IIpunoxxenue Ne 5 k IIpaBuiiam perynupoBaHus
oOpaleHNs BeTepUHAPHBIX JICKAPCTBEHHBIX
CPEICTB Ha TAMOXKEHHON TEPPUTOPUHU
EBpa3suiickoro 5KOHOMHYECKOT 0 COI03a

OcHOBHBIE IPUHIMIIBI ONITOBOM peajn3anu, TPAHCIOPTUPOBKH, XpaHEHUS

U YTUJIM3AUMU BeTEPUHAPHBIX JIEKAPCTBEHHbIX CPEICTB.

1. TpeﬁoBaHnﬂ K ImepcoHalay, oCylmeCTBJasIlomeMy XpaHEHUE,

TPAHCIIOPTUPOBKY N peaAIN3alini0 BETCPUHAPHDBIX JICKAPCTBEHHBIX CPEACTB.

Becw nepcoHai, BOBICYEHHBIA B AEATEIBHOCTD IO XPAHEHUIO, TPAHCIIOPTUPOBKE,
peanu3aluy U YTWIM3aUWHd BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB JOJKEH MPOUTH
COOTBETCTBYIOILIEE OOy4YEeHHME M HMMETh HEOOXOAUMYIO KBaJIM(HKALMIO 10 Hayaia
BBINIOJTHEHUSI CBOMX JIOJDKHOCTHBIX —oOsi3aHHOCcTed. Ilepconan, pabotaronmii ¢
BETEPUHAPHBIMU JIEKAPCTBEHHBIMU CpPEICTBaMH, B OTHOIIEHHH KOTOPBIX YCTAHOBJICHbI
Oonee JKECTKUE YCJIOBUS OOpAallleHHs, JODKEH TMPONTH CHEUUATIbHYIO IOATOTOBKY.
HeoOxoaumo XpaHUTh 3amucU O MPOBEACHHH OOy4YeHHs] nepcoHana, 3((HEKTUBHOCTh
00y4eHHMs TOHKHA MEPUOIMYECKH OLIEHUBATHCS U TOKYMEHTHPOBATHCSI.

JloJKHBI OBITh YCTAHOBJIEHBI M COOJIIOJATHCS COOTBETCTBYIOIIUE MPOLEAYPHI O
TUTMEHe TpyJa W JMYHOM TUTMeHe paOOTHUKOB, MPUMEHHMMBIE K OCYIIECTBISEMOM
JESTeNIbHOCTH. OTH NPOLEAYpbl JTOJKHBI BKJIHOYATh TPEOOBAHMS, OTHOCSIIUECS K

3A0POBbIO, THTUCHE U OJACKIIC.

2. TpeGoBaHus K IPHEMKe BETEPHUHAPHBIX JIEKAPCTBEHHBIX CPEACTB

BerepuHapHbie JE€KapCTBEHHBIE CPEICTBA, TPEOYIOIINE CIEIHAIBHBIX YCIOBHMA
XpaHEeHus Wiau Mep 0e30MacHOCTH, JIOKHBI MPUHUMATLCA B MEPBYIO ouyepeanb. Takue
CpeACTBa IMOCJE BBIMIOIHEHUS HEOOXOJMMBIX IMPOBEPOUYHBIX MEPONPHUSTUN TOTKHBI
OBITH HE3aMEIIUTEIHHO MEPEMEIIEHBI B COOTBETCTBYIOIIYIO 30HY XPaHEHHUSI.

BeTtepuHapHbie JIeKapCTBEHHBIE CPEACTBA, MPEIHA3HAYEHHBIE ISl Pealnu3alu B
pamkax Coro3a (B TOM YHUCII€ OCTYMAIOIIME U3 JPYroro rocy1apcrBa-wieHa), JOJKHbI
HaIPaBIIATHCS B 30HY pealM3ally MOCJE yIOCTOBEPEHHS B TOM, UTO BCE TpeOOBaHUS,
yCTaHOBJICHHbIC HACTOAIMMHU [IpaBuaMu, BHITOTHEHBI.

B oTHOUIEHWH BETEpUHAPHBIX JEKAPCTBEHHBIX CPENICTB, MPEIHA3HAYEHHBIX IS

peaM3aliun Ha BHYTPCHHCM PbIHKC, A0 HWX TIOMCIICHUS B 30HY pcajlu3aluu,



HaJJIeKaIUM 00pa3oM 00y4eHHBIM EPCOHAIOM JO0JKHBI OBITh TIIATEIHHO MTPOBEPEHBI

A0Ka3aTCJIbCTBA JOITYCKA Ha PBIHOK.

3. TpeﬁoBaHmI K XPaHCHUIO BETCPUHAPHBIX JICKAPCTBCHHLIX CPEACTB

BerepuHapHbie JI€eKapCTBEHHbIE CpEICTBA U, MpPU HEOOXOJUMOCTH, Jpyras
OPOJYKIHUsA, CIIOCOOHAsI OKa3aTh HAa HUX BIMSHUE, JOJHKHBI XPAHUTHCS OTACIBHO JIPYT
OT JIpyra, a TaKXe 3alluIIaTbCs OT BPEIHOTO BO3JEHCTBUS CBETa, TEMIEPATYpHI,
BJIQXXHOCTH U JPYTUX BHEIIHUX (haKTOpoB. BeTepuHapHble JeKapCcTBEHHBIE CPEJCTBA,
TpeOyroIIre CHeHalbHbIX YCIOBUN XPaHEHHUSA, TOJDKHBI XPAHUTHCA MPU COOIIO/ICHUU
3TUX YCIJIOBUM.

TpancnioptHast Tapa, mNpeAHa3HAuYE€HHas JUId  XPaHEHUS  BETEPUHAPHBIX
JIEKapPCTBEHHBIX CPENICTB, JOJKHA ObITh OUMILEHA Mepes pa3MElIeHHEM BETEpUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB HA XpaHEHUE.

Cknaackue omnepanud JOJDKHBI — BBITIOJHATHCA TakKuM — oOpa3oM, 4TOOBI
oOecrnieunBaTh TpeOyeMble YCIOBHS XPaHEHHUs], & TAK)KE MEPbl OE€30MACHOCTH.

OTrpy3ka BeTepUHApPHBIX JIEKAPCTBEHHBIX CPEJICTB JIOJKHA OBITH OpPraHM30BaHa
TaKUM 00pa3oM, 4TOObl BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEACTBA C MEHBIIUM CPOKOM
TOJHOCTH OTTPYXXaJuch B NepByro odepenb (mpaswio FEFO — first expire first out).
OTKJIOHEHUS OT JAHHOTO TPeOOBAHUS JOJIKHBI ObITh 33JJOKyMEHTHUPOBAHBI.

[Tpu xpaHeHUH BeTEpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB U OOpallleHuHu C HUMHU
JOJDKHBI OBITh TPUHATHI MEpbI, HANpaBICHHbIE Ha MPEJOTBpAICHUE pacChIIaHMs,
HapyILICHUs LEeJIOCTHOCTH YIIaKOBKU, KOHTAMMHALIUY U NIEpenyThiBaHus. BerepuHapHsie
JIEKApCTBEHHbIE CPEJCTBA HE JOJDKHBI XPAHUTHCS HEMOCPEACTBEHHO Ha TMOJy, 3a
UCKIIIOUEHHEM CJIy4aeB, KOIJa yMNaKoBKa CHEIUalbHO pa3zpabdoTaHa sl Takoro
XpaHEeHUsl.

BerepuHapHble JIEKapCTBEHHBIE CPENCTBA, CPOK TOJHOCTH KOTOPBIX HCTEK,
JOJKHBI OBITh HE3aMEJTUTENBHO U3BSATHI U3 KATETOPUU MPUTOIHBIX AJIs MOCTABKH JINOO
dbu3uyeckn (MOMENIEHBI B CHEIMaIbHOE TMOMEIICHUE WM 30HY XpaHeHus), 0o ¢
MOMOILBIO 3JIEKTPOHHBIX CPEJICTB, 00ECIEUNBAIOIIUX SKBUBAJIEHTHYIO U30JISIHIO.

AHanu3 CKIaJCKUX 3alacoB JOJDKEH MPOBOAMTHCS PErYJSIPHO, BBISIBICHHBIC
OTKJIOHEHHMSI TOJKHBI ObITh TOKYMEHTAJIbHO O(OPMIIEHBI, U B UX OTHOIICHHH JIOJKHO
IIPOBOJIUTHCS PACCIIENOBAHME.

3.1. Ilomemienusa



[TomenieHnss MOMKHBI OBITH CIPOEKTUPOBAHBI WM MPUCIIOCOOJEHBI TaK, YTOOBI
obecrieunTh CcOOMOEHUE TpeOyeMbIX YCIOBUM il HAJUIEKAIIEro XpaHEHUs W
pacnpoCTpaHEHUs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB

[TomemieHust TOMKHBI OBITH YUCTBIMU, CYXHUMH, B HUX JIOJDKHBI MTOAEP>KUBATHCS
TpeOyemble TeMIEPaTypHBIM PEKUM U BIAXKHOCTh. OHU JAOIKHBI OBITH 3aIUIIIEHHBIMH,
OpOYHBIMM W O00JaJarh JIOCTAaTOUHOW BMECTUMOCTBIO JUIsl 0€30IaCHOTO XpaHEHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB M oOpamieHuss ¢ HuMu. [ obecrieueHus
TOYHOCTH M 0€30IIaCHOCTU BCEX MPOBOJUMBIX OINEPALNil 30HbI XPaHEHUS JAOJKHBI UMETh
HaJIJIEXKAIIYI0 OCBEUICHHOCTb.

BetepunapHbie JeKapCTBEHHBIE CPECTBA JOJKHBI XPAaHUTHCS COOTBETCTBYIOIIMM
00pa3oM B BBIJEJICHHBIX M YETKO OOO03HAYEHHBIX 30HAX, JOCTYIl B KOTOpBIE pa3pelieH
TOJIBKO NEPCOHAY, UIMEIOLIEMY Ha 3TO IpaBo. JItobas cucrema, 3ameHstoas Gpusnyeckoe
paslielieHe 30H XpaHEHWs, HalpuMep KOMIbIOTEPU3UPOBAHHAS CUCTEMA, JIOJDKHA
o0ecreynBaTh 3KBUBAJICHTHBIN YPOBEHb O€30MACHOCTH U OBbITh BAIUIUPOBAHA.

BetepunapHbie JIeKapCTBEHHBIE CPEICTBA, PElIeHHe 00 OOpaIeHnH KOTOPBIX eIlle
HE MPHUHATO, C UCTEKIIUM CPOKOM TOAHOCTH, BO3BPAILCHHBIC, U3bATHICE U3 KaTeropuu
HPUTOJHBIX JJISl TIOCTaBKH, B OTHOLLEHUU KOTOPBIX €CTh MOJ03pEHHUs B (habCUpHUKALINY,
OTO3BaHHbBIE U OTKJIOHEHHBIE, TOJKHBI ObITh M30JIMPOBAHBI U MTOMEIICHBI Ha XpaHEHUE B
CTeMalIbHO MpeaHa3HaYeHHYI0 30HYy. K JaHHBIM 30HaAM XpaHEHUS JOJDKHBI IPUMEHSTHCS
HEOOXOMMBIE Mepbl 0E30MacHOCTH, MO3BOJIIOIIME TapaHTHPOBATh, YTO BETEPUHAPHBIC
JIEKapCTBEHHbIE CPE/ICTBA, XPAHSIIMECS B JIAHHBIX 30HAX, OCTAHYTCSI OTAEIECHHBIMH OT
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB, NMPHUIOAHBIX Ul AUCTpUOyLMu. laHHBIE 30HBI
XpaHEHHs JOJDKHBI OBITh COOTBETCTBYIOIIMM O0pa3oM 0003HA4YeHbI M 3alMIIEHBI OT
HEMPaBOMEPHOTO JIOCTyNa. BeTepuHapHbIE JIeKapCTBEHHBIC CPEICTBA, MONyYCHHBIE H3
TPEThUX CTpPaH W HE TpeNHa3HaYeHHBbIC [UIA peann3aiuu Ha obmiem poiHke Coro3a,
JOJKHBI OBITh (PU3UYECKH OTAEIICHBI IPU UX XPaHEHUH.

BerepunapHbie J1€KapCTBEHHBIE CpEICTBA, TpeOyroIme o0coboro obparieHus,
JOJDKHBI XPaHUTHCS B COOTBETCTBYIOIIMX YCIOBUSIX.

PagnodapmanieBTudeckre BeTepUHAPHBIE JIGKAPCTBEHHBIE CPEACTBA, a TaKKe
ApyTHUe OmacHble BETEPUHAPHBIC JICKAPCTBEHHBIC CPEACTBA, a TAKKE OTHEOIACHBIC H
B3pPHIBOONIACHBIE BETEPUHAPHBIC JIEKAPCTBEHHBIC CPEJCTBA JOJDKHBI XPAHUTHCS B
CHEIHAIbHO OTBEJCHHBIX 30HAX C MPUMEHEHHEM COOTBETCTBYIOIIMX Mep 0€30MacHOCTH
Y 3alIUILIEHBI OT HEIPAaBOMEPHOTO JIOCTYIIA.

B 30Hax nmpueMk# u OTTpY3KH JODKHA OBITH 0OOecrieueHa 3amTa OT BO3ACUCTBUS

HOTOJIHBIX yCJIOBUM. JIOMDKHO OBITH OOECIIEUEHO aIeKBATHOE Pa3JICIeHUE 30H IPUEMKH,



OTTpy3ku M XpaHeHus. JIOKHBI OBITH pa3pabOTaHBl MPOIEAYPHI, OMPEACISIONINC
NOPSAJIOK OCYIIECTBJICHHUS] KOHTPOJIS 32 BXOASAIMIMMH U HMCXOASIIMMH TMOTOKaMHU
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPeacTB. JlOMKHBI OBITH CHENMATBHO ONpPENeNeHbl U
o0OecredeHbl HaAJIeKalUM O00OpYJOBaHHUEM 30HBI KOHTPOJS, HCIOJIb3yeMbIe s
MIPOBEPKU TOTYICHHON TTPOTYKITHH.

B 30He npueMk# 10KHA OBITH MPEyCMOTPEHA OUMCTKA TAPHI.

Heobxoaumo ~ oOecreunTh  COOTBETCTBYIOIIYIO  OXPaHHYIO  CHUCTEMY,
MO3BOJISIONTYIO MIPEAOTBpaIIaTh HEMIPABOMEPHOE TPOHUKHOBEHUE B JIIOOBIE TOMEIICHHUS
C KOHTPOJUPYEMBIM noCTymnoM. [IpemymnpenutenbHpie MEpbhl KaKk MUHUMYM JTOJDKHBI
BKJTFOYATh OXPAHHYIO CHUTHAIHM3AIMI0 C CUCTEMOW MOHUTOPHUHTA M COOTBETCTBYIOIIUN
nporyckHoi pexuM. [locetuTenn He OJDKHBI HAaxXOIUThCS B TOMEIICHUAX 0e€3
COTIPOBOXICHUS.

[Tomerienus u oOopynoBaHHUE Ui XPAaHEHHs JTOJDKHBI ObITh YUCTHIMHU, B HUX HE
JOJDKHBI HAKAIUIMBATBCSA TBUTb U Mycop. JlOKHBI OBITh B HAJIMYUU IIPOTPAMMBI
JOKYMEHTHUPOBAHMS TIPOIEAYp, 3alUCH IO OYHUCTKE ITOMEIICHHA M O00OpYyIOBaHMS.
ObopynoBaHue, MTHBEHTapb U MaTepUabl, UCTIOIb3yeMbIE JJIs1 YOOPKH (OUMCTKH), & TAKKE
MOIOIIME U AC3UHPUIMPYIOIIUE CPEJCTBA JOJDKHBI BBIOMPATHCS, WUCMONB30BaTbCA U
XPaHUTHCA TAKUM 00pa3oM, YTOOBI OHU HE SBHJIUCH HCTOYHUKOM KOHTAMHUHAIIWU.

[TomerieHnst TOMKHBI OBITh CIIPOSKTHPOBAHBI M OCHAIIECHBI TAKUM 00pa30oM, YTOOBI
00ECTICYNTh 3aIUTy OT NMPOHUKHOBCHHS HACEKOMBIX, TPHI3YHOB WJIM JAPYTHX >KUBOTHBIX.
JlomkHa ObITh pa3paboTaHa mporpamMma npohUIaKTHIECKOTO KOHTPOJIS BpeTUTENCH.

KoMmHarbl otapixa, rapaepoOHbIe KOMHATHI, AYIIEBbIE W TyaJleThl Ui MEpCOHaa
JIOJDKHBI OBITH HaJUIekKAIMM 00pa3oM OTJENIEHbI OT 30H XpaHeHus. Hamuuue muieBbix
MIPOIYKTOB, HAIMWUTKOB, TAa0AYHBIX HW3ICIUH, a TAaKKe BETCPUHAPHBIX JICKAPCTBCHHBIX
CPEICTB JUIsl JITYHOTO MCTIONh30BAaHMS B IIOMEIICHUSAX CKIIajia 3alpeIieHo.

3.2. KonTposb 3a TemrnepaTypoil 1 yCIOBHSIMU XPaHEHUS.

JlomkHBI OBITH B HAJMYWMU COOTBETCTBYIOIIEE OOOPYIOBAHWE W TMPOLEAYPHI IS
KOHTPOJIS 32 YCJIOBUSIMU XPAHEHUSI BETEPUHAPHBIX JICKAPCTBECHHBIX CPEIICTB.

K ycrmoBusiM XpaHEHHS, KOTOpPbIE MOTYT IOTPeOOBaTh KOHTPOJIS, OTHOCSTCS:
TeMIIeparypa, OCBEIIEHHOCTb, BIAYKHOCTh M YHCTOTA B IIOMEIIICHUSIX.

HeoOxomuMo ~ BBIMOJHWTH ~ TIEPBOHAYAIILHOE ~ M3Y4YCHHE  PaCHpeAeTICHHS
TEMIIepaTyphl/TEMIIEPATYpHOE KapTUPOBAHWE B TMOMEMICHUSIX Ui XpaHEHHs Tepen
HAYaJIOM WX WCIOJB30BaHUS C COONIOICHUEM YCJIOBUM, OTPAXAIOIMIUX TapaMeTphl

sKcITyaraii. O00pynoBaHUE AJIs1 KOHTPOJISL TEMIEPATyphl JODKHO OBITh Pa3MEIIECHO B



COOTBETCTBUU C pe3yJabTaTaMy aHalu3a TEMIIEPaTypHOTO KapTUPOBAHUS, B TOYKAX
HanOoJiee 3HAYUTEIBHOTO KoJIeOaHs TEMIIEpaTyphI.

AHanM3 TeMreparypHOro KapTUpOBaHHUS HEOOXOAUMO MOBTOPSATh B COOTBETCTBUU C
pe3yabTaTaMu aHajin3a PUCKOB MJIM B CIyYasX CYIIECTBEHHBIX M3MEHEHHU B yCTPOMNCTBE
MIOMEIIEHHSI WJIM 000PYI0BAHUY [T KOHTPOJISI TEMIIEPATYPHI.

B caywae ecnm momanb MOMEINICHUM, MCIONB3YEMBIX JJII XpaHEHHUS IIpH
KOMHAaTHOM TeMIieparype, He MPEBBIIIACT HECKOJIILKUX KBaJIPaTHBIX METPOB, JOKEH ObITh
NPOBE/ICH AaHalu3 TOTCHIMAIbHBIX PHUCKOB (HApUMEp, HAIMYUS OTOMUTEILHBIX
prOOpPOB) W OOOPYIOBAHUE TSI KOHTPOJISI TEMIIEPATYPhl OHKHO OBITH pa3MEIIeHO B
COOTBETCTBHUHU C pe3y/ibTaTaMH aHaJIu3a TEMIIEPATYPHOTO KapTUPOBAHHSL.

3.3. O6opynoBaHue.

OOopynoBaHMe, OKa3bIBAIOLIEE BIMSHUE HA XpAaHEHWE M peaU3aluio
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB, JIOKHO IPOEKTUPOBATHCS, pa3MeIarbCs |
00CITYKMBaThCS COIIACHO MHCTPYKIIMSM IO €r0 UCTOIBb30BAHUIO (IKCILTyaTalum). Jlomken
ObITh yTBEpXKACH IUIaH TEXHUUYECKOTO OOCTy)KMBaHWsA HauOosiee 3HAYMMOTO st
BBIIIOJIHEHUS] COOTBETCTBYIOIIMX OIEpaliiii 000py10BaHMSL.

OO0opynoBaHue, UCIIOIb3YEMOE JIJIsl KOHTPOJISL MJIM MOHUTOPHHIA YCJIOBUIM XpaHEHUS
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB (CPEACTBA U3MEPEHMUSI), TOKHO ObITh TOBEPEHO
1 KaTMOpOBaHO.

JlJis onepaTMBHOIO BBISIBIICHHSI OTKJIOHEHU OT TpeOyeMbIX YCIOBUN XpaHEHUs
HEOOXOAMMO HCHOJIB30BaTh COOTBETCTBYIOIIME CUCTEMbl CHTHAJIU3ALMU. YPOBHU
OIMOBEUICHUH JIOJDKHBI OBITh COOTBETCTBYIOIIMM 0Opa3oM ycCTaHOBJIEHBL. (CHCTEMBI
CUTHAJIM3ALMHU JIOJDKHBI IEPUOMUYECKU TECTUPOBATHCS [l 00ECIIEUEHUS X HAJICKAIIIETO
(YHKIMOHUPOBAHUSL.

Onepanuu 1Mo PEMOHTY, OOCTYXKMBAHUIO, TOBEPKE U KaIMOPOBKE OOOPYIOBAHUS
JOJDKHBI ~ OCYIIECTBIATBCSI TakuM  00Opa3oM, UTOObI KaueCTBO  BETEPHHAPHBIX
JIEKapCTBEHHBIX CPEICTB HE MOABEPrajioch HEraTMBHOMY BiHsiHUIO. Ipu HeoOXoanmocTu
JIOJDKEH OBITH CO3MaH Pe3epBHBIN (HOH]T MPUTOTHBIX 000PYTOBAHMS U CPEJICTB U3MEPECHUIA
JUTS1 ICTIONTB30BAHUS Ha BPEMsI pEMOHTA, 00CTY)KMBaHHSI WM TIOBEPKU.

Onepanuu 1O PEMOHTY, OOCTYKMBAaHUIO U KaJIMOPOBKE HauOojee 3HAYMMOTO
000pyIOBaHUS JTOJDKHBI OBITH COOTBETCTBYIOIUM OOPa30M JOKYMEHTAJIbHO O(OPMIICHBI,
JOKyMEHTAaLus TOJKHA OBITh COXpaHeHa.

K naubonee 3HauynMMoMy OOOpYIOBAaHHIO CIIEIYET OTHOCHUTBH: KOHIAMLIMOHEPHI,
XOJIOMUJIbHBIE KaMepbl (XONOAWIBHUKHA) WM YCTPONCTBA; OXPAaHHYI0 M TIOKapHYIO

CUIrHAJIM3alUI0; CHUCTEMblI KOHTPOJIA JOCTYyIld, BCHTUIIALOMOHHYIO CHUCTEMY, CHUCTCMBI



YBIQKHEHUS W/WIN OCYHICHUS BO3AyXa; TEPMOTUTPOMETPHI (IICUXPOMETPHI) WM HHOE
000py/IOBaHUE, UCHOIB3YEMOE NJIsl PETUCTPAIMM TEMIIEpaTypbl M BIAXKHOCTH, a TaKKe
000py/IOBaHUE, UCTIONB3YEMOE Il TPAHCIIOPTUPOBKH.

3.4. KoMnploTeprU31UpOBAHHBIE CUCTEMBI.

[lepen Ha4yasoOM HCHONB30BaHUS KOMITBIOTEPU3UPOBAHHOW CHCTEMBI HEOOXOAUMO
POJIEMOHCTPUPOBATH C TIOMOIIIBIO BATMAALMY WM BepU(DUKAIIUHU, YTO CUCTEMA CIIOCOOHA
NOJTYy4aTh 3a/laHHbIE PE3YJBTaThl TOUHO, €IMHOOOPA3HO U BOCIIPOU3BOIUMO.

JIOmKHO  WMMEThCS B HAJIMYMKM  ITMCBMEHHOE  JIETAJlbHOE  ONHCAHHE
KOMITBIOTEPU3UPOBAHHON CUCTEMBI (BKJIOYAs JUAarpaMMbl, €CJIH 3TO MPUMEHUMO). JlaHHas
JOKYMEHTalusl JOJDKHA TMOMJEPKUBATBCS B  aKTyaJlbHOM cocTosHuM. OnucaHue
KOMITbIOTEPU3UPOBAHHON CHUCTEMBI JOJDKHO BKIIIOYATh B Ce0s MPUHLMIIBI, LIEJIH, MEPHI
0€30MacHOCTH, 001aCTh MPUMEHEHHUs M OCHOBHbIE (DYHKIIMOHAJIbHbIE OCOOEHHOCTH, a
TaKOKEe MOPSAAOK HCHOJNB30BAHUS W HUHTEpeic [uii B3aUMOJECHUCTBUS C JAPYTUMHU
CUCTEMaMHU.

BBon JaHHBIX B KOMITBIOTEPU3UPOBAHHYIO CHCTEMY MJIM UX M3MEHEHHUE JOJKHBI
OCYILLECTBIISTHCA TOJIBKO IIE€PCOHAJIOM, OTBETCTBEHHBIM 3a JAaHHBIA BHUJA PaOOTHI.
KomrieroreprznpoBaHHas cucTeMa JO0JDKHA PErMCTPUPOBATh BCE M3MEHEHUSI B CUCTEME C
yKa3aHHEM I0JIb30BaTelIsl, COBEPIIAOIIETO 3TH U3MEHEHUSL.

JlomkHBl OBITH TIPEAYCMOTPEHbl (DU3NYECKUE WIIM 3JIEKTPOHHBIE CPENCTBA JUIS
3alIUTHl  JAHHBIX OT CIy4alHOrO WM HENpPaBOMEPHOTO BHECEHHS HW3MEHEHUH.
JIOCTYIIHOCTh COXpPaHEHHBIX JaHHBIX JIOJDKHA PETYIsipHO MpoBepsAThes. Heobxomumo Ha
PETYISIPHOM OCHOBE CO37aBaTh PE3EPBHBIE KONHMHU COXPAHEHHBIX JAaHHBIX. Pe3epBHBIC
KOIIMYU JIaHHBIX, BBEJCHHBIX B KOMIIBIOTEPU3UPOBAHHYIO CUCTEMY JIOJDKHBI XPAaHHUTHCS B
COOTBETCTBUM CO CpPOKAMH, YCTAHOBJIEHHBIMH 3aKOHOAATEILCTBOM T'OCYIapCTB-UJICHOB
Cotro3a, HO HE MeHee 5 JIeT B M30JIMPOBAHHOM U O€30MaCHOM MECTE.

JIoIKHBI OBITH YCTAHOBJIEHBI TPOIEIYPHI, OMPEICIISIONINE MOPSIOK JICHCTBUN B
cityyae c6oeB B paboTe CHCTEMbI MJIH BbIXO/a €€ U3 CTposi. JJoIKHBI OBITh IPEAYCMOTPEHBI
MEPBI 110 BOCCTAHOBJICHUIO JAHHBIX.

3.5. Kanudukanus u Baauaaus.

Opranuzanys T0HKHA ONPEAeNUTh KII0UEeBOEe 000PYI0BaHUE U MTPOLIECCHI, KOTOPhIE
MOJIKAT KBaTM(PUKAUMU U (WIK) BaJUIAlMUA C LEJbI0 MOATBEPKACHUS HAaJUICKAIIETO
MOHTaXa ® JKciuryaraiuu. OObeM MPOBOAMMBIX PA0OT TO KBM(MUKAIUN U (WJIH)
BaJIMIAIUMK (HAIIpUMEp, XpaHEeHUe, MOATOTOBKA K OTTPYy3Ke M YIMaKOBKa) JAOJKHBI OBITH

OonpeacJICHBI HAa OCHOBE TOKYMCHTAJIbHO O(i)OpMJ'IGHHOFO aHaJIn3a pUCKOB.



O6opynoBaHre M TPOIECCH JODKHBI OBITh COOTBETCTBEHHO KBATM(UITUPOBAHBI U
(unM) BaNUAMPOBAHBI JI0 Hayalla SKCIUTyaTallid WM Tocie JH000ro 3HAYUTEIHbHOIO
U3MEHEHUs (HanpuMep, B pe3yabTaTe peMOHTa WM TEXHUUYECKOTO OOCITY>KUBAHUS).

[TpoBenenre Banumanuu Wik KBATM(GUKAIUKA OPOPMIIETCS OTYETaMH, B KOTOPBIX
JIOIDKHBI OBITh OOOOIIEHBI TOMYYEHHBIE PE3ylbTaThl, a TaKkKe JaHbl OOBSCHEHHUS
BBISIBIICHHBIM OTKJIOHEHHSIM.

OTKJIIOHEHHUST OT YCTAHOBIIEHHBIX MPOLEIYpP JTOKYMEHTAJIBLHO —O(OpPMIISIOTCS,
pa3pabarbIBalOTCA MEphI, HAPABJICHHBIC HA WX YCTPaHEHUE, a TAKXKE Ha NPEAOTBpaIlCHHUE
X TOsBICHUA B OyaymeMm (KOPpPEKTUPYIOIIME U MPeAyNpekIaromue ISHCTBHS).
[IpuHIMIBI  KOPPEKTUPYIONIMX W MPEAyNpPExKAAONMX JACHUCTBUM  JTOMKHBI  OBIThH
NpUMEHEHBbl TaMm, TA€ 3TO HeoOxomuMmo. JIOKHBI OBITH TOMYYEHBI JTOKAa3aTelbCTBA
YCIICITHON BaJIMIAIMU U TIPUEMIIEMOCTH TIpoIecca Wi 000PYI0BaHMs, KOTOPBIE JTOJIKHBI
OBITh YTBEPKJIEHBI COOTBETCTBYIOIIUMH PAOOTHUKAMHU.

3.6. JloxymeHTanus.

Hapnexamass TOKyMEHTalusi SBISETCS HEOTHEMJIEMOW 4YacThl0 CHCTEMBI
kauectBa. K JIOKyMEHTallMd OTHOCATCS: THCbMEHHBIC TMPOLEAYPhl, WHCTPYKIIUH,
JOTOBOpPBI,  3allUCH, OTYEThl, MPOTOKOJIbI HCCIEJOBAaHWA W  Jpyrue JaHHBIE,
pErUCTpUpyeMble Ha OyMaXXHBIX MM AJIEKTPOHHBIX HOCUTEISIX.

JlokyMeHTaIusi JToJDKHA TMPEAOTBpAIlaTh OMIMOKHM, BO3HUKAIOIIWE BCIICIACTBHE
YCTHOTO OOIIeHHs,, U 00ecreynBaTh OTCICKMBAHWE COOTBETCTBYIOIIMUX OIEparfii B
IpolLIecCe pean3aluy BeTepPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB.

JlokymeHTaIusi obKHA OBITh JOCTYITHA MEPCOHATY, UMEIOIIEMY Ha 9TO MpaBo, U
CHCTEMaTH3HPOBaHA.

OO0paboTKka TepCOHANBHBIX JAaHHBIX MEPCOHANA, JIMI], HAIPABUBIINX MPETCH3MH, a
TaKke JIOOBIX JpyruxX (QU3WYECKMX W IOPUAWYECKUX JIMIl, OCYIIECTBISETCS B
COOTBETCTBUM € TpeOOBaHMSIMU  3aKOHONATENbCTBA  rocyaapcTB-uieHoB  Corosa,
OTIPENIENISIONIMMU  TIOPSIIOK  0OpaOOTKH, XpaHEHHS] TEPCOHAIBHBIX JAHHBIX, BKIIFOUYAs
nepeavdy MepcoOHATbHBIX JAHHBIX TPETHUM JIUIIAM.

JlokyMeHTalusi JO/bKHA B JIOCTaTOYHOW CTENEHW OXBaThIBaTh BCE TPOIECCHI,
BBITIOJTHSIEMBIC TUCTPUOBIOTOPOM, U IOJDKHA OBITh TIOHSATHA TIEpCOHAITY. TeKCT JOKyMEHTOB
JIOJDKEH OBITh OJHO3HAYHBIM, HE JIOITYCKAIOIIUM JIByCMBICIIEHHBIX TOJIKOBAHHM 1 OIITHOOK.

[Iportenypsl  MOMKHBI ~ OBITH  YTBEPXKJACHBI, TOANMCAHBI U  JIATUPOBAHBI
OTBETCTBEHHBIM JIMIIOM. JlOKyMeHTarwsi JO/DKHA OBITh YTBEP)KICHA, TMOMANUCAaHA U
JaTUpOBaHa  CHEIMAIbHO  HA3HAYEHHBIMH  JIMI[AMH, COIVIACHO  yCTAHOBJIEHHBIM

TpeOoBaHusIM. JloKymMeHTalusi He JOKHA OBbITh PYKONMCHOM, B Te€X CIydYasx, Kormia



BHECEHHUE PYKOIMCHBIX 3alMCel HEOOXOAMMO, JOJDKHO OBITh MPETYCMOTPEHO HATMYWE
HEOOXOIMMBIX ITOJICH.

JIroObIe ucnpapiieHUs, BHECEHHBIC B JIOKYMEHTAIIUIO, JODKHBI ObITh JaTUPOBAHBI U
MIOJINMICAHbI; UCTIPABIICHUS JOJDKHBI OBITh BHECEHBI TAKUM 00pa30M, YTOOBI COXPaHsIach
BO3MO)KHOCTh TIPOYMTATh II€pBOHAYaNbHBIE 3anmuch. [Ipm HEOOXOMUMOCTH ClemyeT
YKa3bIBaTh IPUYMHBI BHECEHUS UCITPABICHUIA.

JlokymMeHTaIusi JOJDKHA XPAaHUThCST B TEUECHHUE MEPHUOAa, YCTAHOBJICHHOIO
3aKOHO/IATEIBCTBOM rocynapcTB-wieHoB Coro3a, HO He MeHee 5 JyerT. IlepcoHanbHBIC
JaHHbIE TIEpPCOHAJIA JOJDKHBI OBITh YHUUYTOXKEHBI WM OOE3JIMYEHBbI, KaK TOJbKO UX
XpaHEHHe TiepecTaeT TpeOoBaThCs I IENie  JUCTPUOBIONMHM  BETEPUHAPHBIX
JIEKAPCTBEHHBIX CPEJICTB.

[lepcoHan MOKEH MMETh OMEpPAaTHBHBIA JOCTYI K JIOKyMEHTAIMH, HEOOXOIUMOM
JUTS BBITIOJTHEHUS CBOMX JTOJDKHOCTHBIX 0OsI3aHHOCTEH.

Oco0oe BHHUMaHuE€ CJIEIyeT YAEHSATh HUCHOJL30BAaHUIO  JICUCTBYIOIIUX U
YTBEPKJICHHBIX B YCTAHOBICHHOM mnopsake mpouenyp. CoaepkaHue HOKYMEHTAa HE
JOJDKHO JIOITYCKaTh JBYCMBICIICHHBIX TOJKOBAaHWM, JIOJDKHBI OBITHh YETKO 0003HAUYCHBI
HAaMMEHOBAaHUE JOKYMEHTA, €0 1EJb. JJOKYMEHTBI JIOJDKHBI PETYISIPHO TIEPECMATPUBATHCS
U TIOJZICP)KUBAThCS B aKTyaJIbHOM COCTOsHHM. K Tporieaypam HeoOX0auMO IMPUMEHSThH
KOHTpOJIb Bepcuil. llocne mepecMoTpa TOKYMEHTOB JODKHA CYIIECTBOBATH CHUCTEMA,
MO3BOJISIIOIIAA TIPENOTBpAIIaTh HEMPEIHAMEPEHHOE HCIOJIb30BAHUE YTPATHUBILECH CHJIIBI
pEIaKIMU JJOKYMEHTA. YCTAPEBIIUE PEAAKIIMU ITPOLEAYP Y MPOLEAYPHI, YTPATUBIINE CHITY,
JOJDKHBI M3BIMAThCS U3 JJOKYMEHTOO00POTa M apXHUBUPOBATHCS.

JIOIKHBI COXPaHATBCS 3alMCH, OTHOCSINHMECS K BBIMOJHCHUIO JFOOBIX JEHCTBUH,
KACAIOUIUXCS MOJYYEHHON WA MOCTABIEHHON MPOMYKIIMH, a TAKXKE 3allMCH TIO0 OKa3aHUIO
OpOKEPCKUX YCIIYT, HApUMEP, 3asIBKU, CUETa, TOBAPHBIC HAKJIAJHbIC, WM JPYTHE 3alCH B
AIIEKTPOHHOM WJIK MHOU (hopMme.

3anmucu MOMMKHBI BKIIOYATh KAaK MHHUMYM CIENYIONIYI0 WH(GOpMAIIUIO: ATy,
HaMEHOBAHKE BETCPUHAPHBIX JICKAPCTBEHHBIX CPEICTB, KOJTUIECTBO MIPHUOOPETCHHBIX MITH
MOCTABJICHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, HAMMEHOBAHUE U aJpecC
MOCTABIIMKA, TIOJydaTeNisi WM Tpy3omnoiydaresis (B 3aBUCUMOCTH OT TOrO, 4YTO
MIPUMEHUMO), & TAKKE HOMEP CEPUH.

3anmucu JTOMKHBI OBITh CJIENaHbl HETOCPEACTBEHHO B MOMEHT OCYIIICCTBIICHHS

COOTBETCTBYIOILMX OIEPaLIUU.



4. TpeOoBaHHs K OTIYCKY (O0TIpPy3Ke) BeTePHMHAPHBIX JIEKAPCTBEHHBIX

CpeacTB

4.1. [loaroToBKa K OTIpy3Ke.

K orrpy3ke jomyckarOTCsi  BETEpUHApPHBIE  JIEKAPCTBEHHBIE  CPEICTBA
HaJJIEKAIIEr0 KaueCcTBa.

Ha MOMEHT MOATOTOBKH K OTIPY3KE BETEPUHAPHBIE JICKAPCTBEHHBIE CPEICTBA
JNOJDKHBl MMETh COIVIACOBAHHBIE IMOJy4YaTelIeM M OTIPABUTENIEM OCTAaTOYHBIA CpPOK
TOJTHOCTH.

4.2. IlocraBka.

[TocTaBKka BETEpUHAPHBIX JEKAPCTBEHHBIX CPEACTB JIOJIKHA COIMPOBOXKIATHCS
JOKYMEHTaMH, NPEAYCMOTPEHHBIMH 3aKOHOJATENIbCTBOM TocyAapcTBa-uieHa Coro3a
(cuer-(hakTypa, TOBApHO-TPAHCIIOPTHAS HaKJaJHas, MEXIyHapoJHas HaKJaHas,
MHBOIC, aBUa-HaKIaJHasi U apyrue). B conpoBOAUTEIBHBIX IOKYMEHTaX YKa3bIBa€TCS:
JlaTa, HAMMEHOBAaHUE JICKAPCTBEHHOTO CPEJICTBA HOMEP CEepHUU (MapTHUH ), TOCTABIIIEMOE
KOJMYECTBO, JIEKAPCTBEHHYIO (POpMY, JO3UPOBKY, HAMMEHOBAHHUE U aJ[peC MOCTABIINKA,
HAaUMEHOBaHUE U aJpec rpy3onoiydaress (HakTUYecKui aipec ONTOBOrO CKIIajaa, eCiu
OH OTJMYaeTca OT MOPHUAUYECKOro ajpeca), a Takke TpeOyemMble YCIOBUS
TPAHCIIOPTUPOBKU U XPAHCHHUS.

3anucu 0 MOCTaBKE JOJDKHBI COXPAHATHCS TaKUM O00pa3oM, YTOOBI MOKHO OBLIO
YCTaHOBUTH (PaKTUUECKOE MECTOHAXO0XKICHUE BETEPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB.

4.3. Dkcnopr.

Opranuzanusi, SKCHOPTHUPYIOIIAsl BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEICTBA,
JOJDKHA WMMETh 3aKOHHBIE OCHOBAaHUS B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
rocynapctBa-usieHa Coro3a Uil OCYIIECTBJICHUS JEUCTBUUA MO JUCTPUOYIIUU
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB.

B cnydae skcnopra HE3aperMCTPUPOBAHHBIX Ha TEPPUTOpUM EBpasmiickoro
OxoHomuyeckoro Coro3a BETEpHUHAPHBIX JEKAPCTBEHHBIX CPEJICTB IKCIOPTUPYIOIIAsS
opraHu3aiusi J0/bKHA TPEANpPUHSATH HEOOXOIWMBbIE MEpbl, HaIpaBJICHHbIC Ha
npeA0TBpallleHUE TOCTYIUICHUS! JAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB Ha
peiHOK Coro3a. IIpu skcnopTe BeTEpUHAPHBIX JICKAPCTBEHHBIX CPEICTB OPraHU3alIMs
JOJDKHA YAOCTOBEPUTHCS, YTO IMOCTAaBKAa OCYLIECTBIISIETCS B aApec JIUI, WUMEIOIINX
3aKOHHBIE OCHOBAHHUS IMOJy4YaThb BETEPUHAPHBIE JIEKAPCTBEHHbIE CPEACTBA B
COOTBETCTBUM C  3aKOHOJATEJbCTBOM  COOTBETCTBYIOIIEro  TocyAapcTBa s

JUCTPUOBIOIIMU BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB.



5. TpeOGoBaHMS K TPAHCIIOPTHPOBKE BETEPUHAPHBIX JEKAPCTBEHHbIX

CpeacTB

5.1. O6mue moaoKeHusl.

JIucTpuOBIOTOp, MOCTABIISIONINI BETEPUHAPHBIE JICKAPCTBEHHBIC CPEACTBA, O0SI3aH
OCYIIECTBIATh MX TPAHCIIOPTUPOBKY B YCIIOBHSIX, 0OCCIICUMBAIONINX X COXPAHHOCTH U
IEJIOCTHOCTh, 3aIlIUTy OT BO3ACHCTBHSA (HAaKTOPOB OKpYKAlOIIeH Cpenbl, COOMomIeHue
HEOOXOAMMOTO  TEMIepaTypHOTo  pexknma (yCJIOBHH  XpaHEHHs) B Ipolecce
TPaHCTIOPTUPOBKH, a TAKXKe MPEIOTBPALIAIOINX (aTbCHPUKAITUH.

He3zaBucumo ot crioco0a TpaHCHOPTUPOBKH HEOOXOIMMO 00€CIIEYUTh BOSMOYKHOCTD
MNOATBEPXKJICHUS] TOTO, YTO KaueCTBO U IEJIOCTHOCTh BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpeACTB HE OBUIM  MOJIBEPrHYTHI  HEraTUBHOMY  BO3JIECHCTBHIO B  IPOLIECCE
TPAHCIIOPTUPOBKHU.

[ImaHupoBaHWe TPAHCIOPTHPOBKH JODKHO OBITH OCYIICCTBICHO HAa OCHOBAHHH
aHaJTN3a BO3MOXKHBIX PHCKOB.

5.2. TpancniopTupoBKa.

TpeOyembie ycIoBHUS XpaHEHHUsS] BETEPUHAPHBIX JEKAPCTBEHHBIX CPEACTB JOKHBI
coOIIOIaThCs B TEUEHUE BCETO BPEMEHH TPAHCIIOPTUPOBKH B COOTBETCTBUM C YKA3aHUSIMU
MIPON3BOIUTENS FJTH MH(POPMAITUEH Ha YITAaKOBKE.

B crmydae BO3HUKHOBEHMS OTKJIOHEHHM, TaKMX KaK HapyIICHHE TEMIEpaTypHOTO
peKMMa WIA TOpYa BETEPUHAPHBIX  JIGKAPCTBEHHBIX CPEACTB B  MpoIecce
TPAHCIIOPTUPOBKH, WH(GOPMAIIMS O BBISBICHHBIX OTKIOHEHMSX JIOJKHA OBITH COOOIIEeHA
OTIPABUTEINIO U Tomy4arento. [lomkHa ObITh pazpadoTaHa v TOKYMEHTAJILHO OdopmIleHa
MpOLIEAypa, ONpEACAonas MOPSAOK JICHCTBUM NPU BO3HUKHOBEHUW OTKIIOHEHUW H
pacciieioBaHUU JaHHBIX (PaKTOB.

Opranmzanus J0KHA  OOECHeuuTh, UYTOOBI TPAHCHOPTHBIE CpPEACTBA U
000pyIOBaHUE, WCHOJIB3YEMbIC IJIsl TPAHCIIOPTHPOBKU BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPE/ICTB, COOTBETCTBOBAJM IICNISIM WX HCIIONB30BaHWS W OBUIM HAJUICKAIIUM O00pa3oM
YKOMITJICKTOBAHBI ISl WX 3alllUThl OT HEXKEJIATEIBHOTO BO3JCHCTBHS, KOTOPOE MOXKET
NPUBECTH K MOTEPE Ka4eCTBA MIIM HAPYIIHUTH IIEJIOCTHOCTh YITAKOBKH.

TpancrmopTHO€  CpPEICTBO,  KOTOPHIM  OCYIICCTBISIETCS  TPaHCHOPTHUPOBKA
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB, M €0 O0OPYIOBAHME JOJDKHBI CONCPKATHCS B
YHCTOTE U TOJBEPraThCsi 00PadOTKE C UCMOIB30BAHUEM MOIOIIUX M JIE3UH(DUITUPYIOIIHX
CPE/ICTB TIO0 Mepe HEOOXOAMMOCTH B COOTBETCTBHH C TPCOOBAHMSIMU CAHUTAPHBIX HOPM,

YCTAHOBJICHHBIX 3aKOHOAATCIILCTBOM I'OCYAapCTB-4JICHOB Coroza.



Omnpenenenrie TOTPEOHOCTH B KOHTPOJIE TEMIEpaTypbl JOMKHO OCHOBBIBATbCS HA
aHaJM3€ PHUCKOB, CBA3aHHBIX C TPAHCIIOPTHUPOBKOW 10 BBIOPAaHHOMY MapUIpYTY.
OOopynoBaHue,  WUCHOJIB3yEMOE s KOHTPOJS ~ TEMIIepaTrypbl B IpoLEcce
TPAHCIIOPTUPOBKH, YCTAHOBJIEHHOE BHYTPHU TPAHCIIOPTHOTO CPEACTBA WM B KOHTEHHEpE,
JOJDKHO TIPOXOAUTH MEPHOINIECKOE TEXHUUECKOE 00CITyKUBAHUE, KATHOPOBKY M TIOBEPKY
B COOTBETCTBHUM C 3aKOHOJATEIBCTBOM I'OCYyIapcTB-wIeHOB Coro3a.

IIpy TpaHCIOPTHPOBKE BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB CIEAYET II0
BO3MOXXHOCTH  MCIIONIb30BaTh ~ TPAHCIIOPTHBIE ~ CpeACTBA U 0OOpYHOBAaHUE,
COOTBETCTBYIOIIME  LIEMAM WX  HWCIONBb30BAaHMS M HaJJekammM  o0pa3om
YKOMIUIEKTOBAaHHBIE  JUIl  3allUThl BETEPUHAPHBIX  JIEKAPCTBEHHBIX CPEACTB  OT
HEXKEIIAaTEeIIbHOIO BO3JEHCTBUA, KOTOPOE MOXKET NPHUBECTH K IIOTEpE KadecTBa WIH
HAPYILUUTH LEJTOCTHOCTh YIIAKOBKHU.

Ecnu  ucnonme3yrorcss  TpaHCHOPTHBIE — CpeACcTBA U OOOpyAOBaHUE,  HE
COOTBETCTBYIOLIME LEIAM HMX HCIOJNB30BAHMSA M  HaAJeKalMM  o0pa3oM  He
YKOMIUIEKTOBAaHHBIE  JUISl  3alUThl BETEPUHAPHBIX  JIEKAPCTBEHHBIX CPEACTB  OT
HEXKEIIAaTEeIIbHOIO BO3JEHCTBUA, KOTOPOE MOXKET NPHUBECTH K IIOTEpE KadecTBa WIH
HApYyIIUTh 1IEJIOCTHOCTh YIAKOBKH, JIOJDKHBI OBITh pa3paboTaHbl JIOKYMEHTAJIbHO
o(opMIIeHHBIE ITPOLIEYPbI, 00ECTIEUNBAIOIINE COXPAHEHNE €€ KaUeCTBa.

BerepuHapHble JIeKapCTBEHHBIE CPEICTBA JOLKHBI OBITH JTOCTABIEHBI IO aJIpecy,
YKa3aHHOMY B JJOKYMEHTaxX Ha IIOCTaBKYy W IME€PENABaThCsl HEMOCPEACTBEHHO B IOMELIEHUE
noiyyaresns. BereprHapHbIe JIEKAPCTBEHHBIE CPEACTBA HE JOJDKHBI OCTABIIATHCS B KAKUX-
100 PYTUX MOMEIICHHSIX.

JInis opraHu3anyu CpoyHbIX JTIOCTaBOK B Hepabouue yachl AOJDKEH ObITh Ha3HaueH
CHEUAIN3UPOBAHHBIA TIEPCOHAJ, JEHCTBYIOIIMKA HAa OCHOBAHMM JTOKYMEHTHMPOBAaHHBIX
IIPOLENYP.

TpaHCOPTUPOBKA TPETBUMM JIMLIIAMHA JIOJDKHA OCYILIECTBIIATBCS HA OCHOBAaHUHU
COOTBETCTBYIOIIECTO JI0T0BOpa. TpaHCHOPTHBIE KOMIAHUHU JIOJKHBI OBITh YBEJOMIJIEHBI O
TpeOOBaHUAX K YCIOBUSIM TPAHCIOPTUPOBKM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB.
OTBETCTBEHHOCTh 32  COOJIIOIEHWE  YCJIOBUU  TPAHCIIOPTUPOBKH  BETEPUHAPHBIX
JIEKAPCTBEHHBIX CPENICTB U COACPKAHUE TPAHCIIOPTHOTO CPEACTBA B UMCTOTE BO3JIArACTCS
Ha BJIAJIENIBLIA TPAHCIIOPTHOTO CPENICTBA.

B ciyyasx, koraa TpaHCIIOPTUPOBKA COIIPOBOKIACTCS ONEPALUAMHU 110 Pasrpys3Ke U
OoOpaTHOM 3arpy3ke WM BKJIIOYAaeT B ce0s MPOMEXKYTOYHOE XpaHEHHE Ha CKIaje
BPEMEHHOTO XpaHEeHHUsl, HEOOXOIUMO YIIENSITh 0CO00€ BHUMAHUE YCJIOBUSM XpPaHEHUS U

o0ecrnieyeHnIo 0€30MaCHOCTH Ha CKJIaZaxX BPEMEHHOTro XpaHeHus. K ycrnoBuUsM XpaHEHWs,



KOTOPBIE JOJDKHBI KOHTPOJIMPOBATHCS, OTHOCSITCS TEMIIEpATypa, 3alliTa OT BIMSHUS CBETA,
BJIQKHOCTb M YUCTOTA B TIOMEIIICHUSIX.

JlomkHBI  OBITH TPEANPUHATHL MEPhI JJISI  COKpPAIICHHUS MPOIOHKUTEIbHOCTH
BPEMEHHOTO XPaHEHHWS BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB TEped  CICTYIOIIM
ATAIroOM TPAHCIIOPTHPOBKH.

5.3. Tapa, yrmakoBKka U MapKHpOBKa.

BerepuHapHbie J€KapCTBEHHBIE CpEACTBA JOJDKHBI TPAHCIIOPTUPOBATHCA B
TPAHCIIOPTHOM Tape, KOTOpask HE OKa3blBA€T HEraTHMBHOT'O BIIUSHHS Ha €€ Ka4eCTBO U
oOecrieunBaeT HAACKHYIO 3allUTy OT BHEIIHETO BO3JCUCTBHSA, B TOM YHCIE
MPEI0TBpAIIacT BO3MOKHOCTh KOHTAMHUHAIIHH.

Bb160p TpaHCHOPTHOM Taphl U YIAKOBKU JIOJKEH OCHOBBIBATHCSI HA TPEOOBAHUSAX K
YCIOBUAM XpaHEHHUS U TPAHCIIOPTHUPOBKU BETEPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB, Ha
o0beMe, HEOOXOAMMOM JJIsi pa3MelIeHUsT TpeOyeMOro KOJIMYECTBA, MPEAroiaraeMbIxX
KOJeOaHUsIX TEMIEpaTypbl OKPYKAIOLIEH Cpeabl, NPEAroiiaraeMoll MaKCHUMaJbHOU
JUTATEIbHOCTA TPAHCTIOPTUPOBKH, BKJIFOYas BPEMEHHOE XpaHCHHE HAa TaMO)KCHHBIX
CKJIaiax.

Il obecrieueHust HaJISKAIEro OOpaIlleHus ¢ BETEPUHAPHBIMU JICKAPCTBEHHBIMU
CpeACTBaMU M YPOBHsI O€30MaCHOCTH Ha TPAHCIIOPTHOM Tape JOKHA ObITh MapKUPOBKA,
coJiep Kalas 10CTaTouHyto HH(pOpMAIIHIO O TPEOOBAHUSX MO €€ OOPAIlCHUIO U XPaHEHHUIO,
a TaKXe 0 HEOOXOUMBIX Mepax MpeaocTopokHOCTH. MHpopmalius Ha TpaHCIOPTHOM Tape
JOJDKHA 00eCreyrBaTh BO3MOXKHOCTh HUICHTU(DHUKAIMK COJAEPKUMOTO M HCTOUYHUK €r0
TIPOUCXOXKICHHUSL.

5.4. BerepuHapHbIe JIeKapCTBEHHBIE CPEJCTBA, TPeOyIoue 0co00ro 00palieHus.

[Ipy TpaHCHOPTUPOBKE BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB, TPEOYIOMINX
0Cco00ro 0OparieHusl, JUCTPUOLIOTOP AOJDKEH 00ECIEUnTh O€30MaCHbIN U 3allIUIIEHHBINA OT
HEMPAaBOMEPHOTO JOCTYyIa PEKUM TPAHCTIOPTUPOBKH B COOTBETCTBUU C TPEOOBAHUSIMU
3aKOHOJIATENIhCTBA TOCYAapCcTB-wieHOB Coro3a.

JIoTKHBI  OBITH CO37AHBI JIOTIOIHUTENILHBIC CHCTEMBI KOHTPOJISI B OTHOIICHHUH
NIOCTAaBOK yKa3aHHBIX BETEPUHAPHBIX JIGKAPCTBEHHBIX CpeAcTB. JlowkHa  OBITH
pazpaboTtaHa W JOKYMEHTAJILHO O(opMiIeHa TMpoleaypa, OnpeAessionas TopsaoK
JICCTBUH B CTydae uX Kpaku. JItoObIe Cilyuan Kpaxu JOKHBI OBITh TOKyMEHTHPOBAHBI.

CubHO IEMCTBYIONINE U PAMOAKTUBHBIC BETEPHHAPHBIC JICKAPCTBECHHBIE CPEICTBA
JIOJDKHBI  TPAHCIIOPTHPOBATHCSI B 3AIUINCHHBIX, CICIUAIM3UPOBAHHBIX M HAJCKHBIX
TPAHCIOPTHBIX cpencTBax. [puHuMaeMbie Mepbl 6€30IaCHOCTH JOJDKHBI COOTBETCTBOBAThH

TpeOOBaHUSAM 3aKOHO/IATENIbCTBA TOCYnapCcTB-uieHOB Coro3a.



[Tpu TpaHCTIOPTUPOBKE TEPMOJIAOUIHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB
JOIDKHO OBITh HCIIONIF30BaHO KBAIM(HUIIMPOBAHHOE 00OpYIOBaHHE (M30TEpMHUYSCKAs
yIaKkoBKa, KOHTEWHEPHI WM TPAHCIIOPTHBIC CPEACTBA, OOCCIICUMBAIONINE TOIICPKAHNE
TpeOyeMOro TEeMIIEpaTypHOTO peXnMa) Il  oOecriedeHus: TpeOyeMbIX — yCIOBHA
TPAHCIIOPTUPOBKH TIPH TIEPEMEIIEHNN BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB MEKITY
MPOM3BOIUTEINIEM, TUCTPUOBIOTOPOM U TTOTyUYaTeIIeM.

[lpn wWCMONB30BaHUM TPAHCIIOPTHBIX CPENCTB, OOSCIEUMBAIOIINX TIOACPKAHUC
TpeOyeMOro TEMIIepaTypHOTO peXHuMa, OOOPYIOBaHHE, HWCIOIB3yeMOe JJisl KOHTPOJIS
TEMIEepaTypbl B TMPOIECCE TPAHCIIOPTHPOBKH, JOJDKHO TMPOXOIUTH TEPHUOTUICCKOE
TEXHUYECKOE OOCITy)KWBaHHE, MOBEPKY M KATMOPOBKY. HeoOXoaMMO BBIMONHATH aHAN3
TEMIIEPaTypHOTO KapTUPOBAaHUS C COOJMIONEHHEM YCIIOBHM, OTPaKaloIIUX IapaMmeTphbl
AKCIUTyaTallld, U C YI4E€TOM CE30HHBIX KOJIeOaHMil.

[lo 3ampocy nosyyarensi JOJKHbI ObITh PEAOCTaBICHBI JAaHHBIE, TTOTBEPIKIA0IITIE
COOITIOIEHUE TEMTIEPATYPHOTO PEKUMA TP XPaHESHUH U-TPAHCTIOPTUPOBKE.

XJ1aI037IeMEeHTBI B HM30TEPMUYCCKMX KOHTCHHEpaxX ODKHBI OBITh pPa3sMEIICHBI
TakuM  00pa3oM, 4YTOOBI ~OTCYTCTBOBAJl MPSIMOM KOHTAKT C  BETEPUHAPHBIMU
JIEKapCTBEHHBIMU cpezicTBamu. [lepcoHan nomkeH ObITh 00ydeH TpeOOBaHUSM MPOIEIYP
MO TOATOTOBKE M30TEPMHUECKUX KOHTEHHEPOB (C YYETOM CE30HHBIX OCOOEHHOCTEH), a
TaKXe TPeOOBAHMSM K TIOBTOPHOMY HCIIOIb30BAHHIO XJ1aI037IEMEHTOB.

JlomkHel  OBITH  pa3paboTaHBl MEphI, HANpPABICHHBIC HA MPEIOTBPAILCHUC
MOBTOPHOTO HKCIOJIb30BaHUSI HEAOCTATOYHO OXJIAXKJICHHBIX XJIAZ0dJIeMeHTOB. JlomkHa
ObITh O0OecrieyeHa Haaiexam@as Q(U3NYecKas W30 MEXIy OXJKICHHBIMA U
3aMOPO’KEHHBIMH XJIaJI0IEMEHTAMH.

[Tporecc mOCTaBKA TEPMONAOMIBLHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB H

KOHTPOJISL CE30HHBIX KOJIEOaHUM TeMIIEpaTyp JIOJHKEH ObITh OMMCAH B JOKYMEHTUPOBAHHOM

npoIieype.

6. TpeGoBaHusl K peajin3allui BeTePHHAPHBIX JIEKAPCTBEHHbIX CPEICTB

6.1. OO11HE MOIOKEHUSL.
Bce neiicTBusi mUCTpUOBIOTOpPA JTOHKHBI OCYIIECTBISTHCS TaKUM 00Pa3oM, YTOOBI
UICHTHYHOCTh BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB HE ObLIa yTpadeHa M COOMIOIAIHCh

TpeOOBaHUsI, YKa3aHHbIE Ha YTIAKOBKE.



JIucTpuOBIOTOp JODKEH MPUHUMATh HEOOXOMUMBIE MEPhI JUII MUHUMM3AIIUN PUCKA
MPOHUKHOBEHUS (DaTbCU(PUITMIPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB B IICTIH
pea3aIyy.

6.2. OrieHKa MOCTaBITUKOB.

JluctpubbioTop 00s13aH MOTy4aTh BEeTEpUHAPHBIC JIEKAPCTBEHHBIE CPENICTBA TOIBKO
OT OpraHu3alyii, NMEIONINX B COOTBETCTBHH C 3aKOHOIATEIBCTBOM TOCYAAPCTB-WICHOB
Coro3a mpaBo OCYIIECTBISATH TAKYIO IS TEIHHOCTb.

JucTpuObIOTOp, TPUOOpPETAIOIINI BETEPHUHAPHBIC JICKAPCTBEHHBIC CPEICTBA Y
APYroro JUCTPUOBIOTOpA JOHKEH YAOCTOBEPUTHCS, YTO TMOCTABIIMK BETEPHUHAPHBIX
JIEKapCTBEHHBIX CPEJCTB COOMIOAAET BCE HEOOXOAMMBbIE TpPeOOBaHUS, TapaHTUPYIOIIUE
COXpaHEHHE KauyecTBa U O€30MaCHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB.

Ecmu mocraBka BeTepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB  OCYIIECTBISETCS
OpOKepoM, TUCTPUOBIOTOP JOJKEH YIOCTOBEPUTHCA, YTO OpOKEp 3aperucTpUpOBaH B
YCT@HOBJICHHOM 3aKOHOAATENIhCTBOM TOCyAapcTB-wieHOB (Coro3a MOpSAKE W OTBEYAET
YCT@HOBJIEHHBIM IS 3TOTO BHUJIA JIESTEIBHOCTH TPEOOBAHUSIM.

MepomnpusiTusi o OlleHKE ¥ OJ00PEHHUIO TOCTABIIUKOB JOJDKHBI OBITH BBIMOJIHEHBI
70 TPUOOPETeHUs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB. JlaHHBIE MEpOIPUSTHS
JIOJKHBI OCYIIECTBIISITHCS B COOTBETCTBUU C YTBEPXKIIEHHON MPOIIEYPOH, a UX PE3YJIbTAThI
JOIKHBI 0(OPMIISTBECS TOKYMEHTAIBHO U TIEPUOINUECKU TPOBEPSATHCSL.

[Ipy moammMcaHuu JTOTOBOPOB C HOBBIMH TIOCTaBIIMKAMHM OpPTaHU3ANMS JIOJDKHA
NPOBOJUTh HAJUICKAIIYI0 TPOBEPKY IOCTaBIIMKA C IIEJBI0 YCTAHOBJICHUS €r0
KOMIIETEHTHOCTHU M HAJIS)KHOCTH.

Oco0o0e BHUMaHUE CIICAYET YNETSTh:

1) pemyranuu w/MiaM HAJACKHOCTH ITOCTABIIUKA,;

2) TpPeIJIOKECHUSM IO TIOCTAaBKE BETCPHHAPHBIX JICKAPCTBEHHBIX  CPE/ICTB
HamOoJee MoIBepKEHHBIX (hanbcuduKranusm;

3) mpemIoKEeHUAM 10 TIOCTaBKE OOJBIION MAPTHH BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpeACTB, OOBIYHO JOCTYMHBIX TOJILKO B OTPAHMYEHHOM KOJIMYECTBE;

4) 1ICHOBBIM MPEIOKCHHUSIM, HE COOTBETCTBYIOIIUM PHIHOYHBIM.

6.3. OneHka 3aKa34uKoB (MoyJdaTesnei).

JuctpuObtoTOp  00513aH  YJOCTOBEPUTHCSA, UYTO TIOCTaBKAa BETEPUHAPHBIX
JICKAPCTBEHHBIX CPEACTB OCYIIECTBIISCTCS TOJBKO OPTaHU3AIUSAM, UMEIOIIUM 3aKOHHBIC
OCHOBaHMSI B COOTBETCTBHHM C 3aKOHOJATEIhCTBOM TocymapcTBa-uieHa Coroza st
OCYIIECTBIIECHUS JEHUCTBHA, OTHOCAIIUXCSA K OOpaIIeHNI0 BETEPUHAPHBIX JIEKAPCTBEHHBIX

CPEJICTB.



JlucTpuOBIOTOp JOMHKEH OTCICKHUBATh OCYIIECTBISIEMBIC CACIKH M MPOBOIHTH
paccienoBaHUsT B OTHOIIGHHUU JIIOOBIX OTKJIOHEHHWH B IIEMOYKE pealn3aluu
BETEPUHAPHBIX JIEKAPCTBEHHBIX Cpe/ICTB. [Ipu BBIABICHUH OTKIOHEHUM OT MPOIMMCAHHON
MPONEAYpPHl peaau3alii, KOTOPble MOTYT O3HA4yaTh HCIOJb30BAHUE BETEPUHAPHBIX
JIEKApPCTBEHHBIX CPEJCTB HE MO HA3HAYEHUIO, JOJKHBI MPOBOJUTHCS PACCICIOBAHUS U
Opyd  HEOOXOAUMOCTH O BBISBICHHBIX (haKTax YBEAOMIISITH  YIOJTHOMOYEHHBIH
rocyJapCTBEHHBIN OpraH.

JuctprObIOTOPOM JIOJKHBI OBITh MPUHATHI MEPHI 10 00ECNEYEHUIO BBITIOIHEHUS
YCTaHOBJICHHBIX 3aKoHOJaTeabcTBOM (Coro3a M rocyaapcTBa-wieHa OOA3aHHOCTEN B
OTHOIIIEHUH OOpalIeHUs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB.

6.4. Ilperensumn.

[Iperen3un MOMKHBI OBITH 3aPETHCTPUPOBAHBI €  yKAa3aHUEM  CIEAYIOIIEeH
uHOpMAaIIUKY: ATkl MTOMYYSHHsI PETEH3UH, HauMeHOoBaHue opranu3anuu wim OUO nuia,
WX KOHTAaKTHbIC JaHHble (HOMmep TenedoHa/akca, 3. MOYTHI, ajapeca), HAMMEHOBAHUE
BETEPUHAPHOTO JICKAPCTBEHHOTO CPENICTBA, JIEKAPCTBEHHOM (POPMBI, JO3MPOBKU, HOMEP
cepuu (maptuun), 00beM, MPUUKMHA IPEeTeH3UU U apyroe. [Ipu 3ToM HE0OX0IMMO pa3Inyarh
NPEeTEH3UM B OTHOIICHUM KayecTBa W/ O€30MacHOCTH W/Wih APPEKTUBHOCTH
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB M TMPETEH3UH B OTHOIICHUU COOJIONEHUS
TpeOOBaHUI U YCIIOBUM TUCTPUOBIOIUY.

B ciydae ecnu mpereH3usi OTHOCUTCS K Ka4eCTBY W/WiU O€30MacHOCTU W/WIH
(P PEKTUBHOCTH BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB WJIM MPEATONIAraeTcsi HATU4Ke
(banbCcuUIMPOBAHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB, MPOU3BOAUTENb H/WIU
BIIAJIENICI]  PETMCTPALIMOHHOTO  YAOCTOBEPEHHUS  JIOIDKHBI ~ OBITh  YBEIOMJICHBI
HEe3aMEIJIUTEIBHO.

B oTHOIIEHNN MIpeTeH3Ui 10 COOIONEHUIO TPEOOBAHUA U YCIOBUN TUCTPUOBIOIINH
JIOJDKHO OBITH TIPOBENIEHO paccieIoBaHUE C IEJIbI0 YCTAHOBICHHUS HWCTOYHUKA WU
MIPUYUHBI TIPEIBSBICHUS TIPETCH3UH.

s paboThl ¢ TPETEH3USIMU JIOJDKHO OBITh HAa3HAYEHO JIMIIO, a TAKXKE MOTYT
NPUBJIEKATHCS IPYTUe paOOTHUKHU TUCTPUOBIOTOPA B HEOOXOJMMOM KOJTMYECTBE.

[lo pesynasrataM paccieoBaHUSI W aHAJIM3a B OTHOUICHUM TMPETEH3UN TIpH
HEOOXOMUMOCTH JOJDKHBI OBITh TPEANPUHSATHI COOTBETCTBYIOIIHE MEPHI, BKIIOYas
KOPPEKTUPYIOIINE U MPEIYNPEKAAIOIINE ACHCTBUS, B TOM YHCIIE YBEIOMIICHUE, €CITU 3TO
HEOOXOMMO B COOTBETCTBHHM C YCTAHOBJIICHHBIMUA TPEOOBAHMSIMH, YIOTHOMOYCHHBIX
opraHoB rocynapcrpa-ujieHa Corosa.

6.5. Bo3BpaleHHbIe BEeTEpUHAPHBIE JIEKAPCTBEHHBIE CPEACTBA.



Omepan ¢ BO3BPAIICHHBIMA BETEPUHAPHBIMU JICKAPCTBEHHBIMH CPEICTBAMH
JOJDKHBI OCYIIECTBIIATHCS B COOTBETCTBUU C JIOKYMEHTHPOBAHHBIMU MPOIEAYPaMH,
OCHOBaHHBIMH Ha OIICHKE PUCKOB, C YYETOM HX CIEIH(UKHU, CHCIHATBHBIX YCIOBUN
XpaHEHHs, a TaKXKe IMEpPHoJa BPEMEHH, IMPOIISANIET0O C MOMEHTa IepPBOHAYAIBHOM
OTrpy3kdu. Bo3BpaT ocymiecTBiusieTcss B COOTBETCTBHM C  3aKOHOJATEIHCTBOM
rocynapcTB-uieHoB Coro3a M JIOTOBOPHBIMH 0053aTEIbCTBAMU MEXKIY CTOPOHAMH,
y4acTBYIOIIMMHU B BO3BpATe MPOTYKIINH.

BeTepuHapHbIe JEKapCTBEHHBIE CPEICTBA, KOTOPHIE paHee OBUIM OTTPY>KEHBI,
MOTYT OBITh BO3BpAIICHHI B KATETOPHIO TPUTOMHBIX JUISI TIOCTABKH TOJIBKO B TOM
clly4ae, €CJIH BBIITOJHEHBI BCE YCIIOBHUS, IEPEUHCICHHBIC HUKE:

1) UETOCTHOCTh BTOPHUYHOW YITAKOBKH BETCPHHAPHBIX JIEKAPCTBEHHBIX CPEICTB
HE HapylleHa, OTCYTCTBYIOT CJEIbl TOBPEXKACHUH; CPOK TOIHOCTH HE HCTEK,
HPOIYKIMS HE OT3hIBANIACH M3 OOpAIICHNUS;

2)  BETEpPHHAPHBIC JICKAPCTBEHHBIC CPEJICTBA MOTYT OBITh BO3BPAIICHBI B
KaTErOpHUIO MPHUTOTHBIX JIUISl IIOCTABKU B TOM CJIydae, €CIIM BO3BPAT OBLT OCYIIIECTBIICH B
TEUEHHUE YCTaHOBJIEHHOTO IIEpHO/Ia BPEMEHH;

3) moaydartenb TPEACTaBHI JOKYMEHTBHI, MOJITBEPIKIAIOIIUE COOIIOICHHE
CTEUUATBHBIX YCIOBHA XpaHEHUS HEOOXOAWMBIX MPHU TPAHCIOPTHUPOBKE, XPaHEHUU
0OpalIeHN! C TaHHBIMHU BETEPUHAPHBIMH JICKAPCTBCHHBIMH CPEIICTBAMU;

4) BeTepUHAPHBIC JICKAPCTBEHHBIC CPEICTBA OBLTM TMPOBEPEHBI M  OICHCHBI
KOMITETEHTHBIM JIUIIOM, Ha3HAYSHHBIM IS BBITIOJTHEHUS TaHHBIX JEHCTBUN;

5) aucTpuOBIOTOpP pacroyiaracT JIO0Ka3aTelbCTBAMH TOTO, YTO BETEPUHAPHBIC
JIeKapCTBEHHBIE CpelcTBAa OBUTM TOCTABICHBI JaHHOMY IOJy4aTeNo (COTJIacHO
MPUIIOKESHHBIM KOMHSIM COOTBETCTBYIOIIUX COIPOBOAMTEIBHBIX JOKYMEHTOB) HOMED
Cepuu/TIapTHH COBIMAJACT C yKa3aHHBIMU B JIOKYMEHTaX, ¥ HET OCHOBaHHI TI0Jararh,
YTO JaHHBIE BETEPHHAPHBIC JIEKAPCTBEHHBIE CpeicTBA (HalbCUBUIIMPOBAHBI.

BerepuHapHbie JIEKapCTBEHHBIC CPEACTBA, TPEOYIONIME OCOOBIX TEeMIEPaTypPHBIX
YCJIOBUH XpaHEHHsI, MOTYT OBbITh BO3BPAILCHBI B KATETOPHUIO MPUTOIHBIX JIsl IOCTABKH, B
cllydae €cid HMMEIOTCS JIOKyMEHTAIbHBIC JIOKa3aTelbCTBA TOTO, YTO OHHU XPAHWIINCH U
TPAHCTIIOPTUPOBAIUCH B HAIJICHKAIUX YCIIOBUSX B TCUCHUE BCETO TPOIIICIIIIIETO BPEMEHH.

B ciyuae BbISBICHUS JIIOOBIX OTKJIOHEHHH HEOOXOIUMO TIPOBECTH OIEHKY
PHCKOB, TO3BOJISIONIYI0 YCTAHOBHTh COXPAaHHOCTh BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpeACTB. YKa3aHHbBIE I0KA3aTEIbCTBA IOJHKHBI BKIIFOUUTH CIIETYIOIINE ITAIIbI:

1) mocraBka MoJIyYaTero;

2) mpoBepKa MPOAYKINHU (MICHTUDUKALINS);



3) BCKpBITHE TPAHCIIOPTHOW YITAKOBKH;

4) BO3BpAT BETCPUHAPHBIX JICKAPCTBCHHBIX CPEACTB B TPAHCIIOPTHYIO YIIAKOBKY;

5) cOop 1 BO3BpaT BETCPUHAPHBIX JICKAPCTBEHHBIX CPEIICTB TUCTPUOBIOTOPY;

6) momemeHre BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB B CIHEIHAIBHYIO 30HY
XpaHEeHUs TUCTPUOBIOTOPA.

[Ipuem  BO3BpaIllEHHBIX  BETEPUHAPHBIX  JICKAPCTBEHHBIX  CPEICTB  0e3
JOKYMEHTATBHOTO O)OPMIICHHUS 3amperiaeTcs.

BerepuHapHbie JICKapCTBEHHBIC CPEACTBA, BO3BpAIICHHBIE B  KAaTETOPHIO
MIPUTOIHBIX JIJIsl TOCTABKH, JOJDKHBI OBITh Pa3MEIIeHbl TaKUM 00pa3oM, 4TOObI cucTemMa
OTTPY3KH MPOAYKLUMU C MEHBIIMM CPOKOM TOJHOCTH B MEPBYIO Oyepensr (MpaBUIIO
FEFO) ¢pyuknuonnponana 3¢pheKTHUBHO.

[ToxuileHHbIE BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEACTBA, KOTOPhIE ObLIN
0oOHapy>KeHbI, HE MOTYT OBITh BO3BPAICHBl B KATETOPUIO MPUTOJHBIX JIJISI TTIOCTABKHU U
MIOCTABJICHBI MOJTyYaTEIISIM.

6.6. ®anpcuduurpoBaHHbIC BETEPUHAPHBIC JIEKAPCTBEHHBIE CPEICTRA.

JucTpuOBIOTOp JTOMHKEH HE3aMEUIUTENIbHO HMH(OPMUPOBATH  YIOJTHOMOYECHHBIH
opran rocynapcrBa-uieHa Coroza, a Takke Jepxarens (Biaienblia) PerucTparioHHOTO
yIOCTOBEpeHUs: 0 (haabcu(PUIIMPOBAHHOM BETEPUHAPHOM JIEKAPCTBEHHOM CPEJCTBE HIIU
BETEPUHAPHOM JICKAPCTBEHHOM CPEZICTBE, B OTHOIIEHNH KOTOPOTO MMEIOTCSI TIO/I03PEHHS B
danbcudukaru. JlaHHBIE ICHCTBUS JODKHBI OBITh 3aKPEIUICHBI B yYCTAHOBIICHHBIX
JOKYMEHTUPOBaHHBIX  mporenaypax. llomydyennas wHbopmaims  JTODKHA — OBITh
JOKYMEHTaJIbHO 0(hOpMIICHA C COXPAHEHHEM BCEX MCXOMHBIX JIaHHBIX, U B €€ OTHOIICHUHU
JOJDKHO OBITH MIPOBEICHO pacciieIOBaHUE.

danpcuuIrpoBaHHbIE BETEPUHAPHBIC JIEKAPCTBEHHBIE CPEACTBA, OOHAPYKEHHBIC B
[eMU peau3alid, JODKHBI OBITh HE3aMEITUTETIhHO (U3MUECKH W30JMPOBAaHBl U
pa3MellieHbl Ha XpaHEHHe OTACIBHO OT JIPYroil MPOMYKIIMH B CHEIHAIBLHO BBIICICHHOM
MOMEIIEHNH WM 30HE, JOCTYH B KOTOpble oOrpaHuueH. Bce omepamun ¢
banbCcuUIMPOBAHHBIMU BETEPUHAPHBIMU JICKAPCTBEHHBIMU CPENICTBAMU JIOJKHBI OBIThH
JOKyMEHTAJIBFHO 0(OPMIICHBI, C COXPAaHEHHEM 3aITUCEH.

6.7. OT3bIB U3 0OpaleHus.

Db deKkTBHOCTD NEHCTBHI MO OT3BIBY BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB U3
oOpalleHus JOKHA PETYISIPHO OLIEHUBATHCS (HE peke UeM OJIUH pa3 B TOf).

JlolkHa  CyIIecTBOBaTH BO3MOXKHOCTh WHUIIMHPOBATH JEHUCTBUS TIO OT3BIBY H

U3BSTUIO U3 OOPALLIEHHS] B Kparyalliie CPOKU B JIF0O0 MOMEHT BpEMEHH.



JucTpuOBIOTOp JODKEH CJeoBaTh yKa3aHWAM HMH(OPMALMOHHOTO MHCbMa 00
OT3bIBE M3 OOpalleHus, KOTOpOe NpU HEOOXOJMMOCTH JIODKHO OBITh YTBEPIKICHO
YIIOJTHOMOYEHHBIM OPTaHOM.

JIelicTBUSI TIO OT3BIBY M M3BATHIO W3 OOpallieHHs JODKHBI JOKYMEHTaJIbHO
oopMIIATECSI B MOMEHT HUX OCYIIECTBICHHS B COOTBETCTBUU C YCTAaHOBICHHBIMH
npouenypamu. JIOKyMEeHTalusl 10 OT3bIBY JIOJDKHA OBITH JOCTYIHOW YHOJIHOMOYEHHBIM
opraHam.

3anucy, OTHOCAIIMECS K AUCTPUOBIOLMHU, AOJDKHBI OBITH JOCTYIHBI JJIs JIMLA,
OTBETCTBEHHOTO 3a OT3bIB U U3BIATHE BETEPUHAPHBIX JICKAPCTBEHHBIX CPENCTB U3
oOparieHusi, U JOIDKHBI COAEpXKaTh JOCTaTOYHYI0 HH(OPMALMIO O TUCTPHOBIOTOPAx
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB, U O MPSAMBIX Moydaressix (agpec, TenedoHHbIHN
HoMep U (W) Homep (akca, NOCTyNHbIE B paboune U Hepabouue 4Yachl, HOMEp
Cepum/IapTui, HAUMEHOBAHUE, JICKAPCTBEHHYIO (QOpPMY, JO3MPOBKY, a TaKxKe
MOCTaBJIICHHOE KOJMYECTBO), BKJIIOYAs JaHHBIE B OTHONICHHHM 3KCIOPTHPOBAHHBIX
BETEPHHAPHBIX JICKAPCTBEHHBIX CPEACTBAX U UX 00PA3IIOB.

[TocnenoBarenbHOCTh BBINOIHEHUS JECHCTBUM, OCYILECTBISEMBIX NPH OT3bIBE U
U3bATUM W3 OOpallleHus], JODKHA OBITh JOKYMEHTaJbHO O(OpMIIEHA M COCTaBJIECH

HUTOTOBBIN OTYET.

7. TpeOoBaHus K yTWJIH3aAIUU (YHUYTOKEHUIO) BeTEPUHAPHBIX

JIEKAPCTBEHHBIX CPEICTB

BerepunapHble J1€KapCTBEHHBIE CPENCTBA, IPEIHA3HAYCHHbIC ISl YHUUYTOXKECHUS,
JOJDKHBI OBITh HAJJIEKAIlMM 00pa3oM MPOMApKUPOBAaHbL, XPAHUTHCA OTACIBHO B
ITIOMEILEHUH WM 30HE, JOCTYN B KOTOpPHIE OIPAHUYEH, IIPU HTOM OIEpPAlMU C HUMH
JOJKHBI OCYILIECTBIIATHCS B COOTBETCTBUM C IMCBMEHHBIMU IIPOLIEIYPAMU.

YHUUTOKEHHE JIOJDKHO OCYIIECTBISTHCS B COOTBETCTBHUM C TpeOOBaHUSMU
3aKOHOJIaTEIbCTBA TOCYIapCTB-wieHOB COr03a WIM MPUEMIIEMBIMH MEXAYHAapOIHBIMU
TpeOOBAHUSIMU B OTHOIIEHUM OOpalIeHUs, TPAHCIOPTUPOBKU M YHUYTOXKECHUS
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB.

3ancu 00 YHUYTOXKEHMM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB JIOJKHBI
XPaHUTBCS B TEUEHUE NIEPUOJAa BPEMEHH, YCTAaHOBIICHHOIO 3aKOHOIATEILCTBOM T'OCYIapCTB-

yiedoB Coro3a.



8. TpeGoBaHMs K CAMOUHCIIEKIIUU

JomkHna  ObITh  pa3paboTaHa MporpaMMa  IPOBEACHUS  CaMOMHCIICKIIUH,
OXBATbIBAIOIIAs BCE ACTIEKTHI IEATEIbHOCTH OpPraHU3aliu.

CaMoMHCIIEKIMM MOTYT OBIThb pa3leleHbl Ha HECKOJbKO CaMOCTOSATENBHBIX
IIPOBEPOK, OXBATHIBAIOIIUX OTHEIIBHBIE CTOPOHBI ACSITEILHOCTH OPraHU3alMU U JIOJKHBI
NOPOBOJAUTHCA ~ CHEIMATBbHO  HA3HAUEHHBIM  KBATM(UIMPOBAHHBIM  MEPCOHATIOM
TUCTPUOBIOTOpa OECTIPUCTPACTHO M TIIATENILHO. AYIUTHI, MPOBOJUMbBIC HE3aBUCUMBIMU
BHEITHUMMU JKCIIEPTAMH, TAKKE JTOITYCKAKOTCS, HO HE MOT'YT 3aMEHATh CAMOUHCIIEKIIHIO.

Pe3ynbTarel CaMOMHCHEKIMA JTOJDKHBI O(POPMIISTBCA JTOKYMEHTAJIbHO. OTYEThI
JOJDKHBI COZIEpKaTh BCKO MH(OpMalvio, OIyYeHHYI0 B XoJe nHcnekuuu. Konus ordera
JOIDKHa OBbITh  TNpPEACTaBICHAa PYKOBOJACTBY OpraHM3allUMH, a Takke Jpyrum
COOTBETCTBYIOIIMM JIMIIaM. B cily4ae BBIABICHUS HENOCTATKOB WM OTKIOHEHWUM
HEOOXOIMMO BBIACHUTh MX MPHUYMHY, & TaKKe pa3paboTarh U JOKYMEHTaJIbHO O(POPMHTH
KOPPEKTUPYIOLIME W IPEAYNPEKAAOIMIME JEHUCTBUS M NPOKOHTPOIMPOBATH  UX

BBITIOJIHCHHC.



