





C 01.03.2025 scrynaet B cuny Mpukas MuHcenbxosa Poccum ot 02.11.2022 N2 776 «O6
yTBEPXXAEHUM NopAAKa Ha3HAYEHUS JIeKapCTBEHHbIX NpenapaToB A/ BeTepUHApPHOro
NPUMeHeHUs, NepeyvyHs IeKapCcTBEeHHbIX CpeacTB ANA BeTePUHaPHOro NpuMeHeHusl, B TOM
4yncsie aHTUMUKPOOBHbBIX NpenapaTos A1 BeTepUHAPHOro NpUMeEHeHUs, OTNYCKaeMbIX Mo
peuenTy Ha IeKapCTBEHHbIN NpenapaT uam no Tpe6osaHMIo BeTepuHapHOMN opraHMu3aLmum
WU opraHusaumm (MHAMBUAYaNIbHOro NpeAnpUHMMaTeNs), OCyLeCcTBASAIOWEN
(ocywecTeasowero) passegeHue, BbipaliMBaHme U coaeprkaHue XXMBOTHbIX, GOpMbI
peuenTypHoro 6J1aHKa Ha IeKapCcTBEHHbI nNpenapar A1 BeTepUHapHOro npuMeHeHus,
dopMbl Tpe6oBaHUA BeTepUHAPHOMN opraHM3aLmMm Uam opraHusauum (MHAMBUAYaNbHOro
npeanpuHUMaTtens), ocyliecTeasiowen (ocylwecTeasoLLero) passeaeHue, BbipalusaHme
U coaeprKaHue XXMBOTHbIX, nopsaaka odopMaeHUs TaKUX peLenTypHoro 61aHKa u
TpeboBaHUA, UX Y4eTa U XpaHEHUSA»

OdopmMaeHune peLentoB BO3MOXXHO Ha 6YMaHOM HOcUTesie n B
3JIEKTPOHHOM BMuAe B cuctemMe «laneH»




PELIENTYPHbIA BAHK

Mpunowenne N 3
K NPrKasy MuHCenEXo3a POCCHK
ot 2 HorBpR 2022 1. N 776

dopma

Ixzemnmnap N

Ha NEKAPCTEEHHbIA NPENSPAT ANA BETEDHHAPHOTO NPUMEHEHUA

OrPH/OTPHMN

MofHOE WAW COKPAWEHHOE (NPW  HANMYMK)  HAMMEHOBAHHE
BETEPMHAPHOIM OPraHMIALMN/DEMWIMA, MMA, OTYECTEO (NOCNEdHEE
- NPH HAMWMYMK) HHOMBKOYANLHOO NDESNPMHUMETENR, afpec B

peq; MECTE HENODHGEHM ApHOIA OpraH fanpec
PEFUCTPALMM MO MECTY  MMTENBCTEA  MHOMBMAYaneHOro
NPELNPUHUMATENRA, BEIAZBLLMK PELET

MECTO ANA OTMETHK O COOYHOM MK
HEMELAZHHOM HIrOTOBASHHW W OTMYCKE

PELIEAT N
il 20_r.
(naTa odOpMAEHIMA PELENTE)

Bnaaenew iHBOTHOMO (MBOTHbIX), 3AKOHHDIA NPEACTASMTEND BAGOENDLA HMBOTHOID (HMBOTHBIX):
HAMMAMA, MMA, CTUECTBO (NOCNEAHEE - MPH HANMUMK) GMIUUECKOrD AMLA, BAPEC PEMMCTPALMK NO

MECTY HMTENBCTES (NpebblBaHMA) GUIMYECKOro nnua:

Bia HHBOTHOTO (HHBOTHBIX), NOA M BO3PACT, KONMMECTED FONOE, KAMYKE AW MAEHTHOMKALNOHHEI

HOMED HMEOTHOMD [MMEOTHBIX):

Peuwenrt

HaumeHosaHWe NeKapCTBEHHOrO NPENapata, HOMEP PErHCTPALMOHHOMD YAOCTOBEPEHHA (MpM
HEIHEYEHWM 3ANErMCTPMPOBAHHLIX IEXBPCTEEHHEIX NPENapaTos):

1) no3KposKa: nosa:

2) BPEMA NPUMEHEHMWA: ANHTENEHOCTE NPWUMEHEHHAL

3) cnocof NnpUMEHEHKA:

4) BpeMA NPUMEHEHMS OTHOCMTENEHD KOPMAEHWA (40 KOPMAEHWA, BO BPEMA KOPMIEHWA, Nocne
KOPMNEHMA)

JONoNHUTENBHO 3aN0AHAETCA NPW HA3HEYEHMK NEKADCTEEHHEIX NDENAPATOB, W3rOTaBNMBIEMBIX W
OTNYCKEEMBIX  BETEPWHAPHBIMM  3NTE4YHBIMA  OPraHM3aUMAMKH W HHAOMBHAVEAEHEIMK
NPEANPHHAMATENAMH, MMEIOWUMH AMLUEHINID HA GapMaLEETHYECKYI0 JEATENBHOCTE C NPasoMm
W3OTOBNEHWA NexRapCTBEHHBIX NPENAPATOE (MpenapaTes anTeyHoro M3NoTOBNEHKA):

1) cocTaB ] KONMHECTBO BEWECTE,

BXOOALLMX B cocTas:

2) Gopma BeINyCKa:

3) cnocof M3ToTOBNEHKA:

DamMHAKMa, MMA, OTYECTED (NOCMEOHES - NP HANW4MM) CneumanwcrTa & o0NacT BETEPMHADHK,
ohOpMMBLLETD peuent [ronexo ana BymaxHoro HOCHTEAA)

Mognuce cneunanucTa B 00NacTH BETEPHMHAPWH, OPOPMMELLETO pewenT (TOAbXO 4na GymaKHOoro
HOCHTENA)

Cpox AeiCTBMA PELSNTa NPOANEH A0

©aMUAKMA, MMA, OTYECTED (NOCIEAHES - NPM HaNMYKM) CneumanucTa B o6nacTH BETEPHMHADHM,
nNpogArBLIETD peuent (TonBKO ana BYMaHRHOrO HOCHTEAR)

Mognnce CcneunankcTa & oBAacTH BETEDMHEPWHK, NPOQIMEILETD DEUSNT (TOASKO 48 BymamHoro
HOCHTENA)

3an0NHAETCA padoTHUEOM (paboTHWHEaMH) BETEPMHAPHON anTeyHon OpraHu3auumn
[MHOMBKMAYANSHOMD NPEONPMHKMATENA] HA SKIEMNAAPAX, KOTOPLIE OCTAKOTCR Y BA3AEAbLA
HWBOTHOTO MAM 33KOHHOTO NPEACTaBMTENA BAGAENbUA HMMBOTHOTO M B BETEPHHapPHOW anTeyHOW
OPraHK3IaLMn:

1) usrotoenn (damuana, WMA, OTYSCTBC (NoCnegHee - npv Haavymk) paboTHHKa
BETEPWHAPHOM  AnNTEYHOW  OPraHW3auMW  (MHAMEMOY3AbHOTO  MPEANPUHUMAETENR),
M3TOTOEMBIUETO /NeHApCTEEHHEIH NPENapaT npW  COTNYCKe NpPEnapaTtoB  anTeuHoro
W3FOTOBNEHWA)

M

KOHTPO/b M3TOTOB/MEHHOTO NEKAPCTBEHHOND NPenapaTta Nposen ($amMuanA, UMA, OTYECTBO
(nocnegHee - NpY  HaAWuMW) paboTHMKA BETEPWMHEPDHOW anTeuHOM OpraHM3aUWM
(MHOMBHOYANLHOTO NPEANPUHUMATENA), NPOBEPWBLLETD NEKAPCTBEHHbIA NpENapaT npu

oTnycKe npenapatos anTesHaro W3TOTOBNEHHA)
3) omnywero:
HaWMEHOBAHWE BETEPWHAPHOM aNTEYHOW OPraH13aumuM
KONHYSCTED
$EMUANA, UMA, OTYECTBO (NOCNEAHEE - NPH HANWYKK) PABOTHWKE BETEPHHAPHOM aNTeYHOH
OpPraHM3aLMKM  (MHOWEMOYENEHOIO NPEANPUHUMETENA), OTNYCTMELIETD NEKEPCTEEHHBIR
npenapar
fAATa OTnycka
i

(damuwing, WA, OTYSCTEO (NoCNEaHEs - NDW HAaAWYMKM) NeAHOCTEIO)

Q3K CorAacKue Ha o0paboTky NepCoHansHBIX AaHHBIX <1=,

{moanuce, aata)




hpnnomeuue N4
K npuxasy MuHcensxosa Poccumn
oT 2 HorbBps 2022 1. N 776

Dopma
Fksemnnap N
TPEBEOBAHME
BETEPHHAPHOH OPraHK3alLnK MK OPIEHW3aLMK (MHOMBKIYENLHOTO NPEANDUHHMATENR),
OCYLLECTENAIOLLEN (OCYLECTENAKILETD) P 5 M €O, HHBOTHBIX

oworewan | [ [ [ [[[TTTTTII1]

MonHoe WAM COKPAWEHHOE (NpK  HAaAMYKMW]  HAWMMEHOBaHWe
BETEDMHAPHOA OPraHr3aLyin WK1 opr: LMK, OCYLLECT

pa3BEAEHME, BbIPALUMBAHWE W COAEPKAHWE KUBOTHLIX, WAM
damuang, MMA, OTYECTEC (MPW  HaAMYMM] MHAMBMAYANEHOro
NPEANPUHMMATENR, BOPEC B NPEAENax MecTa  HaXomAeHuA
OPraHH3aUMK, OCYLLECTENRIOWLEA Pa3BENSHME, BLIPALMBIHUE W
COAEPWAHME IKMBOTHBIX [ 3peC perucTpauMM no  MecTy

CTBa  WMHOMBMOYANLHOTO  Npeanp , Bl
TpeboBaH®e
MECTO ANA OTMETKW O CPOYHOM WA
e M3roTo W OTNYCKE
TPEBEOBAHME N
L 20_ .
(AaTa odoprneHng TpeboBaHHA)

BUA HMBOTHOTO (KMBOTHBIX), KONMMECTEO TONCE, NOANEHAWMX NEYEHMIO B BETEPUHIPHOW
OpPraHM3aUMM WM B 0pra UMM (MHAMBWAYENLHLIM Npeanp ), OCyIEeC L
(ocywwec ) e, M co, HHBOTHBIX,  BbIOABILMK
TpefoBaHHe:

TpeboBaHue

HaMMEHOSaHWE NEKSPCTEEHHOTO MPENapata, HOMEP PEMMCTPALMOHHOTD VAOCTOSEPEHWA (npw
HE3HIYEHHH 33DErUCTPHPOEAHHIX 1243 PCTEEHHEIX NPENaPaTos):

1) Ao3uposka: gozac 4acroTa:

2) BpEMA NPUMEHEHUA: AAMTEAEHOCTE NPUMEHEH A

3) cnocod NpUMEREHHA:

4) BpeMA NPHMEHEHWA OTHOCMTENBHO KOPMAEHWA (A0 KOPMASHMA, BO EPEMA KOPMNEHMA, Nocne
KopmaeHua)

JlononHUTENBHO 3AN0AHAETCA NP HA3HAYEHMH NEKBPCTBEHHBIX NPENAPETOE, MSTOTABNHBIEMBIX W
OTNYCKIEMbIX ~ BETEPMHAPHEIMM  SMTEYHBIMM  ODFEHMIALMAMM M WHAMBWMAYANEHBIMMK
NPEANPHHAMATENAMM, WMEIDWMMH THUEH3MK HA GE3PMALEBTHYECKYHD OEATENLHOCTE C NPasom
M3TOTOBNEHMA NEXAPCTEEHHEIK NPENaPaTOE:

1) COCTAE 1 KONMYECTED BEWMECTE, BXOAALMY B COCTAE:

2) dopma BeInyCKa:

5) cnocof u3roToBAEHKA:

TpedoBaHne SENCTBATENEHD B Teuermne 30 KaneHaapHEIX SHER.

QAMHNMA, MMA, OTHECTEO (NOCABAHEE - NPW HAAWYWK) CNELMANMCTE B 0GNaCTH BETEPWMHADHM,
0QOPMHBLLETD TpeboBaHue (Tonbko ang GymarmHoro HOCHTENA)

MoanwWce cneudandcTa B obNacT BETEpHHApMW, obopmuBwierc TpeGosadwe (TOAbKC ANR
BymaHOoro HocuTens)

Cpox gencTens TpeB0EaHKA NPOANEH 40

QamMAMa, MUMA, OTYECTEC (NOCAEOHEE - NPM HANWYMK) CNEUMENWMCTa B 0BN3CTH BETEPHHADHM,
NPogAMELLErD TpeboBaHne [Tonexo ana GymasHoro HOCHTENA)

Mognwce cneumanwcTa B OBGNECTH BETEDWHEPWM, NPOAAMBWErD TpefoBaHWe (ToAsko AnR
BYMaHOro HOCUTENR)

3aN0NHARETCA paboTHUKOM (paboTHHKamMM) BETEDWHAPHOW  EMTEYHOM OpraH|3aLMM
[MHOMBMAYANEHOTO NPEANPUHMMAETENR], CTIYCTWBLIMM {OTNYCTHBLIMMM) NEKBPCTBEHHBIM NPEnapar,
Ha 3IKSEMMNAPAX, KOTOPLIE OCTAKOTCA Y BETEPMHEPHOM OPraHM3auMM WKW OPraHWu3auMM,
OCYWECTENAWLWEN Pa3BEAEHWE, BLIDALUMEEHME W COOASMMAHME MMBOTHbIX, W E BETEPMHEDHOMR
BNTEYHOM OPraHHM3ALMM.

1) wsrotoEMn (hamunnA, WMA, OTYECTBO (NoCNegHee - nNpW  HanwukW) paboTHWKE
BETEPMHEPHOM  AnTEYHOM  OPTaHM3auMK  (MHGWBWGYANLHOTO  NPEANPMHUMATENA),
M3MOTOEMELUETO /IEHAPCTBEHHEIA MNPENapar npM  OTNYCKE MNPEN3paTtes  anTesHoro
W3rOTOBAEHKA)

L]

KOHTPOAE M3rOTOBNEHHOTD NEKAPCTBEHHONS NPENapaTa NPosen ($EMWAMA, MMS, OTUECTBO
(nocnegHee - npu  Hanwuuk) pPaboTHMKE BETEPMHADHOM anNTeYHON CPraHv3auMM
[MHOMBMAYANLHOMO NPEANPHHUMATEAR), NPOBEPMELISTD JIEKAPCTEEHHBIM NPEnapar npw

oTnycke NPEenapaTtos aNTe4Horo W3rOTOBNEHHA)
3) oTnyweHo:

HEMMEHOB3HWE BETEPMHAPHOM aNTEYHON 0PraHM3aLMUu

KONM4ECTED

HaAMKIUA, MMA, OTYECTED (NOCNESHEE - NP HANKMYKMKM) PaOOTHWKE BETEPHHAPHON aNTEYHOR
OPraHn3auMn  (MHOMEMOYANbHOTO NPEAMNPHHMMATENR), OTNYCTMBILEND AEKAPCTBEHHbIH

npenapar
AaTa oTnyCcka




Pabdora B KOMITOHEeHTe «I'anen» ®I'NC «BetHC»

“»peructpaiiys B KomroHeHTe «I'anen» MC «BeTUCy»;

** IS TIOTyYeHUsl 0CTyIIa /paciidpeHus npaB, He00X0AMMO 00pPaTUThCS B
TeXHHUUecKyr0 noanepxky «I'amen» MC «BetHC» (e-mail: galen@{svps.ru).

VHCTPYKIYS T10 3all0/IHeHHIO pa3MellieHa B OTKPbITOM IOCTYIIe Ha IJIaBHOM
cTpaHulle komrnoHeHTa «I'aneH» MC «BetC» B pa3pgene «CripaBKu»
(https://help.vetrf.ru/wiki).



mailto:galen@fsvps.ru
https://help.vetrf.ru/wiki
https://help.vetrf.ru/wiki

TTopsAAOK perucTpaiun Xo3siMCTBYIOIINX Cy0beKTOB B cucteme I'aneH

1. Tlepeiitu K npunokenuto I'amen no cceuike http://galen.vetrf.ru.

2. HakaTb KHOIKY "3aperucTtpupoBaThCs’.

3. Jlyis perucTpaiiyu moJib30BaTelr0 HeoOX0MMO 3arl0THUTh 3asIBKY, T/le Hy»KHO T03TaIlHO yKa3aTh TpebyeMyto
MH(pOpMaLUIO.

Illar 1. CBefeHys O 10Jib30BaTe/Ie
Ha mepBoM 111are pervucrpanuu cjie[yeT yKa3aTh:

®UO - dhamunus, UMsi, 0TY€CTBO MOTHOCTBIO;

TenedoH - HOMep KOHTaKTHOI0 Tesie()OHa;

[Toura - azipec 3/1IeKTPOHHOM TIOUTHI, KyZia OyZeT OTIpaB/isieTcsi TUCbMO ISl perMCTpaljyu.

Bce nons siBnisitoTCst 06s13aTe/TbHBIMU 7181 3arioHeHus1. [Toce 3aroiHeHus1 Hy>KHO Ha)kaTb KHOTIKY " [lasee".



http://galen.vetrf.ru/

ePeuenTbl (Tpe6oBaHUA)




Betepunap

Monb3oBaTenb, UMeLMIN ponb BeTtepuHap B cucteMe
FaneH, U OTHOCAWMINCA K BETEPUHAPHOMY YUPEXAEHUIO

uan  notpeéutento  JIMN  (no
NnoAHaA30pPHbIX O6EKTOB).

BUOaM [OeATESIbHOCTU

Mpu po6aBieHMM HOBOrO peuenTa Homep peuenta GopMupyeTcs ¢
MCNO/Ib30BaHMEM HOMEepa MOAHAA30PHOr0 06beKTa, K KOTOpoMy

OTHOCUTCA  MO/Mb30BaTeNb  (BETEPUHAPHOE  yuYpexaeHue  uau
notpebutens J1M).
Ecav  nonb3oBatenb BeTepuHap OTHOCUTCS K BETEPUHaAPHOMY

YUpPEXAEHUIO, TO peuent MoXeT ObiTb BbiMMCaH NOOOMY BhagenbLy
YKMBOTHbIX (MoTpe6utento JM).

Ecam nonb3oBatens BetepuHap oTHocutcs K notpebutento  JIM
(HanpuMep, BeTepuHap GepMbl), PELLENT MOXET 6bITb BbINMUCAH TOJILKO
[Ans 3toro notpebutens JIM (Hanpumep, Ans 31oi Gpepmbl).
MNonb3oBatento BeTepuvHapy A[OCTYMHbI peuenTbl, UMEloWMe HoMep
peuenTa cbopMMpOBaHHOIO C MCMNoJIb30BaHUEM HOMepa
nogHaA30pHOro 06beKTa, K KOTOPOMY OTHOCWUTCA MOJ/Ib30BaTeslb
(BeTepuHapHoe yupexaeHue nam notpebutens J1M).

MoTtpebutens MMM

Y4yacTHUK
YXMBOTHbIX.
Mo)keT ObiTb He 3aperncTpuMpoBaH Kak MNoAb30BaTesb
cuctemMsl aneH.

npouecca,  ABAAKOWMIACA  BAaAENbLEM

MMeeT poctyn K pgaHHbIM peuenta no QR-kopy,
He3aperncTpMpoBaHHOMY MOJ1b30BaTESHO.

JIOCTYMHbIM

Pacnpoctpanutens JIIM
(MpeanpuATUS ONTOBOW U
PO3HMYHOM TOProBax
JIeKapCTBEHHbIMU CPeaCTBaMM)

Monb3oBaTenb, UMerLWKnin poab Pacnpoctpanutens /M B
cucteMe [aneH, WM OTHOCAWMIACA K OpraHu3aumm
pacnpoctpanutento  JIM (no BuAaM AeATeNbHOCTU
NofHaA30PHbIX OGHEKTOB).

Mpy BBOAE AAHHbLIX O MOralleHUU peulenTta UMeeT BO3MOXHOCTb HalTU
peLenT no NosHoOMy HoMepy pelenTta uan QR-koay 1 BBECTU AaHHbIE O
noraweHuu.

Mpy KOPPEKTUPOBKE [laHHbIX O MOralleHnn UMeEeT AOCTYN K AaHHbIM 06

OTMnyCKax (norawueHusx) BbIMOJIHEHHbIX ero opraHmsauuen
(noaHaA30pHLIM O6BEKTOM).
Poccenbxo3sHagsop Monb3soBaTtens PCXH Mmeer  poctyn K NPOCMOTPY  AAHHbLIM BCeX peuenTos,

3aperncTpnpoBaHHbIX B CUCTEME.




PeuenTypHbIX OTNYCK, AENCTBMS NMOJIb30OBATENEN ]

N2

e UcnonHutens OnucaHue AencTeuns 0O60cHOBaHME LLeNecoobpa3HOCTM AEACTBUIA U onepauuin
BbINO/IHAET BBOA, flaHHbIX HOBOTO PELLENTA, NPU 3TOM HOMEP peLenTa GopMUpyeTcs no
B NnofHaA30pPHOMY O6bEKTY, BbIGpaHHOMY MOJIb30BaTENEM (M3 CMIUCKA BETEPUHAPHbIX YHPEXKAEHUIN — [leicTBue Heo6X0AMMO 415 BBOAA AaHHbIX PELENTA B CUCTEMY U BO3MOXKHOCTU €70 MOralleHns
1 eTepuHap
NnoAHaA30pHbIX 06beKTOB XC NONb30BaTENsA) UAN YKa3aHHOMY MOJIb30BaTEIEM NPU aBTOPU3aLUn B NpU BblJaye IEKAPCTBEHHBIX MPenapaToB
cucTeMe.
[LeicTBue Heo6X0AMMO 4151 BO3MOXXHOCTM OTMEHBI PELLENTa B CUCTEME U NPEKPALLLEHUS €r0
2 BetepuHap OTMeHSIET OLUMBOYHO A06aBAEHHbIN PeLENT, NP 3TOM peLLENT He yaanseTcs.
[anbHenwen o6paboTKu.
3 BetepuHap MoATBEPXKAAET BBEAEHHbIE AAHHbIE PELLENTA. [leicTBue He06X0AMMO A1 BO3MOXXHOCTM fJasibHENLLEN PabOoTbl C PELLENTOM B CUCTEME.
[encTtBue Heo6Xo0AMMO A/15 BblAAUYM PeLEnTa BAAAEIbLY XXUBOTHOMO U NOC/IEAYHOLLErO
Mpu HeobxoaMMOCTU GopMUPYET NevaTHyo GopMy peLenTa 1 BblgaeT notpebutento SN
NoJly4eHUs JIEKAaPCTBEHHbIX NMPENapaToB Mo 3TOMy peLenTy.
4 BetepuHap (BnagenbLy XMBOTHOTO) B 6GYMa)kHOM BUIE.
Bnagenel, >KMBOTHOro No HOMepY peLenTa am QR-Koay MOXET HaUTW U NPOCMOTPETL peLenT
JIn6o odpopmaseT peLent Ha 6aaHKe U NpUKpenaseT daiin co CKaHOM peLenTa B CUCTEME.
Ha caliTe laneH (B orpaHMYeHHOM cocTaBe aTpUBYTOB AJ15 HE3apEerucTPMPOBaHHOTO NOJIb30BaTeNs ).
MpenbapnseT peuent pacnpoctpaHutesto JIM ans noay4eHns BbINMCAHHOTO JIEKAPCTBEHHOTO [LeicTBue Heo6X0AMMO, TaK Kak NoJlyYeHUE JaHHOIO JIEKAPCTBEHHOTO MpernapaTa BO3MOXHO
5 MoTtpebutens JIM
npenapara. TOJIbKO MO peLenTy.
Pacnpoctpanutens JM
. . [LeicTBue HeobXxoaMMO A1 MPOBEPKMN NOAJMHHOCTM peLenTa, NPOBEPKM TOrO YTO PELLEnT He
6 (I'lpe,EI,I'IpMﬂTMFI OnToOBOM U PO3HNYHOU BbinonHseT nouck peuenta no HoMepy uan QR-Koay 1 NpoBepseT AeNCcTBUTENIbHOCTb peLenTa.
noratieH 1 He aHHY/IMPOBaH.
TOProBJin 1€KapCTBEHHbIMU Cpep,CTBaMVI)
Pacnpoctpanutens JM
. . OTnycKaeT Mo peLenTy JIeKapCTBeHHble Npenapatbl (M3roTaBAMBaET eC/IN PELLENT Npegnosiaraet
7 | (MpeanpusT1s oNToBOWM M PO3HUYHOM KntoyeBoe felicTBME npoLiecca
M3roTOBJIEHUE)
TOProBJin 1€KapCTBEHHbIMU Cpep,CTBaMVI)
Pacnpoctpanutess I BBOAMWT faHHble 06 OTnycKe (M3roToBNEHUN) IEKapPCTBEHHOTO Npenapara. [eicTtBue Heo6X0AMMO A1 KOHTPOIS MOralleHNs peLenTa.
8 (I'Ipe,u,anﬂTMﬂ OMNTOBOW N PO3HUYHOM Ecnu peuenT Ha n3rotoeneHne, To GopMUpyeT nevaTHyo GopMy KopeLLKa peLenTa U oTaaeTt Bblgaya Kopellka pelenTa notpebutento HeobxoanMa N MHGOPMUPOBAHUSA cocTaBa U cnocoba
TOPrOB/IM IEKAPCTBEHHBIMM Cpep,CTBaMVI) notpe6utento Jir, noTpebeHNs U3roTOBIEHHOTO JIEKAPCTBEHHOIO Npenapara.
B MpoaneBaeT peLenT Npy HEO6XOAMMOCTU NONYHEHUS IEKAPCTBEHHBIX NpenapaToB 6osee [LeicTtBue HeobXxoaMMO A1 MPOSJIEHUS CPOKA AENCTBUS PELLENTA U BOSMOXXHOCTU OTHMYCKa MO
9 eTepuHap ) )
LNUTENbHbIN Nepuog, (6onee 30 aHen). peLenTy 0 YKa3aHHOro CpoKa.
B AHHY/IMPYET PELLENT NPU YCIOBUM, EC/IN NO PELLENTY HE BbIIN OTMYLLEHbI JIEKAPCTBEHHbIE [leicTBue HEOBXOAMMO A1 UCKIHOYEHMS MOJIyHeHMs IEKAPCTBEHHOTO Mpenaparta Mo peLenty,
10 €TepuHap

npenaparbl U HET HEO6XOAMMOCTM B MOJTYHEHWUM IEKAPCTBEHHbIX MPENapaToB MO 3TOMY PELLENTY.

aHHY/IMPOBaHHOMY BETEPUHAPOM (HampuMep, NpU U3MEHEHUN NaaHa e4eHuns)




Co3paHue peuenta (Tpe6oBaHuA)

11 [loSaienme HOBOTo penenta (TpeSoranns) Illaz 4.  BeecTH cEeJeHAA 0 FHEOTHRIX. [IpH HeoOXomeMOCTH JO0AEHTE OUNOK CEEJEHHH Illgz 6.  BeecTd CRefleHHA © NPMMEHERHH H HSTOTOBIEHHH JSKAPCTECHHOTO NpeNapara,
Iligz . Tlepeiira & pasmen «Pemenel (TpeGoEaEm®)» H EHOpaTs mogpasgen «JoSaeTs (ECITH PEITENT 17 HECKOTBENX BHJIOB HHEOTHBX). BEIRCNAA YEASAHEE BHT perenta: «Ha uszomosienues wm «Ha zomoswitt JITs.
HOBEIF perenT (TpeboBas ey, Tlpn emGope EHga penenta «Ha uszomosiexues BESCTH JiHHEIE DEIENTa HA HSTOTORIEHHE H
PeusnTu (Tpebosarid) - ASHAR O AAB0THEIX MM w COXPHAHHTE PENENT {mea’rh ((Caxpﬂﬂnrb))]_
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Ilaz 2. Ha skpade cosgaHHA HOEOTO peNENTa EEECTH ( A O EeTepHHAPHOH o
OpTaHHSAITHH (JACTE CESJEHHH CHCTEMA SaIoTHAST SETOMATHISCKH). P T —
NARHEN * PescTpbl b COLANNUE HOBOPO P {Tpefanarmn)
KOonueecTeo® | 1 Doum npuarse
CoszpaHue Ho ;
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HEWER
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Illaz 5. DBeecTH CEEgeHHA 0 JEACTEVIOIHX E€IECTEAX, BEMHCAHHEX E pememte. [IpE

OFFHADMPHAT 111501 2005195

eC MMOUBAKN  Pocomficran Seaepauyn, MoCkDBCKAR OB, T. 18, .. KoToBckoro yn. . 3 [somep NO; RU-0507D o “
Alpi LB as i ‘woovitceas Seaepaupn, Mockoecxkar of, Peyros, F.W.Kotosckoro yn. & 3 [somep NO; RU-05070T EECﬁIDJIHMDC‘I‘E ,qoﬁasm:b B0k CEETeHHH (EC.'I'I:H PEILIENT Ha HECEOMEKD JeHCTEYIOMEX BEII'.[&CTB) mm
Cybuent P Mockosckan ofin CTAVIOLME SOUECTES B e A TRl para =

Tlpn eudope Emga pementa «Ha zomoewtli dewapemsenHbill Mpenapamy EEECTH JAHHEE
penenTa Ha roTosen JIII # coXpaneTh penentT (Hasare «CoXpaHmTEs).

PewenT choput®

AaT3 OfOPMNSHMA®  25.11,2027 g BYYORLIEM BRLLIE v
Bl PRy rerren gt s rpsanat
Iiaz 3. Ha skpane cosgaHMA HOBOIO pelleNTa EEECTH CESASHHA O BI3JeNENe HHEOTHEIX. e
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MpocMoOTp, OTMEHa U NOATBEPXKAEHNE PELLENTOB

12 h'[oncu H NPOCMOTP PefjenToR

BEINOMHHTE NOHCK B OPOCMOTP PEIENTOE (TpeDoBaHHi) B peecTpe MOMBIOEATENE MOMET TONBEQ
mo ceoell oprammsanmEE (TC eCTE NONESCEATEN0 JOCTYNHEI PeNEnTHL, O(OpMISHHEE €ro
OprasHsaIHeH).

Iilge I. Iepefitn B pasgen «Pementer (TpeCoBaHmMi)» H EBHOpaTe mogpasden «Peectp
penenTos (Tpebosanm)».

= Peyentu (Tpebosaxig) ]

AobaByTs HOBLIR peuenT
(1peboganie)

[ PeecTp peuenToe (Tpebosarni) |‘

MOMCK U NOTraleHke peuenTos

(rpebosanui)
Iilaz 2. BrecTn sHa9eHNA OJHOTO HIH OOMee NapaMeTpos MONCEA H HAKATH « HafTms.
et ot s imne Ankoogtesit o
s et e i R s et
] a (]
o o
Iilgz 3. IIpr HeoGxomeocTH HafiTH pement no QR-kogy emOpate daiin c pememroMm H
HAEATH «HafTH:.

i S o Tory s

L OGO o Ctouner P mdons

[P T— ]

1.4 Otmena penenrta (Tpedopanus)

Omvena pemenTa (TpefoBaHMA) JOCTYMHO ATE  HEMOJTEEPEIEHHEIX PENENTOE  (CTAaTyc
«Cosgany). BEIDITHATE OTMEHY PENENTa IONbSCBATEIb MOMET TOMEKO IO CEOSH OpTaHH3amHH (T
£CTE MONB30EATEN JOCTYIIHE PEHENTEL, OfOPMIEHHEIE €10 OpTAHHIAIHEH).

Ifazi.  Tlepefita © pasgen «Pememrer (TpeGosammd)s, EBEIOpate nmofpasden «Peectp
PElenToE (TpeOOEaHHH )%, HAiTH PEenT H OTKPEITh er0 EapTOuEy.

Ifaz 2. OTMeHHTE penenT: Ha EETagxe «CEeEHNA O pelenTes HAEATE «OTMEHHTE PellenTs:
H IIOATEEPAHTE JefCTEHE.

Lfaz 3. B EaprouEe pemenTa oTOOpEEAeTCA CTATYC OTMEHEHHOIO peNemTa (CTaTyc
«OTMEREHER).

Homep peuenta (Tpebosakus)  DT03721-22-00014
Cpox AeficTEUA

Aata opopMnenva peuenta  28.11.2022

bramye

1.5 TloaTEep:JeHHE penenta (TpeboBanns)

Jaa $opMHPOFAHHA MEeYaTHOH GOPME! penenTa B EEOJA C H O IOT [, pement
HeoOXOOHMO NOZTEEpOHTE (VCTaHOEHTE crarye +«Cdopumposams). IlogTeepsieHHEI pemenTt
HEeEBOIMOAHO PeJaKTHPOEATE HIH OTMEHHTE (IPH HEOUXOAHMOCTH MOZHO AHHYIHPOEATE).

BRIDOTHAT: DOATEEPEIEHNE PENENTA NOTESOBATETh MOKET TONBEC 10 CEOSH OPTaHHSAEH (TO
£CTE IONb3OBATEMO JOCTYIHEI PEIENTEL, oopMIEHREE er0 OpTaHHsalHeR).

Ilaz 1. Iepefitn & pasgen «PemenTel (TpeOoBaHHA)», EBHOPaTh MOgpasden «PeecTp
PENENTOE (TPeOOEARMH)), HAHTH PENENT H OTEPHTE €70 EAPTOUKY.

Illas 2. IMogTEEpaNTL pemenT: BEnanre «CBeJeHHA O pelenTer HawaTh «lIoJTEEpaHTD
PELENT» H MOATEEPIHTE JeHCTEHES.

CeegexuA O peLenTe Armveen

Ifaz 3. B Eaproume pemenTa oToOpakaeTcd CTAaTyC HOATEEDAJEHHOTO pelemTa (CTaTyc
«Croprmporans).

Homep peyenta (rpeBogarws)  DT03721-22-00015
Cpok gelictemA  28.12.2022

Aata odopmnennA peuenta 28112022




[lTo BceM BorpocaM obpalleHns 1eKapCTBEHHbIX CpeacTB AN
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