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AHHOTauuA

OndcHocme pazeumus y XUBOMHbIX OC/IOXHeHUU 8criedcmaue siekapcmaeHHOU mepanuu nosbliuiaem omaemcmeaeHHOCMb
paspabomyukos/npousgooumerneli 3a 6e30NACHOCMb JIeKAPCMBEHHbLIX hpenapamos 0718 8emepuHApHO20 NPUMeHeHUs, 8
MOM YuUcJ1e HaX00AUWUXCA 8 2paX0aHCKoM obopome. Ha MOMeHmM npuHamMus pewieHUs 0 20cy0dapcmaeHHoU pezucmpayuu se-
KapcmeeHH020 npendpama uHpopMayus, nosyyeHHAs 8 npoyecce e2o 00KIUHUYECKUX U KITUHUYEeCKUX Ucc1edo8aHuli o Hexe-
JlameribHbIX peakyusx u NnoboyHoM delicmeuu, He Moxem Gbimb NOIHOU, MAK KAk 3mu ucc/1e008aHUsA 02paHuyeHbl He6os1b-
WUM KOJIU4eCm8oM U aHAI02U4HOCMbI0 NOOONBIMHbIX XKUBOMHBLIX U OMHOCUMEIbHO KOPOMKOU Npo0osiKumenbHOCMbHo
3KcnepumeHmos. Kpome 3moeo, npu 0numesibHOM NpUMeHeHUU Npenapama 803MOXHbI OMCcpoYeHHble HebiazonpusmHble
Nob6oYHble peakyuu, Komopble Mo2ym 803HUKAMb Yepe3 Mecaybl U 200bl NOC/Ie 8030elicmaus 1eKapcmeeHHo20 cpedcmad Ha
XKugol op2aHu3M. Yuumeleds 3mo, 8 opeaHu3ayuu-npousgooumere (Uau op2aHuU3ayuu-paspabomuyuke) 1eKapcmeeHHo2o
npenapama 0o/iKHA 3¢hheKmMUBHO hyHKYUOHUPOBAMb cucmema papMaxkoHao3opd, 0CHo8HoU 3adayeli Komopou Asnaemcsa
MOHUMOPUH208ble UCC/1e008aHUsA 6e30nacHOCMU JieKapCmeeHHbIX Cpedcma 8 npedpe2ucmpayuoHHbIU Nepuod, omc/iexusd-
Hue U aHanu3 0aHHbIX 0 0elicmeuu JleKkapcmeeHHo20 npenapama, K020d OH HaXo0UMCA 8 2paX0aHCKOM o6opome, U NPUHS-
mue adek8amHbix mep 0718 npedynpexoeHus Heb1azonpusmHsIx nocedcmaull nekapcmaeHHol mepanuu. B pesynemame
nNpoeedeHHo20 aHAu3d cUCMemMamu3upo8aHsl OdHHblE HOPMAMUBHO-NPABOBbLIX U MemoouyYecKux OOKYyMeHmMos no 8onpo-
Cam Op2aHu3ayuu MOHUMOPUH2a 6e30ndcHOCMU hapMako02U4ecKux 1eKapcmeeHHbIX cpedcms, N0020Mo8JsieHbl peKOMeH-
0ayuu, aKkmyanusuposaHHble C NOIOKEeHUAMU MeXOYHAPOOHbIX U 0OmeYecmeeHHbIX 3KOHOO0ameslbHbIX HOPMAMUBHBIX U UH-
hopMAayUOHHO-CNPABOYHBIX OOKYMEHMO8, OMHOCAUUXCA K Memodos102uuU 0p2aHUu3ayuu papMakoHad3opa u MOHUMOPUH2Y
6e3onacHocmu siekapcmaeHHbIX cpedcms.

KnioueBble cnoBa: MOHUMOPUH208ble uccnedosaHus 6esonacHocmu JleKkapCmeeHHbIX cpeacme, (I)GPMGKOH063OP, nocmpe-
2uCmpauyuoHHble UCC1e008aHUS, HexenamerbHole peakyuu, noboyHoe delicmeaue.

Ona untupoBaHus: bupiokosa H. 1., Hanankoega B. B., Mopo3oesa A. B. Ciyx6a MoHUmMopuHaa 6e3onacHocmu 1eKapcmeer-
HbIX Npenapamoe 8 op2aHuU3ayuAX-paspabomuyukax/npousgooumernsx 1eKapCmeeHHbIx cpedcma 0718 8emepuHApHoO20 Npu-
MeHeHus // Poccutickuli napasumonsnoaudeckuli xypHan. 2019.T. 13. Ne 2. C. 73-81. DOI: 10.31016/1998-8435-2019-13-2-73-81.

© buptokosa H. I1.,, Hanankoea B. B., Mopo3osa A. B.

Tom 13, Bbinyck 2'2019



JIEYEHVIE U TPO®UIAKTUKA

Drug Safety Monitoring Service
in Developing Organizations/Manufacturers
of Drugs for Veterinary Use

Nadezhda P. Biryukova, Vera V. Napalkova, Anna V. Morozova

All-Russian State Center for Quality and Standardization of Medicines for Animals and Feed, 5 Zvenigorodsk highway,
Moscow, 123022, e-mail: kanc@vgnki.ru

Received on 19.04.2019; accepted for printing on: 23.04.2019

Abstract

The danger of animal complications due to drug therapy increases the responsibility of developers/manufacturers for the safety
of medicinal products for veterinary use, including those in civilian circulation. At the time of making a decision on the state
registration of a drug, information obtained during its preclinical and clinical studies on undesirable reactions and side effects
cannot be complete, since these studies are limited to a small number and similarity of experimental animals and a relatively
short duration of experiments. In addition, with long-term use of the drug may be delayed adverse side reactions that can occur
months and years after exposure of the drug to a living organism. Considering this, the pharmacovigilance system should
function effectively in the producer (or developer) of the drug, the main task of which is monitoring monitoring of drug safety
during the pre-registration period, tracking and analyzing data on the effect of the drug when it is in public circulation, and taking
adequate measures to prevent adverse effects of drug therapy. As a result of the analysis, data on regulatory and methodological
documents on the organization of monitoring the safety of pharmacological drugs were systematized, recommendations
prepared with the provisions of international and domestic legislative regulatory and information documents related to the
methodology of organizing pharmacovigilance and monitoring drug safety were prepared.
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BBepeHmne

[TosiBneHne Ha pbIHKe OONMBIIOrO YKCIA JIe-
KapCTBEHHDIX CPEICTB PACLIMPSIET BO3MOXXHOCTH
YCIIELITHOTO JIeYeH NS KMBOTHBIX, HO B TO )Ke Bpe-
M TIOBBIIIIAET PUCK HAHECEHMs Bpefja MAlleHTYy.
OnacHOCTh PasBUTUSA TSDKENBIX OCTIO>KHEHMIT,
BBI3BAHHBIX JIEKAPCTBEHHBIMU IIperapaTaMmi,
IpUBJ/IeKaeT BHUMAaHNE Y4eHbIX M MPAKTUKOB K
npobnemMe 6e30MaCHOCTU JIEKAPCTBEHHON Tepa-
nuu [1, 2, 5]. CBoeBpeMeHHOE BbIsIBlIeHNE Hebma-
TOTIPVSITHBIX TOOOYHBIX PeaKIuil 1 MHGOPMUPO-
BaHME O HUX PETy/IATOPHBIX OPTAaHOB IIO3BOJIACT
IPOBOANTD UX aHA/IU3 ¥ HAa OCHOBAHUMU €0 pe-
3y/IbTaTOB pa3pabaTbIBaTh U BHEAPATb B IIpaK-
TUKY Mepbl, HallpaB/IeHHbIe Ha NIPefyIpexXeHIe
He6/IaropuATHBIX IOC/IeCTBIUI JIEKapCTBEHHOI
Tepanuu, HoBbIIast ee 6e30macHoCTh [6-10].

Pemenne o npumeHeHuu B BeT€pUHAPUM JIe-
KapCTBEHHOTIO IIpelapara oIpefenseTcs COOoT-

HayuHo-npakTnyeckunm xypHan «PoOCCMNCKUN NapasnuTonormyeckmnii >KypHan»

HOIIEHNEM O>KIMIAaeMOJl MOIb3bl K BO3MOXXHOMY
PUCKy ero InpuMeHeHN: (II0/Ib3a/puUCK), KOTO-
poe 3aBUCUT He TONBKO OT (dapMalieBTUYeCKUX
" $apMaKOTOKCUKOIOTMIECKUX CBOVICTB Iperna-
para, HO U OT IIOKa3aHNIL, 10 KOTOPOMY OH IIpu-
MeHAeTCA, Hamn4ys (MIM OTCYTCTBUA) HA PBIHKe
Q/IbTEepHATVBHBIX JIEKAPCTBEHHBIX CPECTB, NPU-
MEeHsAEeMBbIX 10 JAaHHOMY IoKa3aHuo. CooTHoIIe-
HUe II0/Ib3a/PUCK OLEHMBAETCs Ha OCHOBaHUU
nHbOpMaLMH, KOTOpasi UMeeTCs HA MOMEHT ITPU-
HATHUA PelIeHNs O TOCYAapCTBEHHON perucTpa-
LM JIEKapCTBEHHOTO IIperapara.

CBefieHns, NONTy4YeHHble B IIpoljecce Ipef-
PErMCTPALMOHHBIX JOKIVMHNYECKUX ¥ K/IMHMN-
YeCKUX JCCIEOBAHMII O HE)XXeaTeNIbHBIX peaK-
X, TOO0YHOM [ieiicTBUM ¥ 3G EKTUBHOCTI
JIeKapCTBEHHOTO IIperapara MOTYT II0BEPraThCsi
3HAYUTEIbHBIM M3MEHEeHISIM IIPY ero IpyMeHe-
HIMJ Ha IIpaKTHKe. Pe3ympraTsl paHZOMUSUPO-
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BaHHBIX KJIVHNYECKMX UCCIIEIOBAHNIT HE MOTYT
cofiepXKaTb IMONHYK0 MH(POPMAIMNIO, ITOCKOTbKY
BO3MOXXHOCTM TaKMUX VICCIEOBAaHMII OTpaHu-
4eHbl HeOOJIbLIMM YNMCIOM U aHAJIOTMYHOCTDIO
HOJOMBITHBIX J>KMBOTHBIX (JKECTKME KpUTEpUN
BK/TIOUEHNS )KMBOTHBIX B MCC/IEIOBAHMA), @ TaK-
K€ OTHOCUTEIBHO KOPOTKOI IPOJO/KNUTENbHO-
CTbI0 9KcepuMeHTa. OTCpOoYeHHbIe HeOIaronpu-
ATHBIE TTOOOYHbIE PeaKIVM, TOKCUYHOCTb IIPU
JUINTETIbHOM ITPUMEHEHNM IeKapCTBEHHOTO IIpe-
napara (9MOPMOTOKCUYECKWII, TepaTOTeHHBII,
KaHIIePOTeHHBI1, MyTareHHbI 9pPeKThI) MOTyT
BO3HMKATb 4epe3 MeCALbI ¥ TOIbI IOC/Ie BO3/eli-
CTBUA IEKAPCTBEHHOTO CPEJICTBA, B TOM YNCTIE Y
YKMBOTHBIX, TIOJBEPTIINXCS BO3/JEIICTBUIO ITpera-
para BHYTpuyTpoOHO [3, 4]. OrpanndeHs! Bo3-
MO>XHOCTM K/IVHUYECKUX UCHBITAHUI U B IUIaHe
BBIAB/ICHMsA 3HAUMMBbIX JIEKAPCTBEHHBIX B3au-
MOJIEMICTBMII IIPY COBMECTHOM IIPMMEHEHUN He-
CKOJIBKMX JIEKAPCTBEHHBIX IIPEIIapaToOB, I03TOMY
He VICK/TIOUEH PUCK, CONPSKEHHBIN € MX Hemlpep-
CKasyeMbIM B3ammopeiictBueM. VIHbopmanys
O PEJKUX M CePbe3HbIX MOOOYHBIX peaKInsx,
XPOHMYECKOJI TOKCMYHOCTY, MCIIO/Ib30BAaHUN B
crienpuyecKux rpymmnax (Hanpumep, Ajs nede-
HMSA CTapbIX, HOBOPOXKIEHHBIX WY OepeMeHHbIX
JKMBOTHBIX) U JIEKAPCTBEHHOM B3alMOJEICTBUN
4acTO ObIBAET HEIIOJHOM B IIPeMapKeTMHIOBBIX
uccnenoBanyAx. OLleHKa 0XMJaeMOil MOMb3bl K
BO3MOXXHOMY PMCKY IPUMEHEHMs JIeKapCTBEH-
HOTO ITpeIapaTa MOKeT TaK)Ke MeHATbCS IPY 110-
SIBJICHNY Ha PbIHKe HOBBIX, 60/ee 3¢ ek TBHBIX
/v 6e30IaCHBIX JIEKapCTBEHHBIX CPEICTB, Ha-
3HAYaeMBIX IIPYU TeX >Ke IIOKa3aHMAX.

B pesynbraTe IpOBejeHHOTO aHa/IN3a CUCTe-
MaTU3MPOBaHbl [aHHbIE HOPMATUBHO-IIPaBO-
BBIX ¥ METOAMYECKNMX JOKYMEHTOB II0 BOIPO-
caM OpraHu3aluy MOHUTOPUHTA 6e30MacCHOCTU
(bapMaKoNIOrMyecKnx JIeKapCTBEHHBIX CPeJCTB,
MOATOTOBNIEHBl PEKOMeHJAlNM, AKTYyaau3upo-
BaHHbIE C NTOJIOKEHUAMY MeXIYHAPOISHBIX U OT-
€4eCTBEeHHBbIX 3aKOHOJlaTeIbHbIX HOPMATMBHBIX
1 MH(OPMAIVIOHHO-CIIPABOYHBIX TOKYMEHTOB,
OTHOCAIIMXCA K MeTOZIOJIOTMYM OpraHU3aluyu
(dapMakoHa/;30pa I MOHUTOPUHTY 6€30IaCHOCTH
JIeKapCTBEHHbBIX CPefICTB.

O6wan yactb

Jst orcnexxuBanus Mo60YHBIX 3¢ HeKTOB Jte-
KapCTBEHHDIX [TPEMApaTOB CYIIeCTBYIOT CUCTEMBbI
bapmaKkoHaz;30pa — MOHMTOPVHIOBbIE VCCIIENO-
BaHMsI 0E30IIaCHOCTY JIeKAPCTBEHHBIX CPECTB
KaK B IIPepPEruCTPALMOHHDI IEPUOfJ, TaK U
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OTC/EeXMBAaHME, U aHaAU3 JAaHHBIX O [ECTBUM
IpenapaTa B MOCTPETUCTPALVIOHHBII TIEPUO, TO
€CTb, KOT7Ia JIEKAPCTBEHHBIIT TPerapar MoCT YT
B 000poT (Ha pbIHOK). VccnenoBanms, mpoBeeH-
Hble B IIOCTIEHIIE TOfIbI, CBUIETENBCTBYIOT O TOM,
YTO CBOEBPEMEHHOE BBISB/IEHIE HeNpeNBUJeH-
HbIX 0604HbIX peakuuit (HITP) u nudopmupo-
BaHIe O HUX PEryIATOPHBIX OPTAHOB MTO3BOJISET
IPOBOAWUTD MX aHAIN3 ¥ HA OCHOBAHUU €TO pe-
3y/IbTaTOB pa3pabaThIBaTh U BHEAPSITH MEPHI, Ha-
[paB/ieHHble Ha MpeRynpex/eHne Hebmarompu-
SATHBIX IOC/IEACTBUII JIEKAPCTBEHHON TEpamuL,
IIOBBILIAA ee 6e30M1acHOCTb.

B coorBerctBUM ¢ 61-®3 «O6 obpaueHnn
JIEKAPCTBEHHBIX CPECTB» ¥ MEXIYHAPOLHBIMU
HOpPMaMll OTBETCTBEHHOCTb 3a 0e30IacHOCTb
BBIITYCKaeMBIX JIEKAPCTBEHHBIX CPEACTB HeceT
IIPOV3BOJUTE/b/AepXKaTe/lb PEeruCTPALVIOHHOTO
YIAOCTOBEPEHNs, [IOITOMY OH 0053aH OCYIIecT-
BJIAATH IOCTOSTHHBIV KOHTPOJIb 32 6€30I1aCHOCTBIO
CBOEJ IIPOAYKLMY ¥ C yIeTOM HOBOI MH(pOpMa-
LUV PEry/sipHO NPOBOAVUTH MOBTOPHYIO OL[EHKY
COOTHOIIEH [I0/Tb3a/PUCK.

[IpousBopuTenam/mepxarensM  perucrpa-
IIVIOHHOTO YAOCTOBEpeHMsI HeOOXOAMMO OCy-
IeCTB/IATh MEPONIPUATIS 10 MOHUTOPYHTY 0e3-
OIIACHOCTY JIGKaPCTBEHHBIX CPE[CTB B TECHOM
KOHTaKTe C PeryJIITOPHBIMU OpraHaMy, coo0-
maTb ¢eepaTbHOMY OPraHy UCIIOTHNUTETbHON
BJIaCTU JIaHHbIE O BBISAB/ICHHBIX NOOOYHBIX Jeli-
CTBMSAX, KOTOpbIe He COOTBETCTBYIOT CBEICHMAM
0 JIEKapCTBEHHBIX CPEACTBAX, COMECPXKAIINMCS B
VMHCTPYKIVAX [0 UX BETEPMHAPHOMY IIpMMeHe-
HUIO0. JTO IO3BOMUT 3HAYUTEIbHO CHUSUTH Be-
POATHOCTb BO3HVMKHOBEHMS HeOIarompusATHBIX
HOC/IeACTBUI NIPYMEHEHN JIeKapCTBEHHBIX IIpe-
[IapaToB 3a CYeT BBIABIECHNUA PaKTOPOB PUCKA UX
pasBUTHSA, ¥ pa3pabOTKM HAa OCHOBAaHMM IIONy-
YEeHHBIX JaHHBIX COOTBETCTBYIOLINX PeKOMeHa-
Uil /11 BeTePUHAPHBIX M (papMalieBTUYeCKIX
CIIeIVA/IICTOB.

C 1e/1bI0 TIOBBIIIEHNVSI OTBETCTBEHHOCTHU Op-
raHM3alMM 3a KauyeCTBO ¥ O€30IaCHOCTb JIe-
KapCTBEHHOTO Iperapara, a TakXe 3a CBOeBpe-
MeHHOe MpUHATUE, B CIydae HeOOXOAMMOCTI,
aJleKBaTHBIX Mep, HAIIPAB/IEHHBIX Ha MTOBBIILIEHNE
0€30MacHOCTH JIEKaPCTBEHHOI TepaInyl, BHYTPU
OpraHM3aMN-IPOU3BOJUTENS  JIEKAPCTBEHHOTO
mpemnapara u/Win Jep>KaTesisi perncTparuoHHOrO
ymoctoBepeHnsa (manee OpraHmsanuim) HO/DKHA
a¢dexTuBHO GYHKIMOHMPOBATH cucTeMa dap-
MaKOHaJ30pa, KOTopas B Cilydae 3ampoca ce-



[lepasbHbIM OPraHOM VCIIOTHUTENbHOI BIACTH
(Poccenbxosnagszopom) wunHpopmarym o 6e3-
OIIACHOCTH JIEKAPCTBEHHOTO ITperapara o0s3aHa
IPeICTaBUTh BCIO MMEIycs MHOopMaluio,
[03BOJSIIOIYI0 OLIEHUTh COOTHOIIEHNE IM0/b3a/
PVICK [PV [IPUMEHEHNN TIperapara.

B uemax sddexTuBHO paboThl CITYKOBI
dapmakoHaszopa B OpraHmsanuy Ha3HAYAOT
YnonmHoMo4YeHHOTo 1o (hapMaKOHA/I30py — CIe-
IIMa/TMCTa C BBICIINM BeTepUHAPHBIM, MEJUIINH-
CKUM Wiy ¢apMaleBTUYeCKM 00pasoBaHuUeM,
IPOIIELIET0 JOTOTHUTEIbHYIO TIOATOTOBKY IO
(dapMakoHa/i30py, KOTOpHBI pa3pabaTbiBaeT U
COIVIACOBBIBAET C PETY/IATOPHBIMM OpraHaMu
maH ¢dapMaKoOHaJ30pa, B Ipoliecce pa3pabor-
K/ HOBOTO JIEKAPCTBEHHOTO IIperapara, Iepef
ero perucTpanyeit Win B Ipyrux coydasx, Korja
B 3TOM BO3HMKaeT HeobOXopumocTb. Ilman dap-
MaKOHa/[30pa pa3pabaTbIBaeTCsA Ha KaX[bll jTe-
KapCTBEHHBIII IpenapaT 1 BKIOYaeT OCHOBHbBIE
U JIONIO/THUTE/IbHBIE MepPbl 10 MOHUTOPVHTIY 0e3-
OIACHOCTH.

J1s1 ekapCTBEHHBIX IIpeNaparoB, IpUMeHe-
HIle KOTOPBIX CONPSDKEHO CO 3HAYNTE/IbHBIM PU-
ckoM passutusa HIIP, u/unm fns nekapcTBeHHBIX
IpenaparoB, 0 06e30IaCHOCTM KOTOPBIX MMeeT-
Cs1 HEOCTATOYHO MHQPOPMALVN, JOKHBI OBITH
IpefyCMOTPEHBl [IONIOJIHUTE/IbHbIE Mepbl, Ha-
IpaBjIeHHbIe Ha pelleHye sTux npobnem. Ilnan
IO/DKeH OOHOBIIATHCS Ha CYLIeCTBEHHBIX 3TaIax
oOpalleHNs JIeKApCTBEHHOTO IIperapara 1 IO
Mepe HOTy4YeHUs HOBOJ BaKHOI MH(OpManum
o OesomacHocTy IpopykTa. B mran dapmako-
Haj3opa C/lefyeT BKIIOYAaTb 0030p M3BECTHBIX
JaHHBIX 110 0Ee30IIaCHOCTY C INpUBENEHNEM MH-
¢dbopmanyy 0 BaXXHBIX BBIABICHHBIX PHCKAX, I10-
TeHIMAIbHBIX PUCKAX U BAKHBIX PUCKAX, O KOTO-
PBIX MeeTCs HeIOCTaTOYHO MH(OPMAIUIL.

OCHOBHOJI IOPATOK OCyIecTBIeHNA (apma-
KOHA/I30pa BK/II0YAET C/IeYIOLINEe ITallbl:

« BHEJIpEHIE CUCTEM U MEXaHU3MOB, obecredn-
BAIOIVX [IPEJOCTAB/IeHNe B JOCTYIIHO opMe
nHdpopmaunu 060 Bcex HIIP, BbIABIEHHBIX CO-
TPYSHUKAMU OpraHM3aLy;

 CBOEBPEMEHHOE IPefJOCTABJIEHNe PeryIATop-
HBIM OpraHaM: CIOHTAQHHBIX COOOILIEHMII O
HIIP, oTCyTCTBMM OXXMJAEMOTO TepaleBTHYe-
ckoro 3¢ dekra 1eKapCTBEHHOro Ipernapara
U NepUOANYEeCKUX OTYETOB HO 0e30IaCHOCTU
(PSUR);

 HEIIPEPBIBHBINI MOHUTOPMHI Ipoduas 6es-
OTIACHOCTY JIEKAPCTBEHHBIX CPEJCTB, BK/IIOYa-
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IOLINIT COOP CIIOHTAHHBIX COOOIEeHMI, OLIEHKY
COOTHOIIIEHMSI II0/1b3a/PUCK, BHECEHME U3Me-
HEHWIT B MHCTPYKIMIO IT0 IPUMEHEHNIO TeKap-
CTBEHHOTO IIperapara, u B3aMMOJENCTBUE C
Pery/IATOPHBIMY OPraHAMIL.

Ilman penicTBMIT IO Ka)KAOW BBISIBJIEHHON
npobnemMe 6e30IMAaCHOCTY JIEKApCTBEHHOTO IIpe-
mapaTa JO/DKeH VIMeTb CIIefyIOUyl0 CTPYKTYPY:
ob6o3HaueHne IpoOIeMbl (HampuMmep, TremaTo-
TOKCHMYHOCTD, KapAMOTOKCUYHOCTb M Jp.); Lie/b
IpeJIaraeMbIX Mep; 000CHOBaHe IpefIaraeMbIX
Mep; OCHOBHBIE 3TAIlbl OLIEHK! U OTYETHOCTI.

BakHylo ponb B BBIABIEHUM U OLlEHKe NPO-
671eM, CBA3aHHBIX C 6€30IIaCHOCTDIO /IEKaPCTBEH-
HBIX IIpeNapaToB, UTPaeT CUCTeMa OpraHU3alN
nonydyenusa coobmennit o HITP. OcHoBHBIMU
ucrouynukamu nHopmauun o HIIP aBnsrorcs
BeTepMHAPHbIe PAaOOTHMKM VM NOIb30BATENN JIe-
KapCTBEHHBbIX IpenapaToB. OCHOBHblE KaHaslbl
HOCTYIUIeHVsI MHPOPMALUy — CIIOHTaHHBIE CO-
OOIeHNsI BeTepUHAPHBIX PabOTHUKOB, COTPYA-
HUKOB OpraHM3allyy, B TOM 4JC/le BeTepMHaPHbIX
npeacTaBuTenel, TenedoH «ropsyell IMHUN»,
VHTepHeT-pecypchbl OpraHM3aL UL

CrioHTaHHBIEe CO001eHN . ITO MHDOPMALKS
o HIIP, nocrynaromasi oT pabOTHUKOB BeTepu-
Hapuu, MO/Tb30BATeNel, PeryIsITOPHBIX OPTaHOB
U IPyIUX OpraHm3anuit (permoHanbHble LeHTPbI
MOHUTOpPUHTA 0€30MaCHOCTY JIEKAPCTBEHHBIX
CpefcTB, TOKCUKOIOTMYECKIe [[EHTPBI U fIp.). B
CcOOO0LIEeHNAX ONMChIBaeTcA ogHa unu 6onee HITP
Y )KUBOTHBIX, KOTOPBIM IPUMEHSIIN JIeKapCTBEH-
HBIII TIpernapar B BeTePUHAPHON MpakTuke. [is
nonmydeHns: MHPOpMAnMM OT IOIb3OBATesIeN U
BeTE€PUHAPHBIX PAOOTHMKOB C/IeyeT OpraHu-
30BaTh TeMeOHHYIO JMHUIO WIX PaCIIMPUTDH
¢byHKuMM yxe cymectsyomeit. VMudopmanuio o
tenedone mas coobuennit o HIIP, moutoBoMm u
97IEKTPOHHOM ajipece CIyXObl papMaKoHaA30pa
OpraHu3aINy CIefyeT pasMelaTh B MHCTPYKIUN
[0 TPUMEHEHUIO JIEKAPCTBEHHOTO IIperapara
WIM Ha YIAKOBKe, a TAKKe B Pyrux nHpopma-
LVIOHHBIX pecypcax opranusaumu (VHTepHer,
nHGOPMALMOHHBIE OPOIIIOPHL U JIp.).

CrumynupoBaHHble cooOmennsa. Metop
CTUMY/IMPOBAHHBIX COOOIIEHUIT VCIOIb3YeTCs
HAa paHHMX 3Tamax oOpaleHKs TeKapCTBEHHO-
r0 CpefcTBa B TeYeHME OTPAHMYEHHOrO Iepu-
ofa BpeMeHN. B mporjecce aKTMBHOTO Pacmpo-
CTpaHeHUsl Cpefy BETEPUHAPHBIX PAOOTHMKOB
nHpopmanum 0 6e30MaACHOCTY JIeKAPCTBEHHOTO
mpemnapara, Mepax IpefoCTOPOXKHOCTH, KOTOPBIe
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HeoOXOIMMO COOMIONATh IIPK €ro IpPUMEHeHNIN,
TaKOKe PACIPOCTPAHAIOTCA (POPMBI U3BEILEHNA O
HITP n BeTeprHapHBIX PabOTHMKOB IPOCAT OT-
HpaB/ATbh nHGOpManmio o nogospesaemoit HITP
mo6bIM Hanbomee yNoOHBIM /I HUX CIIOCOOOM
(1o movTe, 971€KTPOHHOII I0YTe, PaKCy M T. IL.).

AKTMBHBII MOHUTOPUHT 6€30IaCHOCTH JIe-
KapCTBEHHOTO mpemapara. B oTnmume oT mac-
CMBHOTO HAOJIOfIeHNs, aKTUBHbBI MOHUTOPVHT
IpefnonaraeT IJIAHKPOBAHNE M OPraHM3AINIO
nporiecca HelpephIBHOTO c6opa nHpOpMaIym ¢
I1e/IbI0 MAKCUMAJIbHOTO BBIABJIEHMA BCeX HebOma-
TOIPUATHBIX 3P PEKTOB.

OCHOBHOIT €ITOCOO aKTMBHOTO MOHUTOPUHTA
- ato peructpanus HIIP B xone HabmtomeHus Be-
TEPUHAPHOTO Bpaya 3a XMBOTHBIMU-MALMEHTA-
MM, KOTOPBIM IIPUMEHSIIN JIeKAPCTBEHHBIN IIpe-
napar B CTallJIOHape.

AKTUBHBII MOHUTOPUHT 3a >KMBOTHBIMU-
HalVleHTaMy, IIOJIYYAIOIVMIU  OIIpefeeHHbIIN
JIeKapCTBEHHBIII ITIpernapar aMOy/lIaTOpPHO, NPO-
BOIUTCA CIIEAYIOMMM 00pasoM: BIaJeIbIly >KU-
BOTHOTO, KOTOPOMY Ha3HaueH 3TOT IIperapar,
IpeJIaTaloT 3allOJIHUTb AHKEeTY, U IPOCAT pas-
pellleHye Ha MOC/TIeAYIONINIT KOHTAKT C IpefcTa-
BUTENIEM OPraHM3alVY IS BbIACHeHUS 3ddek-
TUBHOCTU JIEYeHMS] U TPOSIBIEHUSA MOOOYHBIX
3¢ PexTOB. AKTMBHBIII MOHUTOPUHT MOXKET TaK-
JKe OCYIIeCTB/IAThCA ITyTeM aHajIN3a BeTepuHap-
HOJl TOKYMEHTAIVM VIV OIIPOCAa BeTePIHAPHBIX
Bpayell ONpefe/IeHHbIX YYPEXAEHNUN I T0y-
YEeHUS] pPeNpe3eHTATUBHON BBIOOPKM. [aHHBI
nopxoy Haubosnee 3ddeKTUBEH ISl IeKapCTBeH-
HBIX IIPeIapaToB, UCIIOIb3yeMbIX, B OCHOBHOM,
B YUPEXIEHNAX CTAL[MIOHAPHOTO TUIA VIV Pery-
JISIPHO TIOCEIIAeMBIX BJIaJie/TbLIaMy KIBOTHBIX.

C uenbio BoiaBnenus HIIP cnyxb6a dapma-
KOHAJ30pa OpraHM3alMy [IO/DKHA IIPOBOAUTDH
MOHUTOPMHT VIHTepHET-pecypcoB U CIeIan-
3UMPOBAHHOI JINTEPATypPbl, COOOIIEHNIT OT pery-
JIATOPHBIX OPraHOB, COOOIIEHNMII OT TAPTHEPOB U
Apyrux 6a3 JaHHbIX.

YIO/THOMOYEHHBII 110 (papMaKOHa30Py OCY-
I[eCTB/IsIET KOOPAVHALMIO paboThl 0 Oe3ormac-
HOCTH JIEKAPCTBEHHBIX CPEJICTB 1 OTBEYAET 3a:

* QYHKIMOHMPOBaHNUE U YIIPaBJIeHMEe CUCTEMOI
¢dapmakoHasizopa B Opranusanny;

o cOOp, aHaMM3 U 00600IIeHNe TAHHBIX O BBISB-
nennpix HIIP m o apyrux mpob6nemax c 6es-
OMACHOCTBIO W/WIM TepareBTUYeCKOil 9d-
(heKTUBHOCTDIO JIEKAPCTBEHHOTO IIperapara,
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paspelIeHHOro K 0OpaljeHNI0 Ha TePPUTOPUN
Poccuiickoit @epepanuy;

* OCYILECTB/ICHIE IIOCTOSTHHON CBSI3M C Pery/is-
TOPHBIMI OpTaHaMIL.

B 06sA3aHHOCTM yIIOTHOMOYEHHOTO MO dap-
MaKOHA/[30py BXOAUT obecIiedeHne Ha yIexalren
paboThI CTy>KObI hapMaKOHA/[30pa OpraHU3aUN
U 3¢(eKTUBHOCTN ee (YHKIMOHMPOBAHUS, B
TOM 4YMCTIe: CO3[jaHNe ¥ TOJfiep>KaHye CUCTeMBI,
TapaHTUPYIOLIeNl JNOCTYHHOCTb MH(OpMaIum
060 Bcex mopospebaembix HIIP, moprotosky u
IIpeflOCTaB/IeH)ie B YCTAHOBJIEHHBbIE CPOKM M B
ycTaHOB/IeHHOM ¢opMare B Poccenbxo3Hajzop
cenyoleit MHpOpMaIum:

e u3Bemennii o HIIP u orcyrcTBunM tepamnesTu-
4ecKoll 3¢ PeKTUBHOCTY IeKapCTBEHHOTO IIpe-
mapara;

¢ IEPUOANIECKNX OTYETOB 110 6e30MacCHOCTH
(Periodic Safely Update Report);

* JOIIOJTHUTEIbHON MH(GOPMALNY O 3aIPOCam
KOMIIETEHTHBIX OPTaHOB, HEOOXOXMMOI IS
OLIEHK) COOTHOIIEHVs II0/1b3a/PUCK, B TOM
grcie nHGopManuy 06 apeasne 1 06beMax Ipo-
K TTeKapCTBEHHBIX [IPEIapaToB.

Vndopmanys o pasBUTHY Cepbe3HBIX (CMepPTb,
BBIHY>K/ICHHDIJI YOOI >XMBOTHOTO, HETPYHOCIO-
COOHOCTD, BPOXK/IEHHbIe aHOMAJIMM PA3BUTHA), U
HeTpelBUJICHHbIX (He OTPa)XeHHBIX B MHCTPYK-
UMY IO TPYMEHEHUIO JIEKAPCTBEHHOTO IIperna-
para), opospenaembix HITP Ha jekapcTBeHHBII
mpemnapar Ha Tepputopun Poccuiickoit @epepa-
ouu, B TeueHume 5 pa60qu JIHell ¢ MOMeHTa MO-
nydenus nadopmaryu o HIIP pomkHa Hampas-
nAThCs (B Bufe «VI3BeleHnst 0 HeOIaronpusTHBIX
HOOOYHBIX peaKIMAX JIeKAPCTBEHHBIX CPEICTB»)
B TeppUTOpUaNbHOE ypasieHne PoccenbxosHap-
3opa 1o cyobekTy Poccuiickoit Pepepanmm.

Vudopmannus o nopospesaempix HIIP, He ot-
HOCAIMXCSI K KaTerOpuy «Cepbe3HbIX Helpeq-
BUJIEHHBIX», TAaKXXe HAIPaB/AETCA B TEPPUTO-
puanbHOe yrpasieHue PoccenbpxosHajsopa 1o
cyobekry Poccuiickoit ®Pepepaunu. B ciaydae
IpYMEHEH)s IIpenapara II0 He3aperucTpupo-
BaHHBIM nokasaHuaM (off-label use) uam B go-
3aX, NPEBBIIIAIOIMX TepPaleBTUYeCKUe, CleyeT
ykasbIBaTh Ha 910 npu omvcanvy HIIP. Vingop-
mauys o HIIP, BbIABIeHHBIX 32 pyb6exxoM u He
OTHOCALMXCA K KaTeTOPUN «CePbe3HbIX Helpes-
BUJIEHHBIX», IpeficTaBnsgeTcss B cocrase Ilepu-
OINYeCKOro oT4yeTa IO OEe30IAaCHOCTY JIeKap-
crBeHHbIX cpeficTs (IIOBJIC).



OpraHmsanus IpeAcTaBIsAeT B YIIOTHOMO-
4eHHbII (efiepanbHbIil OpraH nucbMa ¢ nHpop-
Manyeil 0 HOBBIX IpobreMax ¢ 6e30IacHOCTBIO
JIEKApCTBEHHOTO IIpeIapara, paspelIeHHOIo K
BeTepMHAapHOMY IIpuMeHeHMIo B Poccuiickoit De-
fepanyu, BKIOYasA CBeIEeHNA O PeIleHNUAX, Ipu-
HATBIX B JPYTUX CTpaHaX Ha OCHOBAaHMM HOBBIX
JaHHBIX 0 6e30IacHOCTY (OrpaHMYeHMe VI 3a-
IpeleHye IPYMeHEeHN, JONOTHEHN 1 I3MEeHe-
HMA B MHCTPYKLUY 110 IPUMEHEHNIO B pasfesnax,
Kacalouyxcs 0e30IacHOCTY Ipernapara, u ap.).

O «cepbesnbix nogospesaembix HIIP», BbiAB-
JIEHHBIX 32 PyOeXXOM, peKOMEH/IyeTCsl COOOIIaTh
He Io3/iHee yeM depes 10 cyT ¢ MOMeHTa Iory4de-
HuA nHbopmanuy o HITP mpencraBuTenncra-
MU KOMITaHMII W/IM TIPOU3BOAUTEIAMMI/ Tep>KaTe-
JISIMM PETUCTPAIVIOHHOTO Y/IOCTOBepeHMs (IeHb
nonydeHus UMHQPOPMALUMU  IIPOU3BOAUTENIEM
cuntaerca ngHeM 0). O60 Bcex HMOLO3peBaeMbIX
HIIP n cny4yaax HeaddeKTMBHOCTM IpemapaTa,
BBIAB/IEHHBIX Ha Tepputopumu Poccuiickort Pe-
Hepaiuy, claefyeT TakKe COOOIIaTh He MO3JHee
CIIE[YIOIINX CPOKOB C MOMEHTA ITOJIy4eHUA CBe-
TEHUI TPeNCTaBUTENbCTBOM KoMmaHum B Poc-
cun: 5 pabounx gHeit B cmydae, ec HITP mpu-
BéeJla K 7IeTaJIbHOMY MICXO[y WM CO3Jjana yIrposy
xu3Hu; 10 pa6o‘mx OHEN B Clay4Yae pasBUTUA
HenpenBuieHHbIX cepbesnpix HIIP mmm otcyrt-
CTBYSI TePANeBTNYECKON 3 (PeKTUBHOCTI JIeKap-
CTBEHHOTO CpeficTBa, 30 pabo4Mx JHeN B Caydae
passutus apyrux HIIP. Ceepgenusa o6 agmuHu-
CTPaTUBHDBIX M€paX B OTHOILIEHNH IIpenapara, 3a-
peructpuposaHHoro B Poccuiickoit @enepanuny,
IpPUHATbIE B IPYTUX CTpaHaX, IPOU3BOAUTENDb 1/
VN lep>KaTe/lb PETUCTPALIOHHOTO YI0CTOBEpe-
HYIS TIPEJICTaB/IsACT B Te4eHye 15 pabounx mHeit ¢
MOMEHTA IO/TyYE€HNA NIPEACTABUTETbCTBOM KOM-
na"nun B Poccunm.

B mensax ycraHOB/IeHMA COOTBETCTBUA paHee
uMeBlielicss MHGOpMAIUK 10 6e30MaACHOCTH Jie-
KapCTBEHHOTO IIpenapaTa, MHPOpMaIuy, MOy-
YEeHHOIT 32 OTUETHBII MIEPUOJ], U P HEOOXOMu-
MOCTY NPUHATKSA Ha OCHOBAaHUY HOBBIX JIaHHBIX
pellleHns O BHECEHMM M3MEHEHMII B perucrpa-
LMOHHYIO JOKYMEHTAlMIO JIeKapCTBEHHOTO Ipe-
mapaTa, COCTaB/ISeTCA TEePUONUUECKUIT OT4YeT
ITOBJIC. Opranmsaunun npepcrasisoT IIOBJIC
Ha BCe paspellleHHble K IpuMeHeHuo B Poccun
JIeKapCTBEHHbBIE IIpenaparsl JjIsl BeTePUHAPHOTO
npuMeHeHMsi (OpUTHMHANbHBIE U BOCIPOU3Be-
nenHble). JlaHHble IO 6€30IaCHOCTHU Tpenaparta,
BkaroueHHble B [IOBJIC, mo/mKHBI COOTBETCTBO-
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BaTb OTYETHOMY Ilepuopy. Bce HebmaronpusTHble
a¢ddexTrl, nHPOpPMALMS O KOTOPBIX COEP>KUTCS
B CIIOHTAHHBIX COOOLeHMAX (3a MCKIIOYEHUEM
CTy4aeB, KOIZIa BeTepUHAapHble paOOTHMKM pac-
LIeHVBAIOT VX II0-MHOMY), CIeiyeT pacleH!BaTh
kak HIIP, 1. e. KaKk peakuuio, CBA3aHHYIO C IIPU-
MeHeHVeM JIeKapCTBEHHOTO CPEfICTBA.

Heob6xomumo Bxmroyath B IIOBJIC aHamms
nHpopManuy 06 yBeIMYeHNY YacTOThI CO0OIIe-
Huit 06 usBectHpix HIIP. Pesynbrarel anammsa
JIOJDKHBI TIO3BO/IATh ONPEAeNTNTb, OTPaKAIOT JIN
JlaHHbIe 00 YBe/INYeHNM YaCTOThI COOOIeHMiT 06
usBecTHbIX HIIP nsmenenmne npoduisa 6esomnac-
HOCTU JIEKapCTBEHHOTO IIperapara VI MOTYT
OBbITb OOBSCHEHBI IPYTYIMI IPUYMHAMY (HAIIPU-
Mep, OCOOEHHOCTAMM IIONMY/IALUY >KUBOTHBIX-
HALVEHTOB VIN IIATENbHOCTBIO IMPUMEHEHMSA).
ITpn onmcannm HIIP Heo6x0auMO MCIIONb30BATD
TOYHBIE TEPMUHBI; IPEACTaBAATh NHPOPMAIINIO
Ha OPUTIMHATIBHOM fI3BIKE C IIPUIOKEHVEM Pe3io-
Me aHa/In3a Ha PYCCKOM f3bIKe; B CIIy4ae OTCYT-
CTBUA B COOOILIEHNMM OT BeTEPUHAPHBIX paboT-
HMKOB [VIaTHO33a, NPMBOANUTDL IPeAIIoIaraeMblii
[INarHO3 Ha OCHOBaHMM OIVICAHMA CUMIITOMOB
U 1abOpaTOPHBIX HaHHBIX (00s3aTENbHO yKa3aBs
3T0); B CTy4ae HeCOITacus IPOU3BOAUTENISA C M-
arHO30M BeTEPUHAPHOTO pabOTHMKA YKa3bIBaTb,
coo01maTh BClo nHPOpMaLNIO, KOTOpast OblIa 11o-
JTy4eHa IIpM OIMMCAHUY KOHKPETHOTO CITydas.

Poccuiickne OpraHusanumu mpefCTaBISIOT
ITOBJIC Ha pycckoM s3bike. 3apybexxHble Op-
raumsanuyu MoryT npefctaBiaath IIOBJIC Ha
aHIINIICKOM fA3BIKe C 0053aTeIbHBIM IIePeBOLOM
Ha PycCKuil A3bIK pasfena «Pestome» («Executive
summary»). B pasgene «Pesiome» B cooTBer-
CTBUM C MEX/IYHapOJHBIMU TpeOOBaHMAMM He-
00XOZIMMO YKa3bIBaTh: YNUCIO CTPaH, B KOTOPBIX
IPYMEHACTCS JTeKapCTBEHHBIN IIperapar; O35,
[IOKa3aHuA K IIPYMEHEHMIO; NaHHbIe, KOTOpbIe
JIOTIOJTHWIY OCHOBHYI0 MH(pOpManuio mo 0Oes-
OMACHOCTY; YNMCAO IALMEHTOB, IONTyYaBLINX
npenapara (Wi Apyrue faHHbIE, O3BOIAIONIE
OLIEHUTb 00'beM ero VICIONIb30BaHNA); YICIO 3a-
PeTUCTPUPOBAHHBIX CEPbe3HBbIX 1M HeCepbe3HbIX
HIIP, xotopele Bourmm B Crucok (mepedyeHn) u
CBOZIHBIE TAO/MUIIBI OTYETa; HOBBIE JJAHHbIE, CBS-
3aHHBIe C 6€30MaCHOCTBIO, KOTOPBIE 00CYX/JAI0T-
s B OTYeTe, KpaTKOe 3aK/II0UeHNe 110 6e30I1acHO-
CTU CpefcTBa.

B cooTrBeTCcTBUM ¢ HEOOXOOMMOCTBIO OLICHM-
BaTh 0€30IaCHOCTb NPUMEHEHUs JIeKapCTBEH-
HbIX cpeficTB B Poccuiickoit depepannumu B co-
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nposoputenbHoe mucbMo K [TOBJIC (Ha pycckom
A3BIKE) CIeflyeT TaK)Ke BKIIIOYATh: Iepedncie-
Hue Bcex HIIP, BbIABIEHHBIX Ha TEPPUTOPUN
Poccum sa oryeTHbII Iepuop; IepedncaeHue
npousolmequnx Ha Teppuropun Poccuiickoi
Qepepanun cepbe3HbIX HeIpeNBUIeHHbIX II0f10-
3peBaembix HIIP (3a oTyeTHBIN IepyuOfK); JaHHBIE
O Cepbe3HbIX HeOIArONPMATHBIX KIMHUYECKUX
MOC/IENICTBUAX, PA3BUBLINXCA BCIEACTBIE Hellpa-
BIJIDHOTO TIPYMEHEHNUs CPeACTBa (C HapyIIeHu-
eM O(UINaTbHO YTBEP>KCHHO NHCTPYKINN) B
Poccuiickoit @epepanuy, HanpuMep, UCIONIb30-
BaHIe II0 He3aperiMCcTPMPOBAHHOMY II0Ka3aHMIO,
IIPEBBIIIEHNE MAKCUMA/JIbHOM TePANEBTUYECKON
O3B, HENPABWIbHBI IyTb BBEJEHUA M T. 1I.);
MH(OpPMALMIO O KOTNYECTBE MCIIOTb30BAHHOTO
Ipernapara B 1iejioM B Poccun 1 B OTJIe/IbHBIX pe-
TMOHAX CTPAHBI (3a OTYETHBIN IIEPHOT).

B cnydae, xorpa nekapcTBEHHbIE IIpeIaparhl
MIPOM3BOAATCA V/WUIN PACIPOCTPAHAIOTCS JBYMS
ywn 6onpminM uncioM opranusanmit, IIOBJIC
IPeOCTaBIAeT KX/DI Hep>KaTelb perucrpa-
IIVIOHHOTO Y[ 0CTOBEPEHNSI.

Ecnu opranmsanum cBsisaHbl KOHTPAKTHBIMU
OTHOIIEHNSIMY, HEOOXOMUMO OIpeIeNnnTh Opra-
HY3AIIVI0, OTBETCTBEHHYIO 32 MHPOPMMUPOBaHUe
o 6Gesomacnoctu u mpenoctaBrenue [1OBJIC,
u yBegoMuTb 00 3TOM PocenmpxosHansop. B
ITOBJIC HeoOXOAMMO BKIIOYATh BCE JNaHHbBIE O
0€30IacCHOCTH JIEKAPCTBEHHOTO CPEICTBA, MOMY-
YeHHble OT OpTaHU3aI[MU-TIApTHepa (faxke ecmn
M3BECTHO, 4TO 3TU AaHHble Bouumm B IIOBJIC
IPYToil OpraHu3aIum).

WMupusupyanpubie cnydam HIIP  cregyer
MIpeACTAB/IATh B BUJE CIIMCKA U/MIM UTOTOBON
TabIUIIBL.

CHMCOK JIO/DKeH COfiepXKaThb OCHOBHYIO (He
o6s13aTenbHO AeTanpHyo0) nHGopmanuio o HITP
¥ IO3BOJIATD UAEHTU(DUIMPOBATD OT/ENTbHBIE CO-
o61ieHNs B Caydae HeobxoauMmocTu 6oree Mof-
POOHOTO 03HAKOMJIEHWSI C HUMIA

ITpu 6onbiiom uncne coobmennit o HITP ux
CTIefyeT MPeCTAB/IATb KaK B BUJje CIICKA, TaK U
B Bujie uTorosoit Tabmmusl. Cummnromsr HITP cre-
IyeT TPYNIINPOBATh B COOTBETCTBUY C AaHATOMU-
4eCKoit (CHCTeMBI 1 OpraHbl) Kaaccupukayert.

Llenecoo6pa3HO BBIAEMUTH OT/e/IbHbIE TA0/MN-
sl (nm rpader) ais cepbesubix HIIP, Hecepbes-
Heix HIIP. ITpu He6ombIIOM YMcIe COOOIIEHNI
o HIIP wm B cnydae, korga MHGOpMALUIO TPYS-
HO TIpeicTaBuUTh B GopMe TaOINI[bI, MOXKHO JC-
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II0/Tb30BATh JIPYTOIi, O0/Iee MOAXOMSAINIL, COCO0
[peCcTaBIeHNs TaHHbIX.

AnHanus npuMeHeHMs JIeKapCTBEHHOIO Iipe-
mapara JO/DKeH COOTBETCTBOBaTb TOMY IIepu-
ony, 3a xotopslit npexcrasied [TOBJIC. Heo6-
XOIMMO yKa3aTb MeTOfbl, IIpVMMeHABIINecs I
HOTy4YeHUsl M OLIEHKM OOIero KoamdyecTBa JC-
[I0/Ib30BaHHOTO Ipenapara. Korja HeBO3MOXKHO
OLIEHUTDb UMCIIO )XMBOTHBIX, ITOTy4aBUINX JIeKap-
CTBEHHBINI IIperapaT, HeOOXOAMMO OODBICHUTDH
IpPUYMHBL 3TOT0. B TakoM cilyyae MCIIONb3YIOT
[pyTye CIIOCOObI OIIEHKN, TaKye KaK YMC/Io Ipo-
IAHHBIX YIIAKOBOK U JIpyTUe IMpleMjieMble MeTO-
npl. Ecm aHHbBIe OCHOBaHBI Ha MHGOpMaLNH,
IIOJIy4EHHO! 3a HEINOJHBbI OTYETHBIN IEPUOL,
X MOXXHO 3KCTPaIoNMpOBaThb Ha BeCb IepuUO,
ITOBJIC. TIpn stoM HeoOXOmUMMO OOBACHUTS,
KaKue JaHHbIe MCII0Ib30BAINCh I BO3MOXKHA I
9KCTpanonAnus (Hanpumep, CTabIbHble IPofa-
KM 3a JJINTE/IbHBIN Mepuoj, BpeMeHM, Ce30HHOe
ucnonb3oBanue cpepctsa). B IIOBJIC cnepyet
yKa3bIBaTh MHPOPMALMIO O KOTNYECTBE VCIO/b-
30BaHHOTIO JIeKapCTBEHHOro Npenapara B Poccun
U B OT[Ie/IbHBIX permoHax cTpaHbl. ITo Bo3MoOX-
HOCTHU CliefiyeT IPUBOAUTD OTAEIbHO JJAHHbIE 110
Pa3HBIM BUJIaM, BO3PacTHBIM TpPYIIaM >KMBOT-
uoix. Ecnu B ITIOBJIC Bkmrouarot manubie o HIIP,
MOJTyYeHHbIe IpU MPOBeJeHNY KIMHINYeCKNX KC-
ClIelOBaHMUIl 3aperucTpUpPOBAaHHBIX IIpernapaTos,
HeoOXOIVMMO 3TO YKasaTb U IPUBECTU COOTBET-
CTByIOIIME NaHHbIE IO KONMMYECTBY MUCIONIb30-
BaHHOTO IIpernapara.

MoskeT 6bITH ONy4eHa nHGopMauus 06 MH-
AVIBUJYaNbHBIX CIy4asX HeXeTaTebHBIX peak-
uuit mocne nomaun [TOBJIC. Ecnu ata undop-
Mauys BaKHa, TO ee HeOOXOAMMO BK/IIOYMTDH B
CIIE[YIOIINIT OTYET.

Opranmsanum ciegyeT CIegUTb 3a HAay4YHBI-
MU nyomukanuamu u paccmarpusarb HITP, pas-
BMBIIMECA Ha JelCTBYIOLIee BEleCTBO, BXOMA-
1lee B COCTaB NMPOM3BOAVMMOrO Ipemnapara. Ecnn
KOHKDETHBIJ TUTEPATYPHBIl CIy4yali OIMCAH B
HECKO/IBKVX MCTOYHUKAX, MHPOPMALUIO O HeM
BkaoyaoT B [IOBJIC omuu pas. Heob6xommmo
YKa3blBaTh, 13 KAaKOTO MCTOYHMKA IOMTY4YE€HO CO-
obmenne. Ecmu fep>kaTenb permcTpanyioHHOTO
YOOCTOBEPEHMA PACHOaraeT He3HaYUTeTbHBIM
KO/IMYeCTBOM HOBON MHGOpMaLny, Kacaroule-
cs1 6e30MacHOCTH, 11e7IeCO0OPasHO BK/IIOYNUTD B
ITIOBJIC coobuieHna oT monb3oBareneit. Takue
COOOIIeHNSI He aHATN3UPYIOT.



Heob6xopyumo omcarh KpUTepun BKIIOYEHUA
B IIOBJIC uHaMBUAYaNbHBIX CITydyaeB PasBUTKSA
HIIP u npyBecTy KpaTKNI CTaTUCTUYECKNI aHa-
JM3 HMOCTYNMBLIMX COOOLIEHMII O HeXelaTeNlb-
HBIX peaKIMAX, IIPM 9TOM yKas3aThb: YMCIO BCEX
coobennit; obmee uncno HIIP, onmcanHbX B
COOOIEHNAX; YUCTI0 COOOIeHMIT, KOTOpble CO-
OTBETCTBYIOT Kputepuam Bkmodenns B [IOBJIC;
9JCTI0 COOOIEHNIT, KOTOpble He COOTBETCTBYIOT
kputepusam BxiaodeHus B IIOBJIC; umcno ce-
PbE3HBIX CTy4aeB; YMCIO0 HeCePbe3HBIX CITyvaes;
gycno HIIP, «ue sxnwouenubix» B [IOBJIC.

ITpn onmcanuy m OOBACHEHMU CIydaeB He-
3¢ (PeKTUBHOCTM TepaleBTUYECKOro MAeCTBUA,
0COOEHHO TIpM JIeYeHMM) CEePbe3HBIX U yrpoKa-
FOIUX JKM3HU COCTOSTHUTI/3a00/IeBaHmit, HATIPU-
Mep, Harbomee TSHKENbIX WM HeMpeBUIeHHBIX
caydaeB (MX IPUPOABI, MEXaHU3Ma, YaCTOTHI CO-
0o01IeHiT U T. [I.), aKIIEHT JO/DKEH ObITh Coelad
Ha 00CY>X/JIeHIY KOHKPETHOTO CITydasl.

B IIOBJIC HeobxommMo BKMWOYaTh MHPOP-
MalMio U OOCyXJeHMe pe3y/IbTaTOB BCeX 3a-
KOHYEHHBIX MCCIENOBaHMIl  (HEKTMHUYECKNX,
KJIVMHNYIECKUX, TOKCUKOIOTMYECKNX), a TaKXKe
ny6nukanum (CTaTby, Te3NUCH U Ap.) 00 mccre-
IDOBaHUSAX, COMep)KaluX CBeleHUs (Kak MOJIO-
JKUTENIbHBIE, TaK U OTPULATE/IbHbBIE), KOTOpPbIE
MOTYT U3MEHUTH IIpefCcTaBleHne o 6e30macHo-
CTU CpercTBa. Bce BU/IBI MCCIeNOBaHMI JOTKHBI
OBITH C YETKUM U KPATKMM ONMCAHMEM [{M3aiiHa
VICCIIEIOBAHMS 1 €TO Pe3y/IbTaToB; 0c000e BHU-
MaHMe C/IefiyeT YAeNATb CTAaHAAPTHBIM OLleHKaM
0€30IaCHOCTH ITO/TyYeHHbIX IaHHBIX.

3akI04eHe oTYeTa 1O 0e30IacHOCTH Jie-
KapCTBEHHOTO IIperapara [JO/DKHO OBITh Ha-
IpaBlIeHO Ha OOLIYI0 OLEHKY COOTHOIIEHMS
HOTIb3a/pI/ICK B CBE€TE JAaHHDIX, IPENCTABJIE€HHbBIX
B OTYeTe, M COTep>KaTh MHGOPMALIUIO O TOM, Ka-
KIe JaHHbIC HE COOTBCTCTBYIOT IIpEXXHUM IIpEN-
CTaBJIEHNAM O 0e30IacHOCTM U pedepeHTHOI
nHpoOpManuy 10 6€30IaCHOCTH, U3/I0KEHHOI B
I/IHCTPYKLU/II/[ 10 BeTepI/IHapHOMy IIpUMEHEHNIO,
a TaKXe pasbsCHeHME M 0OOCHOBaHME TIOOBIX
PEKOMEHOOBAHHBIX NN MPEAIIPUHATBIX MEP I10
HOBBIIIEHNI0 6e30MacCHOCTM JIeKapCTBEHHOTO
Ipermapara.

3aKnwuyeHune

MeTopnyueckue TOAXOAbI K OpraHM3AIN
CIy>)KOBI MOHMUTOpPMHra Oe30IAaCHOCTY JIeKap-
CTBEHHBIX IIpernapaToB i BeTEPUHAPHOTO

HayuHo-npakTnyeckunm xypHan «PoOCCMNCKUN NapasnuTonormyeckmnii >KypHan»

m JIEYEHVIE U IPO®UNAKTUKA

IpUMEHEHNs B OpPTraHM3aLAX pa3paboTyymkax/
IIPOU3BOJMTENAX JTEKAPCTBEHHbIX CPEICTB, aK-
TyalM3MPOBAHHbIE C IIOJIOKEHUAMM MeEXJyHa-
POIHBIX M OT€YEeCTBEHHDbIX 3aKOHOMATENbHbIX
HOPMATUBHBIX U MHPOPMAIVIOHHO-CIIPABOYHbBIX
JIOKYMEHTOB, OTHOCAIIMXCA K METOJO/IOTUM Op-
raHm3anuy (GapMaKkoHai30pa ¥ MOHUTOPUHTY
6e30MacHOCTM JIEKapCTBEHHBIX CPEJICTB, MOTYT
OBbITb JCIIO/Ib30BAHbI Pa3paboOTYMKaAMM U IIPO-
U3BOIMTENAMU  JIEKAPCTBEHHBIX IIPeNapaTos,
CrlelMamicTaMy BeTepUHApHBIX ¥ (apmalies-
TUYECKUX OPraHM3aluii, YTO IO3BOIUT CHUSUTD
BEPOATHOCTb BO3HVKHOBEHNSA HeOIaromnpusar-
HBIX IIOCNIE[JICTBUII JIEKAPCTBEHHON Tepanmum 3a
CYeT BBIAB/ICHNUA U YCTPpaHEeHNA (PaKTOPOB pUCKa
UX PasBUTUA M IOATOTOBKM Ha OCHOBAHUMU IIO-
JTy4eHHBIX JAHHBIX PEeKOMEHMJALMil I/ CIeLu-
a/IVICTOB BETEPMHAPHBIX M (apMaleBTUYECKIX
OpTaHM3aLMI U NOJIb30BATENIEN TEKAaPCTBEHHDBIX
CpefCTB.

Jintepartypa

1. Acmaxosa A. B., Jlenaxun B. K. He6nmaronpusitHbie
HOOOYHbIE PeaKkuuy ¥ KOHTPOIb 0e30ImacHOCTU
nexapcTs. M., 2004. 200 c.

2. bpaiiyesa E. B. CoBeplleHCTBOBaHME MOHMUTO-
PMHTa HeOIaronpUATHBIX IOOOYHBIX peaKLuil Ha
JIeKapCTBEHHbIE CPEeCTBA: aBTOped. JIVIC. ... KaH/.
Men. HayK. M., 2001. 18 c.

3. Kykec B. I Knunnuecxkas ¢apmakosnorust. M., 2006.
938 c.

4. Peiixapm ][]. B. OcnoxHenus (papmakoTepamnmu.
He6naronpusATHble 1mO6OYHBIE peaKIUM JeKap-
CTBeHHbIX cpeficTB. M.: JIuTTeppa, 2007. 256 c.

5. IlepecMoTpeHHasA cTpaTeruss B OONIACTM JIeKap-
CTBEHHBIX CpeficTB. Pesomonus 52-11 ceccun Bee-
MUPHONM OpraHmsauuy 3jgpaBooxpaHeHnsa. WHA
52.19. 1. 1.(4).

6. Ilpukas Mmwuncenbxosa Poccum or 24.10.2011
Ne 376 «O6 yTBep>KaeHnn GOPMBI JOKYMEHTA, CO-
JiepKalllero pe3y/IbTaThl MOHUTOPMHTA Gesomac-
HOCTH JIEKapPCTBEHHOTO IIperapara sl BeTepu-
HAPHOTO IPUMEHEHNUs] B Le/AX IMOATBEpPXKIeHNUs
€ro roCyapCTBEHHOI PErUCTPALN».

7. Ilpukas Muncenbxosa P® or 10.10.2011 Ne 357
«O6 yrBepxpenmu Ilopspka OCylecTBICHNUA
MOHMUTOPMHIA  0€30IIaCHOCTY  JIeKapCTBEHHBIX
IperapaToB i1 BETEPUHAPHOTO IpMMEHEHN,
perucTpanyy IOOOYHBIX [ECTBUIL, Cepbe3HbIX
HeXKeJTaTeNbHbIX peaklVii, HellpeIBY/IeHHbIX He-
JKeJTaTeIbHbIX PeaKIVii NPy IIPUMEHEeHUN JleKap-
CTBEHHBIX IIpENaparoB /I BeTepPUHAPHOTO IIPU-



NIEYEHUE U MPOOUTAKTUKA

MEHEHUA U IPENOCTAB/IEHNA I/IchopMaI_II/II/I 06
3TOMD».

. ICH: E2D Post-Approval Safety Data Management:
Definitions and Standards for Expedited
Reporting; E2E Pharmacovigilance Planning; E2F
Development Safety Update Report.

. Procedure for adherence of non-member countries
to council acts related to the mutual acceptance of
data in the assessment of chemicals. Annex to the
Council Decisions ENV/MC/CHEM (98) 17.

10. The Rules Governing Medicinal Products
in the European Union. Guidelines on
Pharmacovigilance for Medicinal Products for
Human Use. Volume 9, January 2007.

References

. Astakhova A. V., Lepakhin V. K. Adverse side
reactions and control of drug safety. M., 2004; 200.
(In Russ.)

. Braytseva E. V. Improving of monitoring of adverse
side reactions to drugs: avtoref. dis. ... PhD. M.,
2001; 18. (In Russ.)

. Kukes V. G. Clinical pharmacology. M., 2006; 938.
(In Russ.)

. Reyhart D. V. Complications of pharmacotherapy.
Adverse side drug reactions. M.: Litterra, 2007; 256.
(In Russ.)

Tom 13, Beinyck 2'2019

5. Revised drug strategy. Resolution of the 52nd

session of the World Health Organization. WHA
52.19. Section 1. (4).

6. Order of the Ministry of Agriculture of Russia

dated 10.24.2011 No. 376 "On approval of the form
of a document containing the results of monitoring
the safety of a medicinal product for veterinary use
in order to confirm its state registration."

7. Order of the Ministry of Agriculture of the Russian

Federation of 10.10.2011 No. 357 "On approval
of the procedure for monitoring the safety of
medicines for veterinary use, registration of side
effects, serious adverse reactions, unforeseen
undesirable reactions when using drugs for
veterinary use and providing information about it."

8. ICH: E2D Post-Approval Safety Data Management:

Definitions and Standards for Expedited
Reporting; E2E Pharmacovigilance Planning; E2F
Development Safety Update Report.

9. Procedure for adherence of non-member countries

to council acts related to the mutual acceptance of
data in the assessment of chemicals. Annex to the
Council Decisions ENV/MC/CHEM (98) 17.

10. The Rules Governing Medicinal Products
in the European Union. Guidelines on
Pharmacovigilance for Medicinal Products for
Human Use. Volume 9, January 2007.



