaTenei);
€) YTBEpIKJeHHE TIOCTABIIUKOB U MOJTyyaTesei;
) YTBEp)KIECHUE TIepeladl Ha ayTCOPCUHT JeSITeIbHOCTH, IOTEHIIMATIBHO BIUSIONIEH Ha COO0ACHNE
Ha/IJIeKAIIeH TUCTPUOBIOTOPCKOMN MPAKTHKY;
3) obecrieyeHne NpoBeICHHSI CAMOUHCIIEKIIMI B COOTBETCTBUH C YCTAaHOBJIEHHOM MEPUOANYHOCTBIO U
MOJIrOTOBJICHHOM MPOrpaMMOHi, a TAK)Ke MPUHATHI HEOOXOAUMBIX KOPPEKTUPYIOIIUX MEp;



1) XpaHEHHE HEOOXOIUMBIX 3aMHMCEH, OTHOCSIINXCS K JACIETHPOBAHHBIM 00S3aHHOCTSM; K) IPUHSATHE
pemeHHﬁ OTHOCHUTCIIbHO BO3BPAIICHHLIX, OTO3BAHHBIX, OTKJIOHCHHBIX,

MPHU3HAHHBIX HEJJOOPOKAUYECTBEHHBIMHU, (GalTbCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB;

1) 0100peHre BO3BPAIICHUS JICKAPCTBEHHBIX CPEJICTB B KATETOPHIO TIPUTOTHBIX JIJISI peaTn3aliu;

M) oOecrieueHre COOTIOICHUS JIIOOBIX JOMOITHUTEIBHBIX TPEOOBAaHUH, YCTAHOBJICHHBIX B OTHOIICHUU
OTIpeIeIEHHON POIYKIIH 3aKOHOIATETLCTBOM T'OCYAapCTB-YJICHOB.

2.3. Ilpounii mepcoHan

22. IuctpuObIOTOP IOJIKEH UMETh JOCTATOYHOE KOJIMYECTBO KBATH(PUIIMPOBAHHBIX

pabOTHUKOB, BOBJIICUYCHHBIX B JICATEIHHOCTH 1O JUCTPUOBIOINH JIEKAPCTBEHHBIX CPEJICTB HA BCEX €€ ATalax.
KonnuecTBo pabOTHUKOB ompesensieTcss 00beMaMU BBIOIHAEMbIX pPa0oT U TpeOOBaHUSIMU
3aKOHOJAATEIbCTBA I'OCYJaPCTB-YWICHOB.

23. OpraHu3aioHHas CTPYKTypa JUCTPUOBIOTOPA ODOPMIISETCS B BUAE CXEMBI U
yTBepKIaeTcsi pykooauteneM. OyHKIK, 0053aHHOCTH U B3aUMO/JICHCTBAE PAOOTHUKOB JIOJKHBI OBITH
YEeTKO 0003HAYCHBI.

24. Ha paOOTHHKOB, 3aHUMAOIINX KIIOYEBBIE TOIHKHOCTH, TOJKHBI OBITH COCTABIICHBI JTOJDKHOCTHBIE
MHCTPYKIMH, B KOTOPBIX ONPEIEINISIOTCS UX JOJDKHOCTHBIE 0053aHHOCTH, a TAKXKE MOPSIOK MX 3aMEIICHHS
ApyruMH pabOTHUKAMHU.

2.4. O6yuenue

25. Bce paOOTHUKH, BOBJICUEHHBIE B JIESATEIHOCTD 110 AUCTPUOBIOINH JIEKAPCTBEHHBIX CPEACTB, JOKHBI
IIPOHTH 00yUYEHUE MO0 BOMPOCaM, KacaloLUMCs HaJIexKallel 1ucTpuObIOTOPCKON MPaKTUKU, UMETh
He00X0UMYI0 KBaTH(UKAIIMIO JO HA4alia BHIOJIHEHUS CBOMX JOJKHOCTHBIX 0053aHHOCTEH.

PaGoTHHKM TOMKHBI TPOXOAUTH IEPBUYHOE U MOCIENYOIIee 00yUYeHHE B COOTBETCTBUH C BBIITOJIHAEMbIMU
UMH 00s13aHHOCTSMHU Ha OCHOBaHMM MMCbMEHHO 0()pOPMIIEHHBIX Mpoleayp U nporpammel [IpaBumna
HaJuIexallel AMCTpUObIOTOPCKOM MPaKTUKK B paMKkax EBpa3niickoro 3KoHOMHUYECKOro coro3a (yTB.
pemenrneM CoBeta EBpasuiickoii skoHOMUYeckoit komuccuu ot 3 HosiOps 2016 1. Ne 80) oOydenus.
OTBETCTBEHHOE JIUIIO JOJKHO MOJJIEP)KUBATh KOMIIETEHTHOCTh MIEPCOHANIa B 00JIaCTH HajJIexallen
JUCTPUOBIOTOPCKON MPAKTUKHU MOCPEACTBOM PETYIISPHOTO 00yUEHUSI.

JlonosHUTENbHO 00yUEHHUE TOKHO BKIKOYATh aCEKThl UIEHTU(UKALMU TPOAYKIUU U IPEIOTBPALLICHHS
MOTMa/IaHus B IIeNb MOCTaBKU (pambCUUIIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB.

26. [lepconai, paboTaromiuii ¢ MPOAYKIIMEH, B OTHOIIEHUH KOTOPOU YCTAaHOBJICHBI 00JIee KECTKHUE YCIOBUS
oOparlieHus1, TOJKEH MPONTH CIIeMaNbHYIO TOATOTOBKY. [IpuMepaMu Takoi MpOAyKIIUU SBIISIOTCS
OTHEOITaCHKIC, B3PBIBOOIIACHBIC, JITKOBOCILIAMEHSIOIITUECS, JISTKOTOPIOYUE, PaJIHOAKTHBHEIC

MaTepuabl, JICKAPCTBEHHBIE CPENICTBA, MOJJICKAIIHE 0COOOMY KOHTPOIIIO B COOTBETCTBUU

C 3aKOHOJIaTEIILCTBOM TOCYIapCTB-WICHOB, TEPMOJIAOUIIHHBIE JIEKAPCTBEHHBIE CPEICTBA.

27. 3amucu o MpoBeIeHUN 00yUYEHHS MOJyIekKaT XPaHEHUI0, a 3P(EKTUBHOCTh O0YUEHUS
JOJKHA NTEPUOJUYECKH OLIEHUBATHCS U JOKYMEHTHPOBATHCA.

2.5. 'uruena
28. JIoJoKHBI OBITH YCTAHOBJICHBI M JIOJDKHBI COOTIOIATHCSI COOTBETCTBYIONIUE TIPOIICIYPHI 0 THTHEHE TPy

U JIUYHOM TUTHECHE pa60THI/IKOB, MMPUMCHUMBIC K OCYHlCCTBHHCMOﬁ JACATCIIbHOCTH. Ot npoucaypbl JOJPKHBL
BKJIIOYaTh Tpe6OBaHI/I$I, OTHOCAINHUECA K 3JOPOBBIO, TUTUCHE U OACKIC.



3. llomenienusi u 060pyI0BaHUE
3.1. [Ipunmun

29. IucTprObIOTOp TOJKEH UMETh MIPUTOIHBIC TIOMELICHUS, 000PYI0BaHUE IS

obecreyeHns Ha/lIeKalllero XpaHeHus U paclipoCTpaHeHUs JIEKapCTBEHHbIX CpeAcTB. [loMeneHus OKHBI
OBITh YHCTHIMH, CYXHMH, B HUX JOJDKHBI IOJIAEPKUBATHCS TpeOyeMble TEMIIEPATyPHBIH PEKUM U
BJIAYKHOCTb.

3.2. Ilomemienus

30. IlomenieHust JOMKHBI OBITH CIPOSKTUPOBAHBI UJTH MPUCIIOCOOIEHBI TAKUM 00pa3oM, YTOOBI 00ECTIEUYUTh
cobOuoieHre TpeOdyeMbIX ycrnoBHid XpaHeHuss. OHM JOJDKHBI ObITh 3alUIIEHHBIMH, IPOYHBIMU U 00J1a/1aTh
JOCTaTOYHOM BMECTUMOCTBIO JJIsi 6€30MaCHOT0 XPaHEHHUS JI€KAPCTBEHHBIX CPEJICTB U OOpAaIlleHUsI C HUMH.
Jlnst obecriedeHnst TOYHOCTH U 0€30IMaCHOCTH BCEX MPOBOAMMBIX OIEPAIUil 30HBI XpaHEHHS JODKHBI UMETh
HaJJIEKAIY0 OCBELIEHHOCTbD.

31. B ciydae eciiu noMeleHue He IPUHAUICKUT HETOCPEACTBEHHO AUCTPUOBIOTOPY, JaHHOE IIOMEILEHHE
MOJKET UCIOJIb30BATHCS AUCTPUOBIOTOPOM 110 I0TOBOPY apeH bl (CyOapeH ibl) 1100 Ha OCHOBAHUHU UHOTO
BELIHOr0 (MMYILECTBEHHOT0) WJIM 00s13aTENIbCTBEHHOT 0 NpaBa. [loMelieHus, UCroIb3yeMble ISl XpaHEHUs]
JIEKapCTBEHHBIX CPENICTB, AOJDKHBI BBOJAUTHCS B DKCIUTYaTallM0 B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
rOCyJapCTB-UJICHOB.

32. JIekapCTBEHHBIE CPEICTBA JOJDKHBI XPAHUTHCS COOTBETCTBYIOIIUM 00pPa30M B BBIJICJICHHBIX U YETKO
0003HAYEHHBIX 30HaX, JOCTYI B KOTOPBIE pa3pellieH TOJIbKO NepCoHay, UMEIOLIEMY Ha 3TO MPaBo.

Jlro6as cucrema, 3amMeHstonIast (GrU3nYecKoe pasiesieHue 30H XPaHESHUS

(HampuMep, KOMIBbIOTEPU3UPOBAHHAs CHCTEMA), 10JKHA 00eCrieyuBaTh SKBUBAJICHTHBIH YPOBEHb
Oe3omacHOCTH U OBITh BanuaupoBaHa. [IpaBuna Hapnexamieil 1ucTpuObIOTOPCKON MPAKTUKU B paMKax
EBpasuiickoro skoHoMu4eckoro coro3a (yTB. peuieHneM Cosera EBpa3uiickoil 5KOHOMHUECKOW KOMHCCUU
ot 3 Hos10ps 2016 r. Ne 80) JlekapcTBeHHbIE CPEACTBA, B OTHOLUIEHUH KOTOPHIX HE MPUHATO OKOHYATEIbHOE
penieHre 00 oOpalleHnu UM 00pallieHue KOTOPBIX MPUOCTAHOBIIEHO, JO0JKHBI ObITh H30JUPOBAHbI THOO
¢uznuecku, 1160 ¢ IPUMEHEHUEM 3JIEKTPOHHOIN CHCTEMBI, 00ecneunBaroIlel SKBUBAJIEHTHOE pa3/ieleHHUE.
JlanHO€ TpeOOBaHUE OTHOCHUTCS, HAIIPUMED, K JTF000H MPOAYKLUH C OI03peHHEM Ha (paabcu(UKaLUIo U K
BO3BpAIEHHOW MPOTYKIINH.

Jlro6as panbeupupoBaHHas MPOTyKIHs, TPOTYKIHS ¢ UCTEKIIUM CPOKOM IOJTHOCTH,

OTO3BaHHas MPOIYKIMS, a TaKXKe 3a0pakoBaHHas (OTKJIOHEHHAs B LI€MIH OCTABKH) MPOIYKIUS JT0JKHA
OBbITh HEMEIJICHHO (PU3MUYECKH M30IMPOBAaHA U Pa3MEIleHa B CIELUAIbHO BbIIEJICHHOM 30He, OT/ICIEHHON
OT JPYTUX JIEKAPCTBEHHBIX CPEACTB, IPUTOAHBIX ISl TUCTPUOBIOLNHU. JIeKapCTBEHHBIE CPEJICTBA,
MOJTyYeHHbIE U3 TPEThUX CTPaH U He MpeJHa3HaueHHbIEe /171 oOpaleHus Ha peiHKe CO103a, TAKKe JTOJIKHbI
ObITh (PU3UYECKU U30JIMPOBAHBI.

[TpennpuHsATHIE MEPHI 0€30MAaCHOCTHU JOJKHBI TAPAHTUPOBATh, YTO JaHHbIE 30HbI 00ECIIEUNBAIOT XpaHEHHE
MPOYKIMH OTAEIBHO OT JIEKAPCTBEHHBIX CPE/ICTB, MPUTOIHBIX AJIs AUCTPUOBIOINH, U B YCIOBUSX,
MCKJTIOYAIOLINX MX IOCTYIUIEHHE B CBOOOIHOE oOparieHne. JJlaHHbIe 30HbI JOIKHBI

ObITh NAEHTU(OULPOBAHBI (0003HAYEHBI) HAJIEKAIIMM 00pa3oM U 3aIIMILIEHBI OT HETPABOMEPHOTO
JOCTYIIA.

JlexapcTBeHHBIE CpeICTBa, TPEOYIOIIHE 0cOO0TO OOpaIieHus (HanpuMep, HApPKOTHIECKUE

CPEICTBA, ICUXOTPOIIHBIE BEIIECTBA U MPEKYPCOPBHI, S/bI (110BUTHIE BEIIECTBA), IPYTUE ONIACHBIE
BEIIECTBA), JOJKHBI XPAaHUTHCS B YCIIOBUSAX, COOTBETCTBYIOIINX TPeOOBaHHIM 3aKOHOIATENIbCTBA
roCy/1apCTB-UJIEHOB.

PanunodapmanieBTuueckue u Jpyrue onacHble JIEKapCTBEHHbIE CPEJICTBA, a TAK)KE OTHEOMACHBIE

1 B3pbIBOONIACHBIE JIEKAPCTBEHHBIE CPEJICTBA (HAPUMED, MEAULIMHCKUE ra3bl, JETKOBOCIIAMEHSIOIINECS
’KHJIKOCTH U TBEP/IbI€ BELIECTBA) JOKHBI XPAaHUTHCS B CIIELIUATIBHO OTBEICHHBIX 30HaX B COOTBETCTBHUHU C
3aKOHOJATEIHCTBOM I'OCY/IapCTB-WICHOB C IPUMEHEHUEM COOTBETCTBYIOIIUX Mep O€30MaCHOCTH U JOJKHBI
OBITH 3alLUILEHBI OT HEIPABOMEPHOTI'O JOCTYIIA.



33. B 30Hax MpUEMKH U OTTPY3KH JIOJKHBI OBITh 00ECTICUCHBI 3alIUTa OT BO3JACHCTBUS MTOTOJHBIX YCIOBHH,
aJICKBaTHOE pa3/ielieHUE 30H MPUEMKH, OTTPY3KH U XPAaHEHHUS, a TAKXKE TOJDKHBI OBITH pa3paboTaHbl
MPOIICAYPHI, OTIPEISISIONINE TTOPSIIOK OCYIIECTBICHHUS KOHTPOJIS 32 BXOASIIUMH B HCXOASIIMMHI TTOTOKaAMH
JIeKapCTBeHHbIX CpCI[CTB. I[OJDKHBI 6LITB CIICOHUaJIbHO OHpeI[eJIeHBI nu 06ecnequH HaIJICKallumM
000pyI0BaHWEM 30HBI TPHUEMKH, UCITOIB3YyEMBIC JIJIS1 TPOBEPKH MOJTYICHHON MTPOTYKIIHH.

B 30He npueMku 10KHA OBITH TPEAYCMOTPEHA OYHCTKA TapHl.

34. Heo6xoauMo obecnieunTh HATMYUE OXPAHHOM CHCTEMBI, O3BOJISIONIEH MPEA0TBPAIIaTh HEMPAaBOMEPHOE
IIPOHUKHOBEHUE B JHOObIE TOMELIEHUS C KOHTPOJIUPYEMBIM JIOCTYIIOM.

[IpenynpenuTenbHble MEPHI, KaK MPABUIIO, JOJKHBI BKIIOYATh B CE0S1 OXpAaHHYIO CUTHAIM3ALUIO C CUCTEMOMN
MOHHUTOPHHIA U MIPOIMYCKHOU pexkuM. [oceTuTeny He 10JIKHBI HAXOJUTHCS B IIOMEILEHUX 03
COIIPOBOXKACHMS.

35. Ilomenienus u 000pyAOBaHUE AJI XPAHEHUS TOJDKHBI OBITh YUCTHIMU, B HUX HE JOJIKHBI HAKAIJIMBATHCS
IBUIb U MycOp. JIOIKHBI OBITh B HAJTMYUH ITPOTPAMMBI, TOKYMEHTHPOBAHHBIE TIPOLIEYPHI, 3aIHCH 110
OUYHUCTKE OMEIIeHUI 1 06opyaoBanus. O00py10BaHNe, MHBEHTAPh U MaTEpUaibl, UCIIOIb3yEeMbIE IS
yOOpKH (OYHCTKH), a TAK)KE MOIOIIHE U IC3MH(DUIIUPYIOIINE CPEICTBA TOJKHBI BHIOUPAThCA,
HCIIOJIb30BaThCS U XPAHUTHCSI TAKMM 00pa3oM, UTOObI OHU HE SIBUJIUCHh HCTOYHUKOM KOHTaMUHAIUU.
[IpaBuiia Haanexaiiel AMCTPUOBbIOTOPCKOM NMPaKTUKU B pamMKax EBpa3zniickoro 3KOHOMHUYECKOTO

coro3a (yTB. petienrem Cosera EBpasuiickoil skonomuueckoi komuccuu oT 3 Hoa0pst 2016 r. Ne 80)

36. IloMenieHust JOMKHBI OBITH CIPOSKTUPOBAHBI U OCHAILIEHBI TAKUM 00pa3oM, 4TOOBI 00ECTICYUTH 3AIIUTY
OT NPOHHKHOBEHUSI HACEKOMBIX, TPBI3YHOB WM IPYTUX KUBOTHBIX. JloibkHA OBITH pa3paboTaHa mporpamma
MpOo(QUIAKTUIECKOTO KOHTPOJIS BPEIUTENCH.

37. KomHatsl oTbIXa, rapAepoOHbIe KOMHATHI, TYIIEBbIE U TyaJeThl Ui pa0OTHUKOB IOJIKHBI OBITH
Ha/IJIeKAIIUM 00pa3oM OT/EJIEeHbI OT 30H XpaHeHus. Hannune nuieBbix NpoyKTOB, HATUTKOB, TaOaYHbIX
W3/IeNINHI, a TAKXKE JIEKAPCTBEHHBIX CPEACTB IS JIMYHOT'O MCIIOJIB30BAHNS B IOMEIIEHUSIX

CKJIaJa 3allpeLieHo.

3.2.1. KoHTpoub 3a TEMIEPATYpON U YCIOBHUSIMU IPOU3BOACTBEHHOM CpE/bl TOMEILIEHUS

38. J1oKHBI OBITH B HAIMYMH COOTBETCTBYIOIEE 000PYA0BaHHE, a TAKXKE PErIIaMEHTHPYIOIIUE MPOLELY P
JIOKYMEHTHI (HalpuMep, CTaHJapTHbIE ONepallMOHHbIE MPOIIEAYPbI) sl KOHTPOJIS 32 YCIOBUSIMU
IIPOU3BOJICTBEHHOU CPEIbl IOMEIIECHHUS.

K ycrnoBusiM mpou3BOACTBEHHON Cpe/bl MOMEIEHNS, KOTOPbIE MOTYT IOTPe0OBAaTh KOHTPOJIS, OTHOCATCS
TEMIIEPATYPA, OCBEILIEHHOCTD, BJIAKHOCTh U YUCTOTA B [IOMEIICHHUSX.

39. Heo6x011MO BBITIOJHUTH NTEPBOHAYAILHOE U3yUEHUE pacCIpeesIeHNs TEMIIEPATyphl (TeMIlepaTypHOe
KapTUPOBaHUE) B MOMEIICHUSX JJIsl XpaHEHUS Mepe/l HayalloM UX UCTIOJIB30BaHUS C COOJIIOICHUEM YCIIOBHH,
OTpaXKaIoIIUX MapaMeTphl dKcITyaranui. O60pyaoBaHue IJIsI KOHTPOJISI TEMIIEPATYPHI TOJDKHO OBITH
pa3MelIeHo B COOTBETCTBUU C PE3yJIbTaTaMU aHAlIM3a TEMIIEPATypPHOTO KapTUPOBAHMS B TOUKAX Hanbosee
3HAYUTENILHOTO KOJIeOaHHs TEMITEPaTypBhI.

TemnepaTypHoe KapTUPOBAHUE HEOOXOIMMO TIOBTOPSATH B COOTBETCTBUHU C PE3YJIbTaTaMH aHAJIN3a PUCKOB
WM B CITy4Yae CYIIECTBEHHBIX U3MEHEHUI B yCTPOMCTBE MOMEIIECHUS WIIM 000PYIOBAaHUH ISl KOHTPOJIS
TeMIepaTyphl.

B cnyuae ecnu miomaae MoMeeHni, UCIOIb3YEMBIX U1 XpAaHEHU IIPU KOMHATHOW TeMIepaType, He
MIPEBBINIAECT HECKOJIBKUX KBAIPATHBIX METPOB, TOJDKEH OBITH MPOBEJEH aHAIN3 TOTCHIIMAIBHBIX PUCKOB
(Hampumep, HATMYUST OTOMUTENBHBIX TPUOOPOB) U 000PYAOBAHUE AJII KOHTPOJIS TEMIIEPATYPHI TOJKHO
OBITH Pa3MEIIEHO B COOTBETCTBUU C pe3yJIbTaTaMH aHAJN3a.
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3.3. OdopynoBanue

40. O6opynoBaHue, OKa3bIBAIOIIEE BIUSHUE HA XPAHCHUE U PEaTU3AIINIO JICKAPCTBEHHBIX

CpPEACTB, MPOEKTUPYETCS, pa3MEIIaeTCsl M 00CTYKHBAETCS COTTIACHO HHCTPYKLUSM T10 €T0

UCIOJIb30BaHUIO (FKCIUTyaTaluu). JlomkeH ObITh YTBEPIK/IEH IJIaH TEXHUYECKOro 00CcIyKuBaHus Haubosee
3HAYMMOTO JUTSI BBIMIOJIHEHUS] COOTBETCTBYIOLIMX ONEpaIfii 000py10BaHHUS.

41. O6opynoBanue (CperCcTBa U3MEPEHHUH ), UCTIONB3YEMOE JIJIsl KOHTPOJISI I MOHUTOPUHTA YCIIOBUIA
XpaHEHUSs JICKAPCTBEHHBIX CPEJICTB, TOMKHO OBITH TOBEPEHO B MOPSIJIKE,

YCTaHOBIICHHOM 3aKOHOJATEIbCTBOM I'OCYIapCTB-YJICHOB, U OTKAJIMOPOBAHO B OIPEICIICHHBIC
MEXKIIOBEPOUYHBIC MHTEPBAIIBI HCXO/IS U3 aHAIM3a PUCKOB U HAJICKHOCTH 000PYT0BaHUS.

[Tpu xanmuOGpoBKe 000PYI0OBAHUS TOJDKHA OBITh OOECIICYeHA METPOIOTHYECKas

MIPOCIICKUBAEMOCTh HCIIOJIb3yEMbIX STAJIOHOB K HAIIMOHAIBHBIM HIIA MEXTyHAPOIHBIM 3TaJIOHAM €IHHHUI
BEJIMYUH.

42. J1ns onepaTUBHOTO BISBJIEHUS] OTKIOHEHUH OT TpeOyeMbIX YCIOBUM XpaHEHUs

HE00XO0IMMO HCIOIH30BATH COOTBETCTBYIONINE CUCTEMbI CUTHAIM3AIMH. Y POBEHB OITOBEICHHS JIOJDKEH
OBbITh YCTaHOBJIEH COOTBETCTBYIOIIMM 00pa3oM. CHcTeMbl CUTHAJIM3ALUH JIOJDKHBI IEPUOANYECKH
TECTUPOBATHCS AJIs1 00ECIEUEeHUS UX HAJUIEKAIIETr0 (PYHKIIMOHUPOBAHUSI.

43. Onepaiuu o0 peMOHTY, 00CITYKUBaHUIO, IIOBEPKE U KaTMOpOBKE 000pYy10BaHUs

AOJDKHBI OCYIICCTBIIATHCA TAKUM O6p2130M, yTOOBI KAYECTBO JICKAPCTBCHHBIX CPCIACTB HC

MOJIBEPTaJIOCh HETaTUBHOMY BIMsHUIO. [Ipy HE0OX0MMOCTH TOJKEH OBITH CO3JIaH PE3EPBHBIN (POH/
MIPUTOHBIX 000PYIOBAHUS M CPEJCTB U3MEPEHUI JIJIsl UCIIOJIB30BAHUS BO BPEMSI PEMOHTA, 00CITY KUBAHUS
WU TIOBEPKHU.

44. Onepanuu 1Mo peMOHTY, 0OCITY>KUBAaHHIO U KaTMOpOBKE HanboJiee 3HAYMMOT0 000PYA0BaHUS 1OJIKHbI
OBITH COOTBETCTBYIOIIUM 00pa3oM JOKYMEHTaIbHO OOPMIIEHBI, TOKYMEHTAalUs JOKHA OBITh COXpaHEHa.
K Haunbosnee 3HauMMOMY 000pyI0BaHUIO OTHOCSITCS KOHIUIIMOHEPHI, XOJIOAUIbHbBIE

KaMmephl (XOIOAMIBHUKH ) WIIM YCTPOICTBA, OXpaHHAsl U MOKapHasi CUTHAJIU3ALMSL, CUCTEMbI KOHTPOJIS
JOCTYTIa, BEHTHIIALIMOHHAS CUCTEMa, CHCTeMa YBIaKHEHUS U (UJIM) OCYIIEHHs BO3/IyXa,
TEPMOTUTPOMETPHI (IICUXPOMETPHI) UM HHOE 000pYyI0BaHUE, HUCIIOIB3YEMOE JIJIsl PErUCTpalluu
TeMIIepaTypbl U BIaKHOCTH, a TaKkke 000pyI0BaHUE, UCIIOIB3YyEMOE Il TPAHCIIOPTHPOBKH.

3.3.1. KomnproTepru3npoBaHHbIE CUCTEMBI

45. Ilepen HayanoM UCHOIb30BaHUS KOMIIBIOTEPU3UPOBAHHON CUCTEMBI HEOOXOAMMO MPOJIEMOHCTPUPOBATH
C TOMOIIIbIO BAJIMIAIUMK WM BepU(PUKALINK, YTO CHCTEMa CIIOCOOHA MOTy4aTh 3aJJaHHbIe Pe3yIbTaThl TOUHO,
€IMHOO00pa3HO U BOCIPOU3BOIUMO.

46. JlomkHO OBITH B HAJTMYUU MUCHbMEHHOE JIETaJIbHOE ONMHMCAHNE KOMIIBIOTEPU3UPOBAHHON CHUCTEMBI
(BKJIIOYast 10 BO3MOKHOCTH Juarpammsl). Takoe onucaHue JOKHO MOAAEP)KUBATHCS B AKTyaJIbHOM
COCTOSIHMM U JJOJKHO BKJTIOYATh B €051 IPUHIIMIIBI, LIETH, MEPbl 0€30MacHOCTH, 001acTh IPUMEHEHHS U
OCHOBHBIE (DYHKIIMOHAIbHBIE 0COOEHHOCTH, a TAK)KE TOPSIIOK MCIIOJIb30BaHMsI U UHTEepdeic s
B3aUMOJICHCTBUSA C APYTUMHU CUCTEMAMU.

47. BBO)I JaHHBIX B KOMIIBIOTCPU3UPOBAHHYIO CUCTEMY MJIU UX U3MCHCHUEC NJOJIPKHBI OCYIICCTBIIATHCA
TOJIBKO paGOTHI/IKaMI/I, OTBCTCTBCHHBIMMU 3a I[aHHBIﬁ BUO paGOTLL

KOMHBIOTepI/ISI/IpOBaHHaSI CHUCTEMA JOJDKHA PETUCTPUPOBATH BCEC UBMCHCHUSA B CUCTEME C

YKa3aHHUEM I10JIL30BaTCIIsA, COBECPIIAIOIICTO 9T U3MCHCHMU .

48. JlomKHBI OBITH MPETYCMOTPEHBI (PU3NUYECKUE WIIH AJIEKTPOHHBIE CPEACTBA JUISl 3AIIUTHI JAHHBIX OT
CIIy4allHOTO WJIM HEPaBOMEPHOTO BHECEHUSI U3MEHEHUM. [lOCTYITHOCTh COXpaHEHHBIX JaHHBIX
JOJKHA PETYINISIpHO MpoBepAThes. Heo0XoauMo Ha peryssipHOil OCHOBE CO3/1aBaTh PE3EPBHBIE KOTHU
COXpaHEHHBIX
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JaHHBIX. PezepBHHe KOIIMU JaHHBIX, BBCACHHBIX B KOMIIBIOTCPU3UPOBAHHYIO CUCTEMY, JOJIXKHBI XPAaHUTHCA
B COOTBCTCTBUHU CO CPOKAMHU, YCTAHOBJICHHBIMHU 3dKOHOAATCIILCTBOM IoOCy1apCTB-4JICHOB, HO HC MCHCC 5
JIET, B U30JIMPOBAHHOM U 0e30IacHOM MecTe.

49. JIomKkHBI OBITH IPEIYCMOTPEHBI IPOLIEAYPBI, OMPeIEIOIINe MOPSIOK ASHCTBUI B ciIyyae cOOeB B
paboTe cUCTEMBI WU BBIXOJIA €€ U3 CTPOSI, & TAKKE MEPBI IO BOCCTAHOBIICHUIO JAHHBIX.

3.3.2. KBanudukanus u Baaugamnus

50. Opranusanust JOKHA ONPEAEIUTh KIII0YeBOe 000pyA0BaHUE U IPOLIECCHI, KOTOPhIE

MOJUIekKAT KBATU(UKAIMY U (MIH) BAIMAALNH C LHEJBIO MOITBEPKACHUS HAJJISKALIETO MOHTaXa U
JKCIUTyaTaluHu.

O0BeM MPOBOAUMBIX paboT 1Mo KBATM(GUKAMH U (MIIH) BaIUJANK (HallpUMep, XpaHEeHHUe, MOATOTOBKA K
OTIpy3Ke M YIAaKOBKa) OMpPEEIAeTCs HA OCHOBE JOKYMEHTAIbHO 0(OPMIIEHHOTI'O aHAIM3a PUCKOB.
O6opynoBaHue U MPOLECCHI TOJKHBI OBITh KBATH(DUIMPOBAHBI M (WIJIN) BaJIMAUPOBAHBI /10

Hayasa KCIUTyaTallui UM [T0ciie JI000ro 3HauuTeIbHOIO U3MEHEHUs (HallpuMep, I0CiIe PEMOHTA

WJTU TEXHUYECKOTO OOCITYKUBAHMS).

ITpoBenenue Bamuaauy Uik KBaTUPUKALMA 0QOPMIISIETCS OTYETaMH, B KOTOPBIX JOJKHBI OBbITH 0000ILEHBI
MIOJIy4YE€HHBIE PE3YJIbTATHI, @ TAKKE JaHbl OOBSICHEHUS BBISIBICHHBIM OTKJIOHEHUSIM.

51. OTKJIOHEHHS OT YCTAaHOBJICHHBIX MPOLEAYP TOKYMEHTAIBHO 0(pOPMIISIOTCS, pa3pabaThIBAlOTCS MEPHI,
HaIpaBJICHHbIE HA UX YCTPAaHEHHE, a TAK)XKE HAa IPEOTBPALLEHUE UX MOSBICHUS B

OyayiieM (KOppEeKTHPYIOIINE U TIpeaynpexaatonme neicteus). Heo6xoauMocTs ocyecTBICHH
KOPPEKTUPYIOIIMX U MPEAYyNIPEXKAAOIINX AEUCTBUN ONPEEIIieTCss HA OCHOBE CTATUCTHUECKOTO
MIPOrHO3UPOBaHUS (MpuMeHeHune baliecoBCKUX MoJienel MpOrHo3upOBaHUs ), IPUMEHEHUS KOHIEIIHH
aHanm3a (papMaeBTUIECKUX PUCKOB U HHCTPYMEHTOB 10 YIIPABJICHHIO PUCKaMH, TIPUBEICHHBIX B IIPaBUIIAX
HaJJIeXxallel TpOu3BOJCTBEHHON MIPAKTUKU EBpa3uiickoro SKOHOMUYECKOTO cOt03a. JI0mKHbBI ObITh
MIOJIy4€HBI JI0KA3aTeNbCTBA YCIEIIHON BATMAAMK U TPUEMIIEMOCTH ITpoLiecca UiId 000py10BaHUsl, KOTOPbIE
YTBEP)KJAI0TCS COOTBETCTBYIOIIMMHU paOOTHUKAMHU.

4. loxkymeHTanMSA
4.1. [Ipunuun

52. Hagnexaimasi JOKyMEHTAIUs SIBJISIETCSI HEOTHEMIIEMOM YaCThIO CUCTEMBI Ka4eCTBa.

3aagamMul TOKyMEHTAIIUU SBISIOTCS IPEIOTBPAIICHHE OIHUOOK, KOTOPhIE MOTYT BO3HUKATh BCIIE/ICTBUE
YCTHON KOMMYHUKAIIMH, U OTCJIC)KUBAHUE OT/ICIBHBIX OTIEPAIIHi B Mpoliecce JUCTPUOBIOIUN
JIEKapCTBEHHBIX CPEICTB.

4.2. O6ume TpeboBanus [IpaBuna Haanexaiei TMCTpUOBIOTOPCKOM MPaKTUKU B pamkax EBpasuiickoro
SKOHOMHUYECKOTO coto3a (yTB. pemenrem CoBera EBpazuiickoit 3KOHOMHUYECKOM KOMUCCHU OT 3 HOSIOpst
2016 . Ne 80)

53. K 1oKyMEHTalMi OTHOCATCS: MMCbMEHHBIE IPOLEAYPBI, HHCTPYKIIUH, J0OTOBOPEI, 3aIIMCH, OTYETEI,
IIPOTOKOJIbI UCIIBITAHUN U IpyTHe OyMakHbIE WIIM 3JIEKTPOHHBIE HOCUTENN NH(POPMAIIUH, Ha KOTOPBIX
PEerucTpupyroTCs JaHHble. JJoKyMeHTalus JOKHA OBITh JIETKO JOCTYITHA JUIS IepCcoHaa
IUCTPUOBIOTOPA U BOCCTAHABINBAEMA.

54. O6paboTKa nMepcoHANBHBIX JAaHHBIX PAOOTHUKOB JUCTPHOBIOTOpPA, JIMII, HAPABUBILUX MIPETEH3UH, a
TaKKe JIIOObIX IpYyruX (GU3NYECKUX JIUI] OCYIIECTBIISETCS B COOTBETCTBUHU C

TpeOOBAHUAMH 3aKOHO/IATENILCTBA FOCY 1aPCTB-UJICHOB, MIPEAYyCMaTPUBAIOIIUMHE MOPSAOK 00pabOTKH,
XpaHEHHUs NEPCOHAIBHBIX JaHHBIX, BKIIIOYasl Ilepejady NepCOHAIbHBIX JAHHBIX TPETHUM JIMLIAM.
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55. JlokymMeHTalus 10JHa B IOCTATOYHON CTEIIEHU OXBAThIBATh BCE MPOIIECCHI,
BBINOJIHSAEMbBIE TUCTPUOBIOTOPOM, U OBITH MMOHATHOW PabOTHUKAM. TEKCT TOKYMEHTOB JIOJKEH OBITh
OJTHO3HAYHBIM, HE JOIMYCKAIOIIUM JIBYCMBICICHHBIX TOJKOBAaHUH U OIINOOK.

56. IIponenypbl 1OJKHBI OBITH YTBEPHKACHBI, MOAMUCAHBI U JATUPOBAHBI OTBETCTBEHHBIM JIUIIOM.
JlokyMeHTaIus JI0JbKHA OBITh YTBEpIK/IeHA, MOAMKMCAHA U JaTUPOBAHA CIIECIUAIBHO HA3HAYCHHBIMH JIUI[AMH,
COIJIACHO YCTaHOBJICHHBIM TpeOoBaHUAM. JJokyMeHTalus He T0JKHA OPOPMIIATHCS OT pykH. B Tex
CIIy4asix, KOTJja BHECCHHE PYKOIMCHBIX 3allMCeil HEOOXOAUMO, TOJDKHO OBITh MPEyCMOTPEHO HAIMYHE
HEO0OXOUMBIX MOJIEH.

57. JIroOble ucnpaBieHUsl, BHECEHHBIE B JOKYMEHTALINIO, JIOJDKHBI ObITh JATUPOBAHBI U

IIOJITMCAHBl, UCTIPABJIEHUS J1OJKHBI ObITh BHECEHBI TAKUM 00pa30oM, 4YTOObI COXPAHSIACh BO3MOXKHOCTb
MIPOYTEHUS NePBOHAYAIBHBIX 3anuceil. [Ipn HeoOXOAMMOCTH ClleyeT yKa3bIBaTh MPUYHHBI BHECCHHS
HCTIPABJICHUM.

58. HOKYMGHTaL[I/IH MMOJICIKUT XPAHCHUIO B TCUCHUC CPOKA, YCTAHOBJIICHHOI'O

3aKOHOAATCJIBbCTBOM IoCyJapCTB-4JICHOB, HO HC MCHCC 5 ner. HepCOHaJILHLIC JaHHBIC pa6OTHI/IKOB JOJIDKHBI
OBITE YHUYTOKCHBI NI O6C3HI/I‘ICHBI, KaK TOJIBKO X XpaHCHHUC IICPCCTACT Tpe6OBaTBC$I JUISL Henei
Z[I/ICTpI/I6I)IOHI/II/I JICKAPpCTBCHHLIX CPCACTB.

59. Kaxplii pabOTHUK JOIDKEH UMETh ONEPATHBHBIN TOCTYII K JOKYMEHTAI[H, HEOOX0IMMON
JUIs1 BBIITOJIHEHUSI CBOMX JIOJKHOCTHBIX 00513aHHOCTEH.

60. Oco0oe BHUMAaHHUE JIOJDKHO YIENATHCS HCIOIB30BAHMIO JCHCTBYIOIINX U YTBEPIKIACHHBIX

B YCTaHOBJICHHOM MoOpsiKe npoueayp. JomkHsl ObITh 4eTKO 0003Ha4eHbl HAMMEHOBAHME U L1ETb
JOKYMEHTA.

JIOKYMEHTBI JOJKHBI PETYJIIPHO IEPECMATPUBATHCS U ITOAJIEPKUBATHCS B AKTyaJIbHOM COCTOSIHHUM.

K npouenypam Heo6X0AMMO IPUMEHATh KOHTPOJIb Bepcuil. JlomkHa cyiiecTBoBaTh

CHCTEMa, IPEJOTBPALIAIOIIasl HEMTPEIHAMEPEHHOE UCIIOIb30BaHUE YTPATUBILEH CUIIbI PEAAKIIUH TIOKYMEHTA.
VYcTapeBiue U yTpaTUBLINE CUITY PEIAKIIMKU JOKYMEHTOB, pErilaMEeHTHUPYIOLINX IPOLEAYPHI,

JOJKHBI U3BIMATHCS U3 IOKYMEHTOO000pOTa M apXUBUPOBATHCA.

61. JIoJKHBI COXPaHSTHCS 3aIIMCH, OTHOCAIIMECS K BBIITOJIHEHUIO BCEX IEHCTBUM, KaCAIOUINXCS MOJTyYEHHOM
WJIM TTOCTABJIEHHOM MPOJyKIUH, a TAKXKE 3aIIUCH 110 OKa3aHUIO0 OPOKEPCKUX yCIyT (Hanpumep, 3asBKH,
cueTa, TOBapHbIC HAKJIa/IHbIE) UJIU JIpyTHe 3alHCH B JIEKTPOHHOM BHJIE UJIM UHOM (hopMme.

3anucu JOJKHBI BKIIIOYaTh KAK MUHUMYM CJIEIyIONIYI0 HH(OpMalKIO: J1aTa,

HalMEHOBAaHME JIEKAPCTBEHHBIX CPEJICTB, KOJIMUYECTBO MPUOOPETEHHBIX MIIM TIOCTABIICHHBIX JEKApCTBEHHBIX
CPEACTB, HAUMEHOBAHUE U aPEC MMOCTABIIMKA, NOIyYaTess UK IPy30I0iIydaTess (B 3aBUCUMOCTH OT TOTO,
4TO

MIPUMEHHUMO), a TAKXKE HOMED CEPUH.

3anucu JOMKHBI OBITh ClIeTaHbl HEMOCPEICTBEHHO B MOMEHT OCYIIIECTBIICHHS COOTBETCTBYIOIUX
ornepanui.

5. IIponecc AUCTPUOLIONH JIEKAPCTBEHHBIX CPECTB
5.1. IpuHnun
62. Bce nelicTBUs TUCTPUOBIOTOPA TOJIKHBI OCYIIIECTBIATHCS TAKUM 00pa3oM, 4ToObl He Oblila yTpayeHa
UJCHTUYHOCTD JIEKAPCTBEHHBIX CPEJICTB U COOJIIOIATUCh TPeOOBAaHNUS, yKa3aHHbIE Ha
YIaKOBKE JIEKApCTBEHHBIX CPEACTB. JJUCTpHOBIOTOP TOIKEH MPUHUMATh HEOOXOAUMBIE MEPHI IS

MUHUMU3ALUN PUCKA MPOHUKHOBEHUSI (PabCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB B LIETb pEaU3aliH.

63. JIucTpuOBIOIUH TOIJISKAT CIEAYIOIINE JIEKAPCTBEHHBIE CPEICTBA:



a) 3apETUCTPUPOBAHHBIC B COOTBETCTBUH C 3aKOHOIATEIHCTBOM I'OCY1apPCTB-WICHOB;

0) 3aperucTprupoBaHHBIC B COOTBETCTBUH C aKTaMHU, BXOIIIMMH B rpaBo Coro3a;

B) HE3apETUCTPUPOBAHHBIC U (MJIM) BBO3UMBIC (BHIBOSUMBIC) B COOTBETCTBUH C 3aKOHOAATEIbCTBOM
rOCy/IapCTB-UWICHOB U aKTaMU, BXOASIIUMU B TipaBo Coro3a.

64. JluctpudntoTop, KpoMe Aepxkarelis (BIaaenblia) PeTUCTPAMOHHOTO yI0CTOBEPEHHIS

(TOproBo¥i TUIIEH3UN ), KOTOPBIN MPHOOPETAET JIGKAPCTBEHHOE CPEACTBO B IPYTOM rOCyIapCTBE-UJICHE,
00s513aH YBEZIOMUTH O CBOEM HaMEPEHUH JiepxKaTeis (BaIesIblia) PETUCTPAIIHIOHHOTO YJJOCTOBEPEHHUS, a
TaKXKe YIOJIHOMOYCHHBIH OpTraH ToCyapcTBa-4JieHa, B KOTOPOE MPEAIOoIaracTcs MOCTaBUTh JICKAPCTBEHHOE
CPEACTBO.

65. JIroObIe IeHCTBHSI, BHITTOTHSAEMBIE COTVIACHO MOJIOKEHUSM HACTOSIIETO MOApa3aeia, 10 KHbI ObITh
MOJIHOCTBIO OMKUCAHBI B COOTBETCTBYIOIIEH JOKYMEHTAIIUU CUCTEMbI Ka4eCTBa.

5.2. O1eHKa IMOCTABIINKOB

66. JluctpuOpioTOp 00s13aH MOTYYaTh JEKAPCTBCHHBIE CPEACTBA TOJIEKO OT OpraHU3aIlni,

MMEIOIIUX pa3pellieHue Ha OCYIIECTBIICHUE AEITeIbHOCTH MO MIPOU3BOJICTBY WUJIH TUCTPUOBIOLNN
JIEKAPCTBEHHBIX CPEJICTB, BHIJAHHOE YIIOJTHOMOYEHHBIM OPTaHOM.

JuctpubbroTop, mpuoOpeTarmnii JeKapCTBEHHbIE CPEJICTBA y IPYToro JUCTPUOBIOTOPA,

JIOJDKEH YI0CTOBEPUTHCS, UTO IMOCTABIIHK JIEKAPCTBEHHBIX CPEICTB COOIIOIACT TPEOOBAHUS

HaJIeKaIend TUCTPUOBIOTOPCKOM MPAKTHUKK U UMEET Pa3pellieHre Ha OCYIIECTBICHUE TaHHOTO BUIA
JesITeIbHOCTH, BBI/IAHHOE YIOJTHOMOYEHHBIM OPTaHOM.

Eciu moctaBka JIeKapCTBEHHBIX CPEACTB OCYIIECTRIICTCS MIPH YIaCTUH OpOKepa, JUCTPUOBIOTOP JOIKEH
YIOCTOBEPUTHCS, YTO OPOKEP 3aPETUCTPUPOBAH B YCTAHOBICHHOM MOPSIKE.

67. MeporpusTus 1o OIIEHKE U 0JI00PEHHIO TOCTABIIMKOB JOJIKHBI OBITh BBIMIOIHEHBI JUCTPUOBIOTOPOM 10
MPUOOpPETEHUs JIEKAPCTBEHHBIX CPECTB. JJaHHbBIe MEPONIPUITHSI TOJIKHBI OCYIIECTBIATHCSA B COOTBETCTBUU
C YTBEPKIEHHOM MPOIEypOH, X PE3yIbTaThl JOIKHBI ODOPMIISITHCS JOKYMEHTAIBHO U TIEPUOIUUECKU
MIPOBEPSITHCS.

68. HpI/I MMoANMMUCAHUN JOTOBOPOB C HOBBIMH ITOCTABIIMKAMU OpTraHU3alvAa JOJIKHA IIPOBOAUTH HAJICIKAITYHO
IMPOBEPKY MOCTAaBIIMKA C LCJIbIO MMOATBEPIKACHUA €TI0 KOMIIECTCHTHOCTH, HAACKHOCTU U COOTBECTCTBUA
YCTAaHOBJICHHBIM Tpe6OBaHI/I$IM. Oco0o¢ BHMMaHHE HCO6XO)II/IMO YACTATH CICAYIOINIUM (l)aKTOpaMI

a) permyTanus U (UJI1) HaJeKHOCTh MOCTABIINKA;

0) mpeIokKEHHS 110 IOCTAaBKe JIEKAPCTBEHHBIX CPEACTB, HAanOO0JIee MOABEPKEHHBIX (abcU(PUIINPOBAHUIO;
B) MPEAJI0KEHNS IO MOCTaBKe OOJIBIION MAPTHH JIEKAPCTBEHHBIX CPEJICTB, OOBIYHO JOCTYIHBIX TOJBKO B
OTpaHUYEHHOM KOJIMYECTBE;

I') LICHOBBIE NPEJIOKEHHS], HE COOTBETCTBYIOIINE PHIHOYHBIM.

5.3. OueHka 3aKa3yuKoB (Moxyyarenei)

69. JluctpuObroTop 00s3aH yIOCTOBEPHUTHCS, UTO TTOCTABKA JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS
TOJIBKO OpTaHHU3aIUsIM, IMEIOIIUM pa3penieHre (JTUISH3UI0) UM NHbIe 3aKOHHBIE OCHOBAHMUS JIJIS
OCYIIECTBIICHUS JI€ATEIbHOCTH, OTHOCSIIEHCS K 00pallleHuIo JeKapCTBEHHBIX CpeCTB Ha priHKe Coro3a.

70. K mepBoHaYaJIbHON U TTOCJIEIYIONIAM MTEPUOIUYECKUM OIIEHKaM BBITIOJIHEHUS YKa3aHHBIX TpeOOBaHUM
OTHOCATCS CIEAYIONINE IEUCTBUS:

a) MoJIy4eHHEe KOIUI COOTBETCTBYIOIUX pa3pelieHnil (JIMeH3ui);

0) olLleHKa MOAJTMHHOCTH CBE/IEHUH, COepKAIUXCs B IOKyMEHTaX, OMyOIMKOBAaHHBIX Ha calfTax
COOTBETCTBYIOLIMX OPTaHOB IrOCYJapCTBEHHOM BJIACTH B MH(POPMALIMOHHO-TEIEKOMMYHUKALIMOHHON CETH
«HTepHeT;

B) 3aIpOC JOKYMEHTOB, OATBEPKAAIOLUINX KBATU(UKALMIO TOTydaTeNs WK HaINYKMe IIpaBa Ha



OCYIIECTBIICHHUE JIEATEIHHOCTH, OTHOCAIIEHCS K 00OpallleHUIOo JeKapCTBEHHBIX CpeCTB Ha priHKe Coro3a, B
COOTBETCTBHUH C 3aKOHOJATEIIbCTBOM I'OCYIaPCTB-YJICHOB.

71. IuctpuOBIOTOp OTCICKHUBACT OCYIIECTBIIIEMBIE CIICIKU M MPOBOIUT PACCIICIOBAHS B OTHOIICHUN
JOOBIX OTKJIOHEHUH B LIEMIOYKE pean3aliid HApKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U APYTUX
omnacHbIX BeulecTB. [Ipy BRISIBICHUU OTKIOHEHHUM OT MPOIMKMCAHHON MPOLIETyphl peaiu3aluu, KOTOphIe
MOTYT O3Ha4yaTh UCIIOJIb30BAHUE JICKAPCTBEHHBIX CPEACTB HE N0 HA3HAYEHUIO, TOJKHBI IPOBOJUTHCS
paccienoBanus. O pe3yabTaTax pacciel0BaHUIN 10JIKHBI ObITh YBEIOMIIEHbI

YIIOJIHOMOYEHHBIE OPraHbl FOCY1apCTB-YWICHOB.

72. 1ucTpuOBIOTOPOM JOJKHBI OBITH TPUHATHI MEPBI IO 00ECIIEYSHUIO BHITIOIHEHUS TpeOOBaHUN
B OTHOIICHUH OOpAILCHHs JIEKAPCTBEHHBIX CPEACTB Ha priHKE COI03a, YCTaHOBICHHBIX
3aKOHOJATEILCTBOM I'OCYAapCTB-WICHOB U aKTaMH, BXOAAUIMMHU B TipaBo Coro3a.

5.4. Ilpuemka jieKapCTBEHHBIX CPEICTB
73. OCHOBHBIMH 33J]auaMH OTIEPAIMU IO IPUEMKE JIEKAPCTBEHHBIX CPEJCTB SBIISIOTCS CIIEIyIOIIUE:

a) IPOBEPKa COOTBETCTBUS IPUHUMAEMBIX JIEKAPCTBEHHBIX CPEJICTB
TOBAapOCOIPOBOAMUTEIBHON JOKYMEHTALUH;

0) mpoBepKa MOJTy4YEHUs JIEKAPCTBEHHBIX CPEJCTB OT YTBEPAKIEHHOI'O IIOCTABIUKA;
B) IIPOBEPKA OTCYTCTBUSI BUIMMBIX OBPEXKACHUN, KOTOPbIE MOTJIM BOSHUKHYTH B
IIPOLIECCE TPAHCIIOPTUPOBKH.

74. HCKapCTBCHHHe CpeacrTBa, Tpe6ymmHe CIICOHUAJIBbHBIX YCJIOBI/Iﬁ XPaHCHUA UJIU MCP 6630HaCHOCTI/I,
AOJDKHBI IPUHUMATBCA B IICPBYIO OUCPCAb U IMMOCJIC BBIITOJIHCHHA H€O6XOIII/IMOﬁ IMPOBECPKHU JOJIKHBI OBITH
HE3aMCIJIUTCIIBHO IMEPEMEIICHBI B COOTBETCTBYIOIIYIO 30HY XpAaHCHU.

75. Cepun JeKapCTBEHHBIX CPEJCTB, MpeAHa3HAYEHHbIE [ peanu3aiuu B pamkax Coro3a, He T0JKHBI
HAMpPAaBIATHCA B 30HY peaU3ally 10 TOTO, KaK B COOTBETCTBHH C MMCbMEHHBIMHU MPOLIeypamMu OyaeT
YZI0CTOBEPEHO BBHIMOJHEHNE BCEX TPEOOBAHMM, YCTAHOBJICHHBIX 3aKOHOIATEIIHLCTBOM T'OCY/1apCTB-

YJIEHOB U aKTaMu, BXOA1MMU B npaBo Coro3a. s cepuil, mocTynaromux U3 Apyroro rocy/1apcTa-uieHa,
JIOKa3aTesIbCTBA JI0MycKa Ha PeIHOK Cor03a /10 MX MOMEIICHUS B 30HY pealiu3aliu JOJIKHBI ObITh
THIATENFHO MPOBEPEHBI IEPCOHATIOM, O0YUYEHHBIM HaJICKAIIUM 00pa3oM.

5.5. Xpanenue

76. JlekapCTBEHHbIE CPEJCTBA U MPU HEOOXOIUMOCTH JpyTasi MEIULIMHCKAs IPOAYKLHUS TOJIKHBI XPaHUTHCS
OTJENBHO OT APYTUX MPOAYKTOB, CIIOCOOHBIX OKa3aTh HA HUX BJIMSHUE, U JIOJKHBI OBITH 3aIUIIEHBI OT
BPEJIHOTO BO3CUCTBUS CBETA, TEMIIEPATYPbl, BIAXKHOCTU U JIPYTUX BHEUIHUX (PAKTOPOB.

Oco0oe BHUMaHUE CIIEIYET yAESATh JIEKAPCTBEHHBIM CPEJICTBAM, TPEOYIOIIUM CHEeHaTbHbIX

YCIIOBUI XpaHEHHUS.

77. TpancnopTHas Tapa ¢ J€KapCTBEHHBIMU CPEACTBAMH MTPU HEOOXOUMOCTH JTOJDKHA OBITH OYHIIICHA
nepes pa3MelleHHeM JIEKapCTBEHHBIX CPEICTB Ha XpaHEHUE.

78. CxIiazickie orepanuu J0JDKHBI 00ecTiednBaTh TpeOyeMble YCIOBHS XpaHEHHs], a TAKKe
Mepbl O€30MaCHOCTH.

79. IucTpuObIOIus JEKapCTBEHHBIX CPEACTB (OTrpy3Ka) Ao KHA OBITh OpraHW30BaHa TAKUM 00pa3oM,
YTOOBI JICKAPCTBEHHBIE CPEJICTBA C MEHBIITUM CPOKOM T'OJTHOCTH OTTPYXaJIUCh B niepByto odepens (FEFO —
first expire first out). OTKJIIOHEHUS OT TAaHHOTO TPEOOBAHUS JOKHBI OBITH 3aJJ0KyMEHTHPOBAHBI.

80. [1pu XxpaHEeHUU JIEKaPCTBEHHBIX CPECTB U OOPAIICHUU C HUMH JOJDKHBI OBITh TIPUHSTHI
MEpBI, HAallpaBJICHHBIE HA MPEIOTBPAILCHUE PACChIIAHUs, HAPYLIEHUS LETOCTHOCTH YIIAaKOBKH,



KOHTAMUHAIIMU U TIeperyThiBaHus. JIeKapCTBEHHBIC CPEACTBA HE OJDKHBI XPaHUTHCS HETIOCPEJICTBEHHO Ha
TOJTy, 32 HCKJIFOUEHUEM CITydaeB, KOT/Ia YIIaKoBKa CIenaIbHO pa3paboTaHa i TaKOTo XpaHEHUs
(Hanpumep, OAIUTOHBI ¢ METUITMHCKUM Ta30M).

81. JIekapCTBEHHBIE CPEACTBA, CPOK FOJJHOCTH KOTOPBIX UCTEK, JOJDKHBI OBITh HE3AMEIJIUTENBHO U3BATHI U3
KaTerOpuu MPUTOAHBIX ISl TOCTABKU JIM00 (hn3ndYecKu (M30JIMPOBAHBI B CIICIIMATIHLHOM OMEIICHUH WITH
30HE XpaHEHMsI), TIUOO C IOMOILBIO AIEKTPOHHBIX CPECTB, 00ECIEUMBAIOINX SKBUBAJICHTHYIO U30JIALIHUIO.

AHanu3 CKJIaJCKUX 3aI1acoB JIOJIKEH MPOBOJUTHCS PETYJISIPHO B COOTBETCTBUU C
TpeOOBAHUAMH 3aKOHO/IATEJIbCTBA FOCY1aPCTB-WICHOB. BhISBICHHbIE OTKIOHEHHUS JOJKHBI ObITH
JOKYMEHTAIbHO O()OPMIICHBI, M B UX OTHOIICHUH JOJDKHO OBITH IIPOBENICHO PACCIICOBAaHUE.

5.6. YHHUUTOXKEHUE

82. JlekapcTBeHHBIE CPEACTBA, MIPEIHA3HAUCHHBIC JJI1 YHHUTOKEHUS, JIOJDKHBI OBITh HAJICKAIIUM 00pa3oM
MIPOMapKUPOBAHBI, XPAHUTHCS OT/ICIBHO B CIIEIIHATHLHOM TOMEIIEHUH WA 30HE, JJOCTYI B KOTOPBIC
OTpaHHWYEH, PU 3TOM OIEPAUH C HUMH JIOJDKHBI OCYIIIECTBISATHCS B COOTBETCTBUU C ITHCHBMEHHBIMU
MPOIIeTypaMH.

83. YHUUTOXKEHHE JOJIKHO OCYIIECTBIATHCS B COOTBETCTBUU C 3aKOHOJIATEILCTBOM I'OCYAaPCTB-WICHOB UM
IPUMEHUMBIMH MEXTyHAPOJHBIMU TPEOOBAHUSMU B OTHOIIEHUH 0OpalleHusl, TPAHCIIOPTUPOBKH U
YHUUYTO)KEHHUS JIEKAPCTBEHHBIX CPEJICTB.

3anucu 00 YHUYTOXKEHUH JI0JKHBI XPAHUTHCS B TEUEHUE CPOKA, YCTAHOBJIEHHOTO 3aKOHO1aTEIbCTBOM
rOCyJapCTB-UJICHOB.

5.7. 1loAroToBka K OTrpy3Ke

84. HeO6XOI[I/IMO KOHTPOJUPOBATH, YTOOBI K OTTPY3KE ObLIH OATOTOBJICHBI 33Tpe6OBaHHLIC JICKApCTBCHHBIC
cpeacTBa. Ha MmoMeHT noAroTOBKH K OTIPY3KE JICKAPCTBCHHLIC CPCACTBA NOJI’KHBI UMCTb COTJIaCOBAHHbIN
oJIy4aTeyieM U OTIIPABUTCIICM OCTaTOYHBIN CPOK IrOAHOCTH.

5.8. IlocTaBka

85. IlocTaBKa JIEKapCTBEHHBIX CPEJCTB JOJKHA CONTPOBOXKAATHCA JOKYMEHTAaMU, IIPEyCMOTPEHHBIMH
3aKOHOJATeIbCTBOM rOCY1apCTB-WICHOB (cueT-(hakTypa, TOBAPHO-TPAHCIIOPTHAS HAKJIa HAs,
MEXIyHapOaHas HaKJIaJHasl, NHBOMC, aBUaHAKJIaHAas U p.). B cOMpOBOAUTENBHBIX JOKYMEHTaX
JIEKapCTBEHHBIX CPEACTB YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS: 1aTa, HAUMEHOBAHUE JIEKAPCTBEHHOI'O
CpezAcTBa, HOMep cepuH (apTHH), IOCTABIAEMOE KOJIMYECTBO, JIEKapcTBEHHas (opma,

J03UPOBKA, HAMMEHOBAHUE U aJpeC NOCTABILINKa, HANMEHOBaHHE U a[ipec Ipy30noiaydarens (axpec
MeCTa HaXxO0KJIEHHS ONTOBOrO CKJIaZa, €CIIM OH OTJIIMYAETCS OT aJipeca FOpUINYECKOrO JIUIA), a TAKXKE
YCIJIOBUSI TPAHCIIOPTUPOBKHU U XPAHEHUSI.

3anucu 0 MOCTaBKE MOAJIEKAT XPAaHEHUIO TAKUM 00pa3oM, 4ToObl OblIa oOecrieueHa npociaeKuBaeMOCTb
JBUKEHUSI JIEKAPCTBEHHBIX CPEJICTB.

5.9. Okcnopt

86. Opranuzanus, SKCIIOPTUPYIOIIAs JIEKAPCTBEHHBIE CPEACTBA, TOJKHA UMETh JIMLIEH3UIO WM UHbIE
3aKOHHBIE OCHOBAaHHS B COOTBETCTBHH C 3aKOHOAATEILCTBOM T'OCYIapPCTB-WICHOB ISl OCYIIECTBICHHUS
JeSTeIbHOCTH MO AUCTPUOBIOIUH JICKAPCTBEHHBIX CPEACTB WIIM JIMLIEH3UIO Ha IPOU3BOCTBO
JICKApCTBCHHBIX CPCACTB.

87. Hactosimue [IpaBuia mpuMeHSIOTCS K SKCIIOPTY JIEKAPCTBEHHBIX CPEJICTB B MIOJTHOM O0BEME.

Ecnu sxcnoptupyeMsble JEKapCTBEHHBIE CPEACTBA HE 3aPETUCTPUPOBAHBI HA TEPPUTOPHUU
Co1o3a, opranusaius, 3KCIIOpPTUPYIOIIas JeKapCTBEHHbIE CPEACTBRA, AOHKHA MPEANIPUHITH HEOOXOIUMBbIE



MEpbl, HalpaBJICHHBIC HA MPEAOTBPAICHUE TIOCTYIUICHUS JAHHBIX JICKAPCTBCHHBIX CPEJICTB HA PHIHOK
Coroza.

HpI/I SKCHOPTE JICKAPCTBCHHBIX CPCACTB OPraHu3anusd, SKCIIOPTHUPYIOLIad JICKAPCTBCHHLIC CPCACTBA, JOJI’KHA
YAOCTOBEPUTHC, UTO IIOCTABKA OCYIICCTBIIACTCA B aAPEC JIML, UMCIOIINX 3aKOHHBIC OCHOBAHUA IIOJTYy4YaTh
JICKApCTBCHHBIC CPCACTBA B COOTBCTCTBUHU C 3aKOHOAATCIILCTBOM COOTBCTCTBYIOLICTO I'OCyAapCTBa AJId
I[I/ICTpI/I6I)IOI_[I/II/I JAaHHBIX JICKAPCTBEHHBIX CPEACTB.

6. [IpeTen3un, BO3BpaT, N003peHNs B (pajibcuPUKALNN U OT3bIB JIEKAPCTBEHHBIX CPEACTB U3
oOpaimeHust

6.1. [Tpunmun

88. Bce npetensuu, ciyyan Bo3Bpara, NoJ03peHus B (haabcuuKalnu, a TakKe OT3bIB JIEKAPCTBEHHBIX
CpeACTB U3 OOPAIICHHUS JOJDKHBI OBITh JOKYMEHTAIHHO O()OPMIICHBI U IPOAHATH3UPOBAHBI B COOTBETCTBUU
C YCTaHOBIJIEHHBIMHU TTporieypamMu. COOTBETCTBYIOIINE 3aMUCH JOKHBI ObITh JOCTYIHBI YIIOTHOMOUYEHHBIM
OpraHaM rocy/1apCTB-UJI€HOB.

89. OneHka BO3BpallleHHbIX JIEKAPCTBEHHBIX CPEJICTB JI0JKHA OCYILECTBIIATHCS 10 IPUHATUS PeLIeHus 00
uX 0100peHUH IS IOBTOPHOM moctaBku. [ yenemHoi 60ps0b! ¢ hanpcudukanmeil 10KHbI ObITh
COTJIaCOBAHHBIC ICHCTBUS BCEX YYACTHUKOB IIETIH PEATH3aLIUH.

6.2. [Iperenzun

90. IIpeTen3un MOKHBI OBITH 3aPETrUCTPUPOBAHBI C YKa3aHUEM CIICAYIONICH MH(POPMALIMH: 1aTa MOJTy4eHUS
IIPEeTEeH3UH, HAUMEHOBaHUE OPTaHU3aLMK WIH (PaMUIIUS, UM, OTYECTBO (MPU HATIMYUH)

JIMIIA, TPEAbSIBUBIIETO MPETEH3UI0, KOHTAKTHBIE TaHHBIE (HOMep TenedoHa u dakca (mpu

HAJINYMHK), SJIEKTPOHHAS 1104YTa, aJJpec), HANMEHOBAaHHE JIEKAPCTBEHHOTO CPEJICTBA, JIEKAPCTBEHHON

(G opMbI, TO3UPOBKA, HOMEP CEpUU U (UJIN) MapTUH, 00BEM, IPUUMHA IPETEH3UH U TIP.

ITpu 5TOM HEOOXOAMMO pa3avyaTh MPETEH3UU B OTHOIIEHUH KauyecTBa JIEKapCTBEHHBIX CPEACTB

Y TIPETEH3UU B OTHOIIEHUH COOIOeHHS TPEOOBAaHUMN U YCIOBUN AUCTPUOBIOIIIH.

91. B ciiydae eciii mpeTeH3Msl OTHOCUTCS K KAYECTBY JIEKAPCTBEHHBIX CPEJICTB WIIH

npernoiaraeTcs Hamurue HeJo0poKaueCTBEHHBIX ((albCU(PUIIMPOBAHHBIX) JIEKAPCTBEHHBIX CPEJICTB,
MIPOU3BOJIUTEIND U (WJIN) JIepKaTeNb PErUCTPAllMOHHOTO YOCTOBEPEHNUS JOKHBI ObITh YBEOMIIEHBI 00
3TOM HE€3aMEJUINTEIBHO.

92. B oTHOIIEHUH MTPETEH3UH 110 COOMIOACHUIO TPeOOBAHH U YCIOBUIN TUCTPUOBIOLINH T0JIKHO OBITH
IIPOBEJICHO pacciieIOBAHKE C LIEJIbI0 YCTAHOBJICHHSI UCTOUYHUKA (CyOBEKTa) WIIM IPUUUHBI MTPEIbBICHUS
IIPETEH3HH.

93. Jlnst paboThI ¢ MPETEH3USAMH JIOJKHO OBITh HA3HAYEHO CHEIHaIbHOE JIUIIO, @ TAK)KE MOTYT HMPUBJIEKATHCS
Apyrue pabOTHUKH JUCTPUOBIOTOPA B HEOOXOIMMOM KOJIMYECTBE.

94. Tlo pe3yabTaTaM pacciieIoBaHHs U aHAJIN3a B OTHOIICHUH NMPETEH3UN PU HEOOXOIUMOCTH JIOJKHBI
OBITh IPENPUHATHI COOTBETCTBYIOIINE MEPHI, BKIIIOUasi KOPPEKTUPYIOIIUE U MPEAYIpEeKIatoNIe 1eHCTBUS,
B TOM YHCJIE€ YBEJJOMJICHHE, €CIIH 3TO HEOOXOIUMO B COOTBETCTBHHM C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU
YIIOJITHOMOYEHHBIX TOCYAAPCTBEHHBIX OPraHOB IOCY1apCTB-WICHOB.

6.3. Bo3BpallleHHbIE JIEKAPCTBEHHBIE CPEICTBA
95. Onepaunn C BO3BpallICHHBIMHU JICKAPCTBCHHBIMU CPCACTBAMU JOJIKHBI OCYIICCTBIIAAITECA B COOTBCTCTBHUU

C IOKyMEHTHPOBaHHBIMU MPOLEAYPAMH, OCHOBAHHBIMH Ha OLIEHKE PUCKOB, C YUETOM CHELMPUKU
JIEKAPCTBEHHBIX CPEJICTB, CIICLUATIBHBIX YCIOBUN XpAaHEHHUS, a TAK)KE€ BPEMEHH, MPOILIEIIIET0 C MOMEHTa



MepBOHaYalIbHOM OTrpy3ku. Bo3BpaT ocy1iecTBiIseTcsl B COOTBETCTBUU € 3aKOHO/IaTEIbCTBOM I'OCY1apCTB-
YJICHOB ¥ JIOTOBOPHBIMH 00sI3aTEIbCTBAMU MKy CTOPOHAMH, YYACTBYIOIIMMHU B BO3BPATE MPOITYKITUH.

96. JlekapCTBEHHbIE CPEJCTBA, KOTOPbIE paHee ObLIN OTIPYKEHBI, MOTYT OBITh BO3BpAILIEHBI B KATETOPHUIO
IPUTOJHBIX IS IOCTAaBKHU TOJIBKO B TOM CJIydae, €CIM BBIIOJIHEHBI BCE CIEAYIOIINE YCIOBUSA:
L[EJIOCTHOCTh BTOPUYHOM (IIOTPEOUTENBCKON) YIIaKOBKH JIEKAPCTBEHHBIX CPEACTB HE

HapyllleHa, OTCYTCTBYIOT CJI€/bl HOBPEKIEHUN, OTCYTCTBYET MapKUPOBKA, HEIIPEyCMOTPEHHAs
MIPOU3BOIUTENIEM, CPOK TOAHOCTH HE UCTEK, MPOIYKIMSA HE OTO3BaHA M3 OOpaIleHus;

[OJIyyaTesb MPeICTaBUII JOKYMEHTBI, IOATBEPKIAIONINE COOTI0IEHUE CIICLUAbHBIX YCIOBUNA XpaHEHUS U
TPaHCIIOPTUPOBKU;

JIEKapCTBEHHbIE CPEJICTBA OBIIIM IPOBEPEHBI U OLIEHEHBI KOMIIETEHTHBIM JIMLIOM, Ha3HAUYCHHBIM

JUISL BEITOJTHEHUS JAHHBIX JCHCTBUM;

IUCTPUOBIOTOP pacroaraer 10Ka3aTesIbCTBAMH TOTO, UTO JIEKApPCTBEHHbIE CPEICTBA OBLIM ITOCTABIICHbI
JAHHOMY I10JIy4aTesto (COrIaCHO MPUIIOKEHHBIM KOIHUSIM COOTBETCTBYIOLIUX COIPOBOAUTEIBHBIX
JOKYMEHTOB): HOMEp CEpHUHU U (WJIM) MAPTUU COBNAAAET C YKA3aHHBIM B IOKYMEHTAX, OTCYTCTBYIOT
OCHOBAHUS T0JIaraTh, 4YTO JaHHBIE JIEKAPCTBEHHBIE CPEACTBA (hanbcuUIUpPOBAHEI.

JlexapcTBeHHbIE CPECTBA, TPEOYIOLINE 0COOBIX TEMIIEPATYPHBIX YCIOBUMA XpaHEHHUS, MOTYT

OBITh BO3BpAILIEHBI B KATETOPHIO MPUTOIHBIX JUISl TOCTABKU, €CIIH UMEIOTCS TOKYMEHTAJIbHBIE
JI0Ka3aTeJIbCTBA TOT0, YTO OHU XPAHUIIMCh U TPAHCIIOPTUPOBAIIUCH B HA/IJISKALIUX YCIOBUSIX B TEUCHHE
BCET0 BPEMEHHU.

97.B CJIy4dac BbIABJICHUA JIFOOBIX OTKJIOHEHHH H606XOI[I/IMO IMPOBECTHU OLCHKY PUCKOB, IIO3BOJIAOIIYTO
YCTaHOBUTDb COXPAHHOCTD JICKAPCTBCHHLIX CPEACTB. I[OJI)KHI)I OBITh C06paHI>I 1 OICHCHBI A0Ka3aTCJIbCTBA I10
CJICAYIOIIUM 3TallaM:

a) TIOCTaBKa I0JIy4aTeo;

0) mpoBepKa MPOAYKINH (MICHTHPHUKAIINA);

B) BCKpPBITHE TPAHCIIOPTHOW YNaKOBKHU (KOHTEHHEpa /i OCTaBKK);

T') BO3BPAT JIEKAPCTBEHHBIX CPEJICTB B TPAHCIIOPTHYIO YIIAKOBKY (KOHTEHHEp JIJIsl IIOCTABKH);
1) cOOp M BO3BpAT JICKAPCTBEHHBIX CPEICTB AUCTPUOBIOTOPY;

€) IOMEIIEeHHUE JIEKAPCTBEHHBIX CPEJICTB B CHEIHAIBHYIO 30HY XpaHEHHS TUCTPUOBIOTOpA.

98. IIpremMka BO3BpaLIEHHOHN NPOAYKLINHU 0€3 JOKYMEHTAIbHOTO 0(OPMIIEHUS 3alpeIacTCs.

99. JlekapcTBEHHbIE CPEJCTBA, BO3BPALICHHBIE B KATETOPUIO IPUTOAHBIX AJIS IOCTABKH, JOJKHBI OBITh
pa3MenieHsl TaKuM 00pa3oM, 4TOOBI CHCTEMa OTTPY3KH MPOAYKIIUU C MEHBIITUM CPOKOM T'OJTHOCTH B IIEPBYIO
ouepensb (FEFO) dynkunonuponana 3¢p(hekTuBHO.

100. IToxuiieHHbIE JeKapCTBEHHbIE CPEJCTBA, KOTOPbIe ObLIM 0OHAPY>KEHBI, HE MOTYT OBITh BO3BpAILlEHbI B
KaTEeropHIO MPUTOIHBIX JJIsi TOCTABKH U MMOCTABIIEHBI MOIy4aTeNsIM.

6.4. ®anbcuduuUpOBaHHBIE JIEKAPCTBEHHBIE CPE/ICTBA

101. AuctpuObIoTOp JOKEH HE3aMeATUTEIbHO HHPOPMHUPOBAThH YITOJTHOMOUYEHHBII OpraH rocy/1apcrBa-
YJIeHa, a TaKXKe JIep KaTelisi PErUCTPAlMOHHOTO yI0CTOBEPEHUSI JIEKAPCTBEHHOIO MIperapaTa o ciiydae
BBISIBIICHUS (PaTbCU(PUIIMPOBAHHOTO MPOTYKTA WM O HAIMYMU TIOJJO3PEHHH B Takol (anbcuukaum.
Hannast unopmanust 1okHa OBITh 3aUKCUPOBaHA JOKYMEHTAIBHO B COOTBETCTBUH C YCTAHOBJICHHBIMU
IpoIelypaMH ¢ COXpaHEHHEM BCEX MCXOJHBIX JaHHBIX, H B €€ OTHOIIEHUH JTOJHDKHO OBITh MIPOBEICHO
paccie0BaHue.

102. ®danbcuduimpoBaHHbIC JEKAPCTBEHHBIE CPEICTBA, OOHAPYKEHHBIE B IIEMTH PeaU3aIliH, JOIKHBI ObITh
HEe3aMeUIUTEIHHO (PU3MYECKH N30JMPOBAHBI U TIOMEIICHBI Ha XPAHEHHUE OTIEIHHO OT JIPYTOW MPOIYKIIUH B
CHELMATIbHO BBIIEICHHOM MOMEIEHUH UITU 30HE, TOCTYH B KOTOPHIE OTPaHUYEH.



103. Bce onepanuu ¢ GanbcupuimpoBaHHBIME JICKAPCTBEHHBIMH CPEJICTBAMH JTOJDKHBI
OBITh TOKYMEHTAJIBHO 0()OPMIIEHBI, C COXPaHEHUEM 3aIUCEH.

6.5. OT3BIB U3 OOpaleHHUS

104. 3 dexTuBHOCTD NEHCTBHI IO OT3BIBY JICKAPCTBEHHBIX CPEJICTB U3 OOpaIICHUS JOHKHA PETYISIPHO
olIeHUBAaThCA (HE pexxe ueM 1 pas B rox).

105. JomxkHa cylecTBOBaTh BO3MOKHOCTh HHUIIUUPOBATh AEUCTBHUS 110 OT3bIBY U3
oOpallieHusl JIeKapCTBEHHBIX CPEJCTB B KpaTyaIlire CPOKH B JII0O00M MOMEHT BPEMEHHU.

106. AuctpuObI0TOp AOKEH CIIEI0BATh YKa3aHUSIM UH()OPMALIMOHHOTO MKMChMa 00 OT3bIBE U3 OOpalIeHHUs,
KOTOpOE MPH HEOOXOAMMOCTH JOJKHO OBITh YTBEPHKJICHO YIIOJTHOMOYEHHBIM OPraHOM T'OCyapCTBa-yiieHa.

107. [deiicTBUs MO OT3BIBY M U3BSITUIO U3 OOpALICHHS TOJKHBI JJOKYMEHTAIBHO O(POPMIIATHCS B MOMEHT UX
OCYIIECTBJICHUS B COOTBETCTBUHU C YCTAHOBJICHHBIMU TIpolieIypamMu. JJOKyMeHTaIUs 110 OT3IBY JOJKHA
OBIThH JIOCTYITHOM YIOJTHOMOYEHHBIM OpTaHaM I'oCy1apCTB-UJICHOB.

108. 3anucu, oTHOCAIIMECS K AUCTPUOBIOLMH, JOJKHBI ObITh JOCTYITHBI AJIS JIMIA, OTBETCTBEHHOTO 3a
OT3bIB JIEKAPCTBEHHBIX CPEJCTB U3 OOPAIICHHSI, U TOJHKHBI COJIEPKATh JOCTATOYHYIO HH(DOPMAITIIO

0 AMCTPUOBIOTOPAX JIEKAPCTBEHHBIX CPEJICTB U O MPSIMBIX NOJIyYaTessx (agpec, Homep TenedoHa u

HOMep (hakca (TIpH ero HAJTM4KH ), KOTOPBIE TOJKHBI OBITH JIOCTYIHBI B paboune 1 HepabovHe 4achl),
BKJIIOYasl JaHHbIE B OTHOLLICHUH SKCIIOPTUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB U X 00pa3LoB (HOMEp cepuu
U (UIn) mapTHUH, HAMMEHOBAHUE, JIEKapCTBEHHAas (hopMa, 103UPOBKA, a TAKXKE MOCTABJIEHHOE KOJINYECTBO).

109. ITocnemoBaTenbHOCTD BBIIOJIHEHUS HeﬁCTBHﬁ, OCYHICCTBIIAACMBIX ITPH OT3bIBC U U3BATUU CCPUU U (I/IJ'II/I)
MapTur JCKAapCTBCHHOI'O CPCACTBA M3 06pameH1/m, JOJIKHa OBITh JAOKYMCHTAJILHO O(l)OpMJIeHa " OTpaXCHA B
HUTOTOBOM OTYCTC.

7. JedATe1bHOCTD, IEpeJaBaeMas Ha Ay TCOPCUHT
7.1. IlpuHiun

110. JIro6ast neaTenbHOCTh, Ha KOTOPYIO pacipocTpaHstoTcs HacTosmue [IpaBuna, nepenannas

Ha ayTCOPCHUHT, JOJHKHA OBITh HaJJIeKAIIUM 00pa3oM ONpe/IeieHa U COTrJIacoBaHa, JOJKHA
KOHTPOJIMPOBATHCS BO N30€KaHNE Pa3HOUTEHUI, CTIOCOOHBIX MPUBECTU K HAPYIIEHUIO COXPAaHHOCTH
JIEKApCTBEHHBIX CPEJICTB.

JloikeH OBbITh 3aKIF0UEH MUCbMEHHBII TOTOBOP MEXY AUCTPUOBIOTOPOM-3aKa3UMKOM U UCIIOJIIHUTENEM, B
KOTOPOM YE€TKO ONpe/EIeHbI 003aHHOCTH KaX/I0M U3 CTOPOH.

7.2. 3aka3umk

111. 3aka3uuk HeCET OTBETCTBEHHOCTD 32 JAEATEIBHOCTD, IEPEIaHHYI0 Ha ay TCOPCHHT.

3aKa3zyuK JOHKEH yOeTUThCSl B KOMIIETEHTHOCTH MCIIOJTHUTEIS [Tl BHIIOJTHEHUS 0053aTENbCTB

10 JIOTOBOPY U 00ECTIEYUTh COOJII0IEHNE NCTIOTHUTENIEM TpeOOBaHUN HaIsIeKalei

JTUCTPUOBIOTOPCKOM MPAKTUKK ITOCPECTBOM YCTAHOBJIIEHHS B IOTOBOPE COOTBETCTBYIOIINX YCIOBUN U
IIPOBEJIEHUS TIPOBEPOK.

[IpoBepka mpaBOMOYHOCTH, KOMIIETEHTHOCTH M BO3MOXXHOCTHU MCIIOJIHHUTENS BHIOIHATH YCIOBUS I0TOBOpa
JIOJIKHA TTPOBOJIUTHCA 10 Hayajia OCYIIECTBICHUS AESTENbHOCTH, IEpEeJaHHOM Ha ayTCOPCUHT, a TAKXKE B
cllydae CyIIEeCTBEHHBIX U3MEHEHUH Takol JesTenbHoCTU. [leproguuHocTh MpoBeieHus: IPOBEPOK
NESITEIbHOCTH, NIEPEJaHHON Ha ayTCOPCUHT, JOJDKHA ONPEIENATHCA HA OCHOBAaHUM aHaiu3a puckoB. Cpoku
Y YCJIOBHSI POBEICHUS MTPOBEPOK TOJKHBI OBITH COTJIaCOBaHbI CTOPOHAMH.



112. 3aka3uuk MpeaoCTaBIsIET HCTIOTHUTEIO BCIO HH(OPMAITUIO, HEOOXOAUMYTO IS
BBIIMOJIHCHUSA OCATCIBHOCTH, nepez[aHHoﬁ Ha aYTCOpCI/IHF, B COOTBCTCTBUU C TpGGOBaHI/IHMH, HpI/IMeHI/IMLIMI/I
K JICKQPCTBCHHBIM CPEACTBAM, a TAKXKE JIFOOBIMH IPYTUMH PUMEHUMBIMU TPEOOBAHHUSIMHU.

7.3. Ucnonuureinn

113. McrionHUTENH T0JKEH UMETh HE00X0IMMbIE TIOMEIIEHUS 1 000pyI0BaHKE, TOKYMEHTHPOBAHHBIC
NPOILIEAYPbI, 3HAHUS U OIIBIT, & TAKXKE KBATU(DUIIMPOBAHHBINA TIEPCOHAT [T HA UIC)KAIIIETO BBIMOJIHCHHUS
paboT (yciIyr) o J0roBOpYy.

114. VcionHuTeNs HE JOJDKEH MepelaBaTh TPEThEH CTOPOHE BHIMOJIIHEHHE PadoT (YCIIyTH), BHITIOTHEHUE
KOTOPBIX IOPYUYEHO €My 110 I0TOBOPY, 0€3 mpeBapuTeIbHON OLIEHKU U 0100peHNs TaKo! nepeaayn
3aKa34YMKOM, a TaKXe J10 MPOBEAECHUS IPOBEPKU TPETHEN CTOPOHBI 3aKa3UNKOM WJIM UCIIOJIHUTEIIEM.
JIoroBop Mexay MCIOJHUTENEM U TPEThe CTOPOHON JOJKEH rapaHTUPOBATh, YTO HH(pOpPMALU O
BBITOJIHSAEMBIX pab0Tax MPEICTaBIAETCS B COOTBETCTBUHU C JOTOBOPOM MEXK/TY 3aKa3YMKOM U
UCTIOJIHUTEJIEM.

115. UcniotHUTENS HE HAOJIKCH OCYHICCTBIIATH KaKue-J1m00 ﬂeﬁCTBHH, KOTOPBIC MOT'YT IIPUBCCTH K IMOTEPC
Ka4deCTBa JICKAPCTBCHHBIX CPCACTB 3aKa3unKa.

116. UcnonHuTenb TOMKEH COOOIIATh 3aKa3YUKYy JI00YI0 HHGOPMAIUIO, OTHOCSIIYIOCS K
KaueCTBY JIEKAPCTBEHHBIX CPEJICTB 3aKa3UHUKa, B COOTBETCTBUU C YCIOBUSMHU JIOTOBOPA.

8. CamonHcnexkuus 1McTpUOBIOTOPOB
8.1. [lpuHumn

117. CamouHCIIEKIIMU AOKHBI POBOIUTHCS TSl KOHTPOJIISA 32 BHEPEHUEM U COOIII0/IeHneM TpeOoBaHUi
HaJIeKaIen JUCTPUOBIOTOPCKOM MPAKTHKHU JIEKAPCTBEHHBIX CPEACTB, a TAKKE C IIEJIbI0 Pa3paboTKu
HEO0OXOUMBIX KOPPEKTUPYIOLIUX MEP.

8.2. CaMOMHCIIEKIINS

118. JlomkHa ObITH BHEPEHA MPOTPaMMa MPOBEACHUS CAMOMHCIIEKIIHI, OXBATHIBAIOIIAS B
paMKax OMpeeIeHHOTO TIEpro/ia BCe aCeKThl HajIexallel JUCTPUOBIOTOPCKOM MPaKTUKH,
TpeOOBaHUI 3aKOHO/IaTENbCTBA FOCYAAPCTB-UJICHOB, PYKOBOJCTB U MPOLEAYP.

119. CamouHcneKIIMU MOTYT OBITh pa3esieHbl HA HECKOJIBKO CaMOCTOSITEIIbHBIX IIPOBEPOK, OXBATHIBAIOILIIUX
OTJENbHBIE CTOPOHBI JEATEIBHOCTH Opranu3aunu. CaMOMHCIIEKIIMY JOJKHBI IPOBOAUTHCS CIIELUAIBHO
Ha3HAYEHHBIM KBaJU(UIIMPOBAHHBIM IIEPCOHATIOM OECTIPUCTPACTHO U THIATENbHO. JlOMyCKalOTCs ay IUThI,
IIPOBOJAMMBIE HE3aBUCUMBIMU BHEITHUMH JKCIIEPTAMHU, OJHAKO OHU HE MOT'YT 3aMEHATH CAMOUHCIIEKIIUIO.

120. Pe3ynpTaThl CAMOMHCHEKIIMHA JOKHBI OPOPMIIATHCA JOKYMEHTAIbHO. OTYEThI JOJKHBI COJepKAaTh
BCIO HH(OpMaIIMIo, MOJIYyYeHHYIO B X0 uHcnekuuu. Konus oryera qomkHa ObITH Mpe/icTaBiIeHa
PYKOBOJICTBY AMCTPUOBIOTOPA, @ TAK)KE MHBIM 3aMHTEPECOBAHHBIM JIMLIAM.

B ciyuae BbIsiBIEHUS! HEIOCTATKOB MJIM OTKJIOHEHUH HEOOXOJMMO BBISICHUTH UX MPUYHHY, a

TaKXe pa3padoTaTh U JOKYMEHTAIBHO 0(OPMHUTH KOPPEKTUPYIOLINE U MPeAYyIPEekIAtoIne JeHCTBUSL

Y IPOKOHTPOJIMPOBATH UX BBIITOJIHEHHUE.

9. TpancnopTupoBka
9.1. Ilpuniun

121. AuctpuObIOTOP, MOCTABISAIOLIHI JEKAapCTBEHHBIE CPECTBA, 00513aH OCYIIECTBIISTh TPAHCIIOPTHPOBKY B
YCIIOBUSX, 00€CTIEUMBAIOLINX UX COXPAHHOCTD U I[€IOCTHOCTb, 3aIIUTY OT BO3ACHCTBUS (aKTOPOB



OKPY’KaIOIIIeH cpeibl, COOII0ICHHE HEOOXOJUMOTO TEMIIEPATYPHOTO pekUMa (YCIIOBHIM XPaHEHHUS ), @ TAKKE
3anmTy oT (pambcuduranuu.

122. He3aBucuMO OT criocoba TpaHCIIOPTUPOBKHA HEOOXOIMMO 00ECTIEYUTh BO3MOYKHOCTh TIOTBEPKICHHS
TOTO, YTO Ka4eCTBO U LIEIOCTHOCTH JICKAPCTBEHHBIX CPEJCTB HE OBUIN ITOABEPTHYTH HETATUBHOMY
BO3/IEIICTBUIO B IIPOLIECCE TPAHCIIOPTUPOBKH.

123. IlnanupoBaHue TPAaHCIIOPTUPOBKHU JOJIKHO ObITh OCYILECTBIEHO HA OCHOBAaHUH aHAJIN3a BO3MOKHBIX
PHUCKOB.

9.2. TpancnopTupoBKa

124. TpeOyemble yca0BHs XpaHEHUs JIEKAPCTBEHHBIX CPEJICTB AOJKHBI COOJIIOIaThCS B TEUEHUE BCETO
BPEMEHU TPAHCIIOPTUPOBKU B COOTBETCTBUHU C YKa3aHUSAMU IIPOU3BOAUTEINS WK HHPOpMaLUeit
Ha YIIaKOBKE.

B ciiyyae BO3HUKHOBEHMS TAKUX OTKJIIOHEHHH, KAK HApYILIEHUE TEMIIEPATYPHOIO PEKUMa WK I1opYa
JICKApCTBEHHBIX CPEACTB B MPOIIECCE TPAHCIIOPTUPOBKHU, HH(OPMAIIHSI O HAX JOJDKHA OBITH COO0IIEHa
OTIIPABUTEIIO U MOTy4daTesnto. JlokHa ObITh pa3paboTaHa U JOKYMEHTAIbHO opopMIIeHa IPOoLEeaypa,
OTIpEeIeIISAIONIAst MOPSIOK JeHCTBUI PU BOSHUKHOBEHUU OTKJIOHEHHUH U pacclieIOBaHUH JTaHHBIX (DaKTOB.

125. AucTpuOBIOTOp HOKEH 00SCIICUUTh YCIIOBUS, IIPU KOTOPBIX TPAHCIIOPTHEBIE CPEACTBA

1 000pyI0BaHUE, UCIIONIb3yEMbIe JIJIsl TPAHCTIOPTHUPOBKHU JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBOBAIU
OBl TISJISIM WX MCIIOJIB30BAHUS U OBLIM HAJUICKAIIMM 00pa30M YKOMITJICKTOBAHBI IS 3alTUTHI

OT HEXEeNATEIIbHOTO BO3JEHCTBUSI, KOTOPOE MOXKET MIPUBECTH K MOTEPE KayecTBa JICKapCTBEHHBIX
CPEJICTB WJIM HAPYIIUTh LIETOCTHOCTh YIIAKOBKH.

126. TpaHcniopTHOE CPEACTBO U €ro 000pyAOBaHHE, UCTIONb3YEMbIe ISl TPAHCIIOPTUPOBKH JIEKAPCTBEHHBIX
CpCACTB, JOJIKHBI COACPIKATHCA B UUCTOTC U IOABEPTraThbCA OUUCTKE U y60pKe o MeEpe HCO6XO}II/IMOCTI/I B
COOTBETCTBHUH C TPEOOBAHUSMH CAaHUTAPHBIX HOPM, YCTAHOBJIEHHBIX 3aKOHOJATEIbCTBOM IOCY1apCTB-
4jieHOB. J0/KHBI OBITH pa3paboTaHbl MMCbMEHHBIE MTPOLEAYPHI IO 0OCITY)KMBAaHHUIO U SKCILTyaTalluu
TPAHCHOPTHBIX CPEACTB U 000PYAOBAHUS, UCTIOIb3YEMBIX JUISl TUCTPUOBIOLINY JIEKAPCTBEHHBIX CPEJICTB,
BKJIIOYAsi OUYUCTKY U MEpbl OE30MMaCHOCTH.

127. Onpenenenrie HEOOXOIUMOCTH KOHTPOJISI TEMIIEPATYPhI TOJKHO OCHOBBIBATHCS HA aHAJIM3€ PUCKOB,
CBSI3aHHBIX C TPAHCIIOPTUPOBKOM JIEKAPCTBEHHBIX CPEACTB MO BEIOPAHHOMY MapILIPYyTY.

OO0opynoBaHue, HCTIOIB3YEMOE TSI KOHTPOJIS TEMIIEPATyphl B IIPOLiEcCce TPAHCIOPTUPOBKH, YCTAHOBICHHOE
Ha TPaHCIIOPTHOM CPE/ICTBE WU B KOHTEHHEpE, JOKHO MPOXOIUTh EPUOINIECKOE TEXHUUECKOE
00CITy’)KNBaHHE, IOBEPKY U KATHOPOBKY B COOTBETCTBUH C 3aKOHOIATEIILCTBOM I'OCYIapCTB-

YJICHOB.

128. Ilpu obparieHuu ¢ 1eKapCTBEHHBIMU CPEACTBAMU CIIEAYET MO BO3MOKHOCTH

UCIOJIb30BATh CIIELUAIN3UPOBAHHBIE TPAHCIIOPTHBIE CPeICTBA U 000pyIoBaHue. Ecin

UCTOJIB3YIOTCS HeCTIeUATU3UPOBAHHBIE TPAHCIIOPTHBIE CPEJICTBA U 000PYOBAHUE, TOJKHBI OBITh
pa3paboTaHbl U MPUHATHI B (POpME MHCbMEHHOTO IOKyMEHTa MPOLEAYphl, 00ECIIeUHNBAIOIINE COXPAHEHNE
KauecTBa JIEKAPCTBEHHBIX CPECTB.

129. JlexapcTBEHHBIE CPEACTBA JOJIKHBI OBITH JOCTABJICHHI 110 a/IpeCy, yKa3aHHOMY B JJOKYMEHTaX Ha
IIOCTaBKY, U IIEpeaHbl HEMOCPEICTBEHHO B IOMEIIEHNE NoTydaTens. JIekapcTBEHHbIE CPENCTBA HE JOJIKHBI
OCTaBJISITHCS B KAKUX-JINOO JPYTUX NOMEUICHUSX.

Jlnist opraHu3aiiiy SKCTPEHHBIX JJOCTABOK B HEpabouMe 4achl JOJDKEH ObITh Ha3HAUEH CIIeHUAIN3UPOBAHHBIN
NepCOHa, AEUCTBYIOIMI Ha OCHOBAHNHU IOKYMEHTHUPOBAHHBIX MPOLEYD.

130. TpancnopTupoBKa TPETHUMH JIMIIAMHU JOJKHA OCYILECTBIATHCS HA OCHOBAHUH
JIOTOBOpA, COJIEPKAIEro TpeOOBaHMsI, YCTAHOBICHHBIC B TIOJIpa3zelie 7 HACTOAIIETO pa3ieia.



TpaHcropTHBIE KOMITAHUH JIOJDKHBI OBITH YBEIOMIICHBI O TPEOOBAHHSX K YCIOBUSAM TPAHCIIOPTUPOBKH
JIEKapCTBEHHBIX CPEJICTB.

OTBETCTBEHHOCTH 32 COOIOICHHUE YCIIOBUI TPAHCIIOPTHPOBKH JICKAPCTBEHHBIX CPEJICTB BO3JIaraeTcs Ha
TUCTPUOBIOTOpA.

131. B cnyuasix, Kor/ia TpaHCIIOPTUPOBKA COMTPOBOXKIAETCS OMEPAIMSIMHE T10 pa3TPy3Ke M 0OpaTHOM 3arpy3Ke
WM BKJIIOYAET B ce0s TpaH3UTHOE XpaHEHHE, HeOOX0IMMO 00eCTIeYUTh Ha JIeKaIle

YCIIOBUSI TPOU3BOJICTBEHHOW CPEJIbl MOMENICHNUH U 0€301IaCHOCTh XpaHEHUs Ha TPAH3UTHBIX cKiaaax. K
YCIIOBUSIM

HpOHSBOI[CTBGHHOﬁ CpCabl HOMeH_[eHI/IfI, KOTOPBIC JOJIKHBI KOHTPOJIUPOBATHCA, OTHOCATCA:

TEMIIEPATYPHBIN PEXKUM, OCBEIIEHHOCTbD, BIAYKHOCTh BO3/[yXa U YUCTOTA.

JIo7KHBI OBITH MPEANPUHATEL MEPBI AJI COKPALEHUS IPOJI0JIKUTEIBHOCTH BPEMEHHOIO XpaHEHUS N1EPE]]
CJIEYIOIIHUM STArlOM TPAHCIIOPTUPOBKHU.

9.3. Tapa, ynmakoBKa 1 MapKHpPOBKa

132. JlekapcTBEHHbIE CPEACTBA JOJIKHBI TPAHCIIOPTUPOBATHCS B TPAHCIIOPTHOM Tape, KOTOpasi HE OKa3bIBaeT
HEraTUBHOI'O BIIMSAHUS HAa UX KaYeCTBO U 00ECIeUMBaET Ha/IeKHYIO 3aIIUTY OT BHEIIHEro BO3/AEHCTBYS, B
TOM 4HCJIE IPEAOTBPAILAET BO3MOKHOCTh KOHTAMUHALIAH.

Br160p TpaHCIOPTHOM Taphl U YIIAKOBKH JIOJIKEH OCHOBBIBAThCS HA TPEOOBAHMAX K YCIOBUSAM XPAHEHUS U
TPAHCHOPTHPOBKH JICKAPCTBEHHBIX CPEACTB, HA 00BeMe, HEOOXOTUMOM JIJIsl pa3MeIieHus: TpedyemMoro
KOJINYECTBA, MPeIojaraeMbIX Kole0aHUIX TEMIIEpaTypbl OKPY KaloIlel cpebl, MpernoaaracMoi
MaKCHMaJIbHOW JUIUTEIbHOCTH TPAHCIOPTUPOBKHU, BKIIIOUAsi BPDEMEHHOE XPAaHEHUE HA TAMOYKEHHBIX CKJIaJlaX.

133. [lna obecriedeHus HaIeKAIIET0 0OpaIeHusl ¢ IeKapCTBEHHBIMH CPEICTBAMU U YPOBHS O€30MaCHOCTH
Ha TPAHCIIOPTHYIO Tapy JOJDKHA ObITh HAaHECEHA MapKUPOBKA, COJIEprKalas He0OX0IMMYI0 HH(POPMAIIHIO O
TpeOOBaHUSX 10 OOPAIEHUIO U XPAHEHUIO TAHHOM TPAHCIIOPTHOM Taphl C JIEKAPCTBEHHBIM

CPEICTBOM, a TaKXKe 0 HEOOXOAMMBIX Mepax MperocTopokHocTU. MHpopMalus Ha TpaHCIOPTHOM

Tape JA0JKHA 00ecreunBaTh BO3MOXKHOCTb UACHTU(PHUKAIIMU COJEPKUMOTO U UCTOYHUK €ro
MIPOUCXOXKIACHHUS.

9.4. JlexapcTBeHHBIE CpeICTBA, TpeOyoIIe 0cO00T0 0OpaIeHus

134. Ilpu TpaHCTIOPTUPOBKE TAKUX TPEOYIOIIUX 0COO0T0 00palleHus JTIEKAPCTBEHHBIX CPEJICTB,

KakK JIEKapCTBEHHBIE CPEJICTBA, COACPKAIINE HAPKOTHUECKUE CPEICTBA, ICUXOTPOITHBIE BEIIECTBA U

UX TIPEKYPCOPHI, b1 (IOBUTHIE BEMIECTBA) U MOJICKAINE OCOOBIM BHUaM KOHTPOJIS B COOTBETCTBUU

C 3aKOHOJIaTEIbCTBOM T'OCYIapCTB-WICHOB, TUCTPUOBIOTOP JOJIKEH 00€CTIeYnTh 0€30MacHbIN

Y 3aIUIIEHHBIN OT HEMTPAaBOMEPHOTO JIOCTYTIA PEKUM TPAHCTIOPTUPOBKU B COOTBETCTBUU C

TpeOOBaHUSMU 3aKOHO/IATEIbCTBA FOCYAAPCTB-UJICHOB.

JlommKHBI OBITH CO37]aHBI JOTIOTTHUTEIBHBIE CHCTEMBI KOHTPOJIS B OTHOIICHUH TOCTABOK

yKa3aHHBIX JIEKapPCTBEHHBIX CpeaCTB. JJomkHa ObITh pa3paboTaHa U JOKYMEHTAIbHO oopmiieHa
Mporieypa, OnpeaeIsronas mopsaI0K JSHCTBUN B ciydae ux XuieHus. JIro0bie cirydan XUeHui JOMKHBI
OBITh TOKYMEHTHPOBAHBI.

135. OnacHsble (BBICOKOAKTHUBHBIE) U PAIMOAKTUBHBIE JIEKAPCTBEHHBIE CPE/ICTBA

JOJKHBI TPAHCIIOPTUPOBATHCS B 3aLUIICHHBIX, CIICUATM3UPOBAHHBIX U HAJCKHBIX TPAHCIIOPTHBIX
CpEeACTBax.

ITpuHuMaemble Mepbl 0€30MaCHOCTH JI0JKHBI COOTBETCTBOBAThH 3aKOHOIATENILCTBY ITOCYJapCTB-UICHOB
1 MEXIYHAPOAHBIM IOTOBOPaM.

136. [1ns obecriedenust TpeOyeMBbIX YCIOBHM TPAaHCTIOPTUPOBKHU IIPU TPAHCIIOPTUPOBKE TEPMOIAOUIBHBIX
JICKapCTBEHHBIX CPEACTB JOKHBI OBITh UCIIOJIB30BAHBI CIIEIIMATIbHOE 000PYJOBAHUE UITH CPENICTBA
(M30TEpMHUYECKas yIIaKOBKa, KOHTEHHEPHI), a TAK)KE TPAHCIIOPTHBIC CPEICTBA, OOECIICUNBAIOIIINE
noJiep>kaHue TpedyeMoro TeMIEepaTypHOro pekuma.

TpancnopTHbIe cpesicTBa, 0OeceunBarolue NoaepKaHle TpeOyeMoro TeMIEpaTypHOTo pexnuma, 1



00opyT0BaHUE, HCIIOIB3yEeMOE JIJISI KOHTPOJIS TEMIIEPATyphI B IpoIiecce

TPAHCIIOPTHPOBKU TEPMOIAOMITBHBIX JIEKAPCTBEHHBIX CPEJICTB, IOJDKHBI POXOAUTH IEPUOANIECKOE
TEXHHYECKOE 00CITy)KHBaHHUE, MMOBEPKY M KaTuOpoBKy. HeoOX0uMo MPOBOIUTE aHAIIU3 TEMIIEPATyPHOTO
KapTUPOBAHUS C COOJIFOICHUEM YCIIOBHA, OTPAKAIOIIMX apaMeTpPhl SKCIUTyaTallluH, U C YI€TOM CE30HHBIX
KoJIeOaHMiA.

[To 3ampocy moirydarensi TOJKHBI OBITh IPEICTABICHBI TaHHBIC, TTOITBEPKIAIOITIE

COOJTFOICHHE TEMIIEPATYPHOT'O peXKUMa IPH XPaHCHUH U TPAHCIIOPTUPOBKE TEPMOJIAOMIBLHBIX
JIEKapPCTBEHHBIX CPEJICTB.

137. XnagosneMeHThl B U30TePMUYECKUX KOHTEHHEPaX JOKHBI OBITh pa3MeEIeHbl TAKUM 00pa3oM, 4TOObI
OTCYTCTBOBAJI ITPSIMOM KOHTAKT C JIEKAPCTBEHHBIMU cpeicTBaMH. [lepconan qomkeH ObITh

00y4eH TpeOOBaHUSAM MPOLEAYP MO MOATOTOBKE H30TEPMHUUECKUX KOHTEHHEPOB (C y4ETOM

CE30HHBIX OCOOCHHOCTEH), a TaKXKe TPEOOBAHUAM K TOBTOPHOMY HCIIOIB30BAHHIO XJIaJ0JIEMEHTOB.
JIOJKHBI OBITH pa3padoTaHbl MEPHI, HAIIPABICHHBIE HA MPEAOTBPAIICHNE IIOBTOPHOTO UCTIONIb30BAHUS
HEJIOCTaTOYHO OXJIAKACHHBIX XJ1a03/IeMeHTOB. JloikHa ObITh oOecrieueHa Hauiexkaras pusndeckas
W30S OXJIAKICHHBIX U 3aMOPOKEHHBIX XJIaJJ09JIEMEHTOB.

I[Ipouecc 1O0CTaBKM TEPMOJIAOMITBHBIX JIEKAPCTBEHHBIX CPEJCTB C YUETOM KOHTPOJISI CE30HHBIX KOJICOaHHI
TeMIIepaTyp AODKEH ObITh ONMKCAH B JOKYMEHTHPOBAHHOM MPOLIEAYPE.



