PeweHune CoBeTta EBpasuniickon akoHoMm4eckon kommcenm ot 3 Hoabpsa 2016 1. N 76
"O6 yTBEepxaeHun TpeboBaHUI K MapKUPOBKE NEKapCTBEHHbIX CPEACTB AJs
MEANLMHCKOro NPMMEHEHNS N BETEPUHAPHbIX NTEKapCTBEHHbIX cpeacTB”

C U3MeHeHNAMU 1 JOMNOJSIHEHUSIMU OT:

23 ceHTAbpsa 2022 .

B cootBeTctBUM co ctatbsamu 30 n 56 [loroBopa 0 EBpasnmnckom 3aKOHOMUYECKOM
cotoze oT 29 masa 2014 roga, nyHktom 14 npunoxeHuna N 12 k Jorosopy o EBpasuiickom
SKOHOMM4Yeckom coto3e oT 29 masa 2014 ropga, crateern 8 CornaweHns o efuHbIX
npyHUMNax n npasunax obpallieHns nekapCTBEHHbIX CPeACTB B paMkax EBpasninckoro
9KOHOMMYECKOro cotosa ot 23 gekabps 2014 roga, nyHktamu 57 n 97 npunoxenua N 1 K
PernameHty paboTbl EBpasnnckon SKOHOMMYECKOW KOMMUCCUW,  YTBEPXKOEHHOMY
PeweHnem Bbicwero EBpasninckoro akoHommyeckoro coseta oT 23 gekabpst 2014 r. N
98, n Pelwwennem Bobicluero EBpasninckoro akOHoMmM4Yeckoro coeeta ot 23 aekabpsa 2014
r. N 108 "O peanusauumn CornalieHns o eauHbIX NpuMHUMNaxX M npaBunax obpalleHus
nekapcTBeHHbIX CpeacTB B paMkax EBpasuinckoro akoHomudeckoro corosa" Coset
EBpasunmnckon 3KOHOMUYECKON KOMUCCUN peLUmnn:

1. YTBepauTb npunaraemble TpeboBaHMs K MAapKUPOBKE NEKApPCTBEHHbIX CPEACTB
AN MeAULUMHCKOro NMPUMEHEHUS U BeTepUHapHbIX NeKapCTBEHHbIX CpeacTB (panee -
TpeboBaHNA K MapKUPOBKE).

2. Hactosuwee PelweHne BcTynaeTt B cuny no ucrevyeHnn 10 kaneHgapHblX OHEN C
aaTtbl BCcTynneHus B cuny [llpoTtokona, nognucaHHoro 2 pgekabpss 2015 roga, o
npucoegnHeHnn Pecnybnuvkn ApmeHuss Kk CornawleHuio O eauHbIX npuHumMnax wu
npasunax obpaweHna  nekapcTBEHHbIX CpeacTB B pamMkax  EBpasumnckoro
9KOHOMMYECKOro cotosa oT 23 aekabpa 2014 roga, HO He paHee 4Yem no muctedeHun 10
KaneHgapHbIX AHeW ¢ aTbl oduumansHoro onybnmnkoBaHus Hactoswero PelleHus, 3a
NUCKMIOYEHNEM TMOSNOXEHUN YTBEPXAEHHbIX HacToAawum PeweHunem TpeboBaHui K
MapKUPOBKEe, KacatloLNXCA MapKMPOBKM BETEPUHAPHbLIX NIEKapCTBEHHbIX CPEACTB.

MonoxeHnsa TpeboBaHN K MapKMPOBKE, KacaroLmMecss MapKMPOBKN BETEPUHAPHbBIX
neKkapcTBEHHbIX CpenCTB, BCTynawT B CUy C AaTbl BCTYNMEHUA B CUNY MNpasusl
perynupoBaHus obpalleHns BeTepuUHapPHbIX NEeKapCTBEHHbIX CPeACTB, YyTBepXAaeMblX
CoBeToM EBpasnmnckon 3SKOHOMUYECKOW KOMWUCCUW, B COOTBETCTBUM C MyHKTOM 57
npunoxenHnsa N 1 k PernameHty pabotbl EBpasuinckon 3SKOHOMMYECKOW KOMMUCCUWN,
yTBEpXAEeHHOMY PelleHvem Bebicwero EBpa3suickoro 3KOHOMMYECKoro coseta OT 23
aekabpa 2014 r. N 98.

UneHbl CoBeTa EBpa3snmnckon aKOHOMNUYECKON KOMUCCUMN:

Ot Pecnybnunkn ApmeHus
B. MabpuensH

Ot Pecnybnukn Benapycb
B. MaTiowweBckun

Ot Pecnybnunkn KasaxctaH
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A. MamuH

Ot Kbiprbiackon Pecnybnuku
O. MNaHkpaTtoB

Ot Poccurickon denepaummn
W. Wysanos

FAPAHT:

Hactoswme TpeboBaHMs K MapKMpOBKe, Kacawwumecss MapKUPOBKU BeTepUHapPHbIX
neKapCTBEHHbIX CPpeacTB, BCTynatT B cuny ¢ 11 dpespansa 2024 r.

TpeboBaHus
K MapKupoBKe fieKapCTBEeHHbIX CPeACTB AN MeAULIMHCKOro NPpUMeHeHus u
BeTepPMHapPHbIX JieKapCTBEHHbIX CPeacTB
(yTB. PewweHnem CoBeTa EBpasMmckon aKOHOMUYECKON KOMUCCUU OT 3 HOAOPA
2016 r. N 76)

C U3MEeHeHNAMU 1 JOMNOJSIHEeHUSIMU OT:

23 ceHTAbpsa 2022 .
. O6wme nonoxeHus

1. Hactosiwme TpeboBaHMs ycTaHaBNMBAKOT Npasuina MapkMpoBKX, pasMeLLEHHON
Ha ynakoBKax feKapCTBEHHbIX CPeaCcTB ANA MeOUUMHCKOro MNpUMEeHeHus (Janee -
nekapcTtBeHHble CpeacTtBa) M BeTEPUHApPHbIX JIeKAaPCTBEHHbIX cpeactB (ganee -
BETEPUHApPHbIE CPeACcTBa), BblMyckaemblx B obpaweHne Ha oOwem pbiHKE
nekapCTBEHHbIX CPeACTB B paMkax EBpasmMickoro aKOHOMMYECKOro corosa (ganee -
Coto3).
WHdopmaLumsi 06 usMeHeHusIX:
[lyHkm 2 usmeHeH c 7 oOkmsbps 2022 2. - PeweHue Coeema Eegpa3sutickou
3KOHOMUYecKolU komuccuu om 23 ceHmsbpsi 2022 2. N 141

Cwm. npeodbidywyto pedakyuro

2. MapknpoBka nekapcTBeHHbIX CPeACTB (BETEPUHAPHbIX CPeacTB) HAHOCUTCA Ha
YNaKOBKY Ha pPYCCKOM $3blke W NPUM HanMyMm COOTBETCTBYIOLIMNX TpeboBaHun B
3aKkoHoAdaTenbCTBE rocydapcTtB - uneHoB Cot3a (ganee - rocygapcTBa-yneHbl) Ha
rocyfapCTBEHHOM  A3blke  (rOCyQapCTBEHHbIX  fA3blkax) rocygapctBa-yrieHa, Ha
TEPPUTOPUM  KOTOPOro  peanua3yrTcsl JeKapCTBEeHHble cpeactBa (BeTepuHapHble
cpencTea).

[na opdaHHbIX N BbICOKOTEXHOSOMMYHbLIX  JIEKAPCTBEHHLIX  NpenapaTtoB
[OryckaeTcd HaHeCeHWe MapKMPOBKU TOJSIbKO HA PYCCKOM UMW aHMNIMACKOM S3blKe Mnpu
HanMuMm cBegeHMn o6 3TOM B IKCMEPTHOM OTYETE MO OueHke 6e3onacHocTy,
9 PEKTUBHOCTM M KayecTBa, NOAroTOBEHHOM B COOTBETCTBUM C npunoxeHnem N 16 K
[MpaBunam pernctpauum m 9KCNepTU3bl NEKApPCTBEHHbIX CPeacTB AN MeOULMHCKOro
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npuMeHeHns, yTBepXaeHHbiM PeweHnem CoBeta EBpasunckon 9KOHOMMYECKOW
komuccum oT 3 Hosibpa 2016 r. N 78, n B pasgene "MapkupoBka" HOpMaTUBHOIO
AOKYMEHTa No KayecCTBY NIEKapCTBEHHOIO npenapaTta, yTBepPXX4EeHHOro YnosIHOMOYEHHbIM
opraHom pedgepeHTHOro rocygapctea. Npn aToM He06XOAUMO HaHECEHNE MaPKUPOBKKU C
MCMONb30BaHNEM [OMOMHUTENBHON 3TUKETKM (CTUKepa) Ha BTOPUYHYIO YMNakoBKYy Ha
pyCCKOM 43blke (B Criydae ero OTCYTCTBUA B WUCXOLHOM BapuaHTe MapKUPOBKU) U Ha
rocygapCTBEHHOM 513blKe rocydapCcTBa-ysieHa, Ha TEPPUTOPUM KOTOPOro OCYLLLECTBIISIETCA
obpalieHme TakMx feKapCTBEHHbIX npenapaToB (MpW HanmMyMM COOTBETCTBYHOLLMX
TpeboBaHui B 3aKoHOA4aTENbCTBE rocygapcTBa-yneHa).

[ononHutenbHoe WCMNonb3oBaHWe ApYyrux $3blkOB AOMNyCcKaeTcss MNpu  yCroBum
NOSTHOW UOAEHTUYHOCTU NHAOPMaLINN.

MapkupoBKka JieKapCTBEHHbIX CpeacTB (BeTepuHapHbIX CpPeacTtB) He [A0SKHa
NPOTUBOPEYUTL UM UCKaXaTb  CBeJeHus, codepXxawumecs B JOKYMeHTax
perncTpaumoHHOro 4OCbe, U HOCUTb PEKNaMHbIN XapakTep.

3. MapkupoBka nekapCTBEHHbIX CpeacTB (BeTepuHapHbIX CpeacTB) A0SMKHA ObITb
nerkoyntaemon, yaoboyMTaemMon, MNOHATHOM W [OCTOBEPHOM W He BBOAUTL B
3abnyxneHne noTtpebutenen (npuobpetatenen) neKapCTBEHHOrO npenapata MU
BETEPUHAPHOIO NIEKapCTBEHHOrO NpenapaTta (ganee - BeTepMHapHbIN npenapar).

WHdopmauusi 06 nsmeHeHusix:
[MyHkm 4 usmeHeH ¢ 7 okmsbps 2022 2. - PeweHue Coeema Espa3sutickol
3KOHOMUYecKoU komuccuu om 23 ceHmsbpsi 2022 . N 141

Cwm. npeodbIdywyto pedakyuro
4. [Onsa uenen Hactoawmx TpeboBaHUM UCNOMb3YOTCA MOHATUA, KOTOpble
0O3HavatoT crnegyouee:
"BTOpUYHan (noTpebutenbckas) ynakoBka" - ynakoBka, B KOTOPY NoMeLlaeTca
nekapcTBeHHbIN Npenapar (BeTepuHapHbI npenapaT) B NePBUYHON UMK NMPOMEXYTOYHOM
yrnakoBKe A58 peanusauun notpebuTento;

"MapkupoBKa" - WHdOpMauMsl, HaHEeCeHHasi Ha YMNaKoBKY J1EeKapCTBEHHOro
cpeacTBa (BeTepMHApPHOro CpeacTsa);
"nepBuYHas (BHYTPEHHsAA) YynakoBKa" - YyMakoBKa, HEeNnocpeAcTBEHHO

conpukKacarLLasiCa ¢ fiekapCTBEHHbIM CPeCTBOM (BETEPUHAPHbLIM CPESCTBOM);

"NnpomexyTo4yHasa ynakoBKa" - ynakoBka, B KOTOPY MOXeT ObiTb nomeuieHa
nepBMYHas ynakoBKa C LEeNbio OOMNOSHUTENbHOM 3allunTbl NIeKapCTBEHHOro npenapara
(BeTepuHapHoOro npenaparta) unM  ucxoas U3 OCOBEHHOCTEW  MPUMEHEHUs
nekapCTBEHHOro npenapara (BeTepnHapHOro npenapara);

"ynakoBka" - matepuan unu yCTpoONUCTBO, rapaHTMpyloLlee COXpaHeEHNe KavyecTBa
nekapCTBEHHOro cpeacTBa (BETEPUHAPHOro CpeacTBa) Ha NPOTSXKEHUU YCTaHOBIIEHHOIO
Cpoka rogHOCTU (XpaHeHus), obecrneudmBatlollee 3alMTy feKapCTBEHHOro cpeacTsa
(BeTepuHapHOro cpefcrtsa) OT MOBPEXAEHWA WU MoTepb, a TakKkKe npegoxpaHsioLlee
OKPYXaloLLYyto cpefy OT 3arpsa3HeHun;

"AYyeMKoBas KOHTypHasi ynakoBka (6nuctep)" - ruMbkas ynakoBka C
nekapcTBeHHbIM CPe[CTBOM (BeTepuHapHbIM CPe[CTBOM) B OTPOPMOBAHHbLIX S4enkax,
N3 KOTOPbIX JIeKapCTBEHHOE CPEeACTBO (BETepuHapHOe CPeacTBO) U3BrieKaeTcs nytem
BblAaBfIMBaHUA.

MHble MOHATUA MCMNOMb3YKTCA B 3HAYEHUAX, OMpeferieHHbIX MeXOyHapoLHbIMU
AoroBopamu 1 aktamu, coctasnstowmmmn npaso Cotosa.
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TpeboBaHna Kk obpasuam M MakeTam YNakoBOK YCTaHoOBMeHbl [lpaBunamu
perncTpaumm 1 aKCnepTu3bl NEKAPCTBEHHbBIX CPEACTB AJ1 MEANLMHCKOIO NPUMEHEHNS.

[I. O6wune TpeboBaHUA K MapPKUPOBKEe

5. Ha nepBuyHON (BHYTPEHHEW) YynakoBKe (Janee - nepBMYHaAs YrakoBKa)
nekapcTBEHHOro npenapata (BeTepuHapHOro npenaparta) (3a  UCKAOYEHUEM
fiekapCTBEHHOro npenapaTta (BeTEpPUHAPHOro npenapara), npeacTasnsowero cobown
pacoBaHHOE JleKapCTBEHHOE pacTUTErNIbHOE Cbipbe) YyKasblBaeTcs crnepyrouas
nHpopmaums:

a) TOproBoe HaMMeHOBaHWe JiekapCTBEHHOro npenapaTta (BeTepuHapHOro
npenapara);

0) mexgyHapooHOe HenaTeHToBaHHOe HaumeHoBaHue (ganee - MHH) (npwm
HanMymMm) nnun odLenpuHaToe (rPyNNMPOBOYHOE) HAMMEHOBAHME;

B) NekapcTBeHHada popma;

r) Ao3upoBka M (MNKN) aKTMBHOCTb M (MNKN) KOHUEHTpauusa (ecnu npUMEHUMO)
akTMBHOM (hapmMaueBTUYeckon cybcTtaHumnm (akTuBHbIX doapmMaLeBTUYECKMX CyBCTaHLUMIA);

O) KONMUYEeCTBO JeKapCTBEHHOro npenapata (BeTEpUHaApHOro npenapaTta) B
yNaKoBKe;

e) NyTb BBEOEHMS;

X) HaMMeHOBaHuWe WM NOroTUNn AepXaTtens perncTpaLmMoHHOro yaoCTOBEpPEHUS
nnu npomsBoanTens (NpyM HeobxoaMMOCTKN) NEeKapCTBEHHOrO npenapaTa (HaMmeHoBaHue
unu norotun npasoobnagatens perucTpaumoHHOro YO4OCTOBEPEHUA BeETEPUHAPHOro
npenapara);

3) HOMep cepuu;

n) AaTta uctedeHus cpoka rogHocTtu ("rogeH go ).

6. Ha nepBu4HON ynakoBke B BuAe S4YEMKOBOW KOHTYPHOW ynakoBku (Gnuctepa)
(nanee - a4yenkoBasi ynakoBka), KOTOPYI NMOMELLAIT BO BTOPUYHYHO (MOTPEBUTENBCKYHO)
YNakoBKYy (Oanee - BTOPUYHAs ynakoBKa), AONyCKaeTCsl He YykasblBaTb MHGOpMaUuio,
npegycMoTpeHHY rnoanyHktammn "B" n "a" nyHkTa 5 Hactosawmx TpeboBaHui.

7. Ha nepBu4yHON ynakoBke Hebonblinx pasmepoB (obwas nnowiagb TEKCTOBOro

2
nons He Gonee 10 M ) Ha KOTOPOI HEBO3MOXHO PasMeCTUTb BCIO HEOBXOAVMYIO
WH(popmaLmo, [ornyckaeTcsa He  yKasblBaTb  MHGOPMauuio, MNpeayCMOTPEHHYH0
nognyHkramm "6", "B" n "x" nyHkra 5 Hactoawmx TpeboBaHUn.

8. Ha BTOpnM4yHOM ynakoBke, a NpU €e OTCYTCTBUMM - Ha MEPBUYHOWN YMNaKOBKE
NekapCTBEHHOro npenaparta (BeTepuHapHOro npenapaTa) ykasblBaeTcsa creaytouias
MHOpMaLMS:

a) TOproBoe HaMMeHOBaHWE JeKapCTBEHHOro npenapaTta (BeTepuHapHOro
npenapara);

6) MHH (npu Hanuuumn) nnu obenpuHaToe (rpynnMpPoBOYHOE) HAaMMEHOBaHME;

B) HaMMEHOBaHWA  gepxaTtend  perncTpauMoHHOro  yAOCTOBEpPEeHus w
NpoOn3BOANTENS  NleKapCTBEHHOro npenapaTta (HaMmeHoBaHuWs npaBoobrnagarens
perncTpaLmMoHHOro yaqoCToOBEPEHMS U MPOM3BOAUTENSA BETEPMHAPHOrO npenaparta);

r) agpec pepxaTtens permcTpaumMoHHOro YyOOCTOBEPEHUMS U MPOU3BOAUTENS
nekapCTBEHHOrro npenaparta (appec npasoobnagarens perncTpaLmoHHOro



yOOCTOBEPEHMSA 1M NPOM3BOAMTENS BETEPMHAPHOro npenapaTa);

[) nekapcTBeHHas opma;

e) [0O3MpoBKa, U (UNKN) aKTUBHOCTb, U (MNN) KOHUEHTpauusa (ecnn nNpUMEHUMO)
aKTMBHOM (hapmMaueBTUYeckon cybcTaHumnm (akTUBHbIX doapMaLeBTUYECKUX CyOCTaHLUMIA);

X) KONMWYeCTBO neKapCTBEHHOro npenapata (BeTepuMHapHOro npenapaTta) B
yMNaKoBKe;

3) uHdopmauuas O cocTaBe JleKapCTBEHHOro npenapaTta (BeTepuHapHOro
npenapara);

n) HoOMep cepun;

K) 4aTta NpoM3BOACTBA;

n) AaTa ucTedeHus cpoka rogHoctu ("rogeH oo ");

M) YCNOBUA XpaHEeHUs U NpU HEOBXOANMOCTUN YCNOBUSA TPAHCNOPTUPOBKY;

H) NyTb BBEOEHUS;

0) yCrnoBusi OTNycCKa;

n) npegynpeauTenbHble HANUCK;

p) PErMCTpaLUNOHHbIN HOMEP (4Ns BeTepUHapHbIX NpenapaTos).

9. [Ina npenapaTtoB, BblNyCKaeMblX Kak C KOHCEpPBAHTOM, Tak 1 6e3 KOHcepBaHTa,
npu BbiNycke Npoaykuun 6e3 KoHcepBaHTa nocre nepeyvHs BCoMoraTenbHbIX BELLECTB
Ha BTOPUYHOM YMNaKoBKE yKasblBaeTcA cregywowas wHdopmaums: "He copepxut
KOHCcepBaHTa".

10. lNMpomexyToyHas ynakoska, He nossonstouwas 6e3 HapyLleHUs ee LLenoCTHOCTH
NpoYecTb WHGOPMaUMO Ha NEPBUYHOM YMaKOBKE, KaK MWHUMYM [OOSKHA MOBTOPSATb
NHOPMALMIO, YKa3aHHYHO Ha NEPBUYHON yNaKoBKeE.

11. Ha ynakoBke aKkTMBHbIX ddapMaLEeBTUYECKMX CYOCTaHUMA YKa3blBaeTCs
cneayowas nHpopmaums:

a) TOproBoe HaMMeHOBaHWEe aKTUBHOW dapmMaueBTMyYeckon cybcTaHuum (npwm
Hanu4un);

6) MHH nnn obwenpuHaToe (rpynnMpoBOYHOE) HAMMEHOBAHME;

B) HaMMeHOBaHWE W agpec npou3BOAUTENst akTMBHOW dhapMaueBTUYECKOM
cybecTaHumm;

r) HOMep cepuu;

A) AaTa npoun3BOACTBa;

€) KONMMYEeCTBO aKTMBHOW hapMaLleBTUYECKOM CyOCTaHLMM B YNAKOBKE;

X) gaTta ucteveHua cpoka rogHoctu ("rogeH o ") wvnu, ecnu npeaycMoOTpeEHO,
AaTa NoBTOPHOrO UCMbITAHWUS;

3) yCrnoBusi XpaHeHus;

N) Ha3HayeHwue.

12. [na komnnekta (NekapCTBeHHbIN npenapaT (BeTepuvHapHbIn npenapart) C
pactBoputenem (pasbasutenem)) nnm Habopa (komnnekta n3 2 n 6onee NekapcTBEHHbIX
npenapatoB (BeTEpMHApPHbIX MNpenapaTtoB)) Ha BTOPUYHOW YNakoBKe AOMOMHUTENbHO
yKkasblBaeTcs criegytoilast nHgpopmaums:

a) cBeeHus1 0 KOMMOHeHTax komnnekra (Habopa):

HaNMEeHOBaHUS KOMMNOHEHTOB;

O03UpOBKa W (MNKW) akTUMBHOCTb, W (UNX) KOHUEHTpaums (ecrnv NpUMEeHUMO)
aKTUBHOW (bapmaLeBTMYECKON cybcTaHUMm (aKTUBHbBIX hapMaLeBTUYECKMX cybcTaHumi);

MHdOpMaLMs O COCTaBe;



KONN4YeCTBO;

HOMeEp cepumn (B COOTBETCTBUM C nyHKTamu 28 n 29 HacToawmx TpeboBaHun);

6) cBegeHVss O HanUuuW BCNOMOraTesnbHbIX MEAULMHCKUX u3genui (wnpuupl,
TaMnoHbIl, YCTPOMCTBA AN BBEAEHUA U T. N.).

13. He gonyckaeTca HaHOCUTb Ha YNakoBKY BblIOOPOYHbIE CBEAEHMS, YKa3aHHbIE B
pasgenax "KnMHUYeckue pdaHHble" n  "dhapmakoguHamudeckme cBomcTBa" oOLien
XapaKTepUCTUKN [aHHOro feKapCTBEHHOro npenapata W 9KBUBANEHTHbIX pasgenax
WHCTPYKUMM N0  MEeOULUMHCKOMY  MNPUMEHEHMI0  (NUCTKa-BKMNagplwa)  OaHHOro
nekapcTBEHHOro npenapara.

[onyckaeTcss HaHOCUTb Ha YNakoBKY TEKCT WHCTPYKUMM N0 MeOULMHCKOMY
NPUMEHEeHUIo (NUCTKa-BKNagblilwa) NnekapcTBEHHOro npenapaTta M TeKCT WMHCTPYKUMK MO
NPUMEHeEHUIO (NTNCTKa-BKNaablla) BeTepuHapHOro npenapara.

14. [onyckaeTcs pasmelieHne Ha BTOPUYHOW YNakoBKe JeKapCTBEHHOro
npenaparta (BeTepuHapHOro npenapaTta) ONOSIHUTENbHOM MHOPMaLUK Npu yCrioBumn ee
COOTBETCTBUS AOKYMEHTaM permcTpalmMoOHHOro 4OoChe.

[lonyckaeTcs pasMelleHne Ha yrnakoBKe LUTpUX-Koda, roriorpadouyecknx u gpyrmnx
3alUUTHBIX 3HaKOB, CTMKepoB, OybnupoBaHWe TeKCTa MapKUPOBKM C WUCMOSIb30BaHWEM
ApYrux A3bIKOB U WpudTta bpanns, pasmelieHme CMMBOSIOB UMM NMUKTOrpamMm, KOTopble
noMorarT pPasbACHUTb WMHQOPMaLMI0 O JIeKapCTBEHHOM rMpenapaTe (BeTepuHapHOM
npenapate) notpebutento (npnobpetartento).

15. Mpn Hannunum B NMPOMEXYTOYHON UM BTOPUYHOW YMaKOBKE feKapCTBEHHOIO
npenapata nNakeTUKoB (Mnu TabneTtok) C BNaronorfioTUTENleM Ha HUX AO0SMKHa ObiTb
HaHeceHa npeaynpeanTenbHasi MapkMpoOBKa COOTBETCTBYHOLLENO COAepXXaHUS.

16. Ha TpaHcnopTHOM Tape ynakoBku HepacgacoBaHHOW NPOAYKUNM YKa3blBaeTCs
cneayowas nHpopmaums:

a) TOproBOoe HaMMeHOBaHME JIeKapCTBEHHOro npenaparta (BeTepuHapHOro
npenapara);

6) nekapcTBeHHas opma;

B) MHH (npu Hannyuun) unu obienpuHaToe (rpynnuMpoBOYHOE) HaMMEHOBaHWE;

r) OO3MpoOBKa, MU (MNKN) aKTUBHOCTb, U (MNKN) KOHLEHTpauusi (ecrnm npuMeHUMO)
aKTMBHOM (hapmMaueBTUYeckon cybcTtaHunm (akTUBHbIX hapMaLeBTUYECKMUX CyDBCTaHUMI);

) HavMeHoBaHWe npou3BoauTens, agpec MPOU3BOAUTENS JIEKApPCTBEHHOIO
npenaparta (BeTepuvHapHoOro npenapaTa);

€) KOSIMYeCTBO JIeKapCTBEHHOro npenapaTta (BeTepuvHapHOro npenapata) B
yrnakoBKe W (Unn) KONMYeCTBO YNaKOBOK B TPAHCNOPTHOW Tape;

X) YCrOBMS XpaHEHUS 1 NP HEOBXO4MMOCTM YCNOBUSA TPAHCMOPTUPOBKY;

3) HOMep cepuu;

1) oaTta npomn3BoACTBa;

K) AaTa uctedeHust cpoka rogHoctu ("rogeH oo ").

Mpn HeobxoguMMocTM MOXeT ObiTb yKadaH NoroTun Npou3BOAUTENS MPOAYKLMW,
npegynpeanTenbHbie HaaANMCU U MaHUMyNATOPHbIE 3HAKW.

lll. TpeboBaHUA K TEKCTY MAapPKUPOBKU

17. ToproBoe HaMMeHOBaHWe eKapCTBEHHOro npenapata (BeTepuMHApPHOro



npenapara) ykasblBaeTCs Ha yrnakoBKe B UMEHUTENbHOM Nnajexe.

[na nekapCTBEHHbIX pacTUTENbHbIX NpenapaToB, KOTOpble NpPeacTaBnsAloT cobom
(pacoBaHHOE fEeKapCTBEHHOE pacTUTENbHOE Cblpbe AOMOSIHUTESIbHO YKa3blBaeTCs
HanmMeHoBaHue neKkapCTBEHHOro pacTUTenbHOro Cblpbs nnu aKTUBHOW
hapMaLeBTMYECKON CyBCTaHUMN PacTUTENbHOIO MPOUCXOXAEHUA Ha NATUHCKOM SA3blke
(3@ Uckn4YeHeEM HanmMeHoBaHUsS cOOPOB) BO MHOXECTBEHHOM 4MUCHE (3a UCKITOYEHMEM
cnoB "tpaBa" u "kopa") m BuMaa d¢acoBaHHOM npoayKkuMu (Hanpumep, "uenbHasa",
"n3amenpyeHHasa", "nopowok" n 1. n.).

18. MHH akTuBHbIX hapMaLeBTUYECKMX CYOCTaHLUMIM B COCTaBe JIeKapCTBEHHOIO
npenapata (BeTepuHApPHOro nmnpenapata) YKasblBaeTCad Ha pPYCCKOM £A3blke B
MMEHNTESTbHOM Mafexe M aHrMUNCKOM s3blke (B COOTBETCTBMW C aHIIMIACKOWN peaakumen
nepedyHa MHH BcemnpHon opraHnsaumm 3agpaBooxpaHeHns).

B cnyyae otcytctBua MHH ykasbiBaeTca obwenpuHATOoe (rpynnupoBOYHOE)
HanMeHOBaHWe Ha PYCCKOM Si3blke B UMEHUTENbHOM Najexe.

Honyckaetca He ykasbiBatb MHH wnu  oOwenpuHaToe (rpynnupoBOYHOE)
HauMeHOBaHWe NeKapCTBEHHbIX NpenapaToB (BeTepUHapPHbIX NpenapaTtoB) B Cryyae ero
MOMHOro coBnageHusi C TOProBbiIM HAMMEHOBAHUEM.

B oTHOLWEHUN reTeponornyHbIX CbiIBOPOTOK YKa3blBAETCA BUL XKMBOTHOMO, U3 KPOBM
UK NNasmMbl KOTOPOrO OHU MOMYYEHbI.

[na nekapCTBeHHbIX MpenapaTtoB (BeTepUHapHbIX npenapaTtoB) OMONOrM4eckoro
npoucxoxgeHmss npum otcytcteBum MHH wnu  obwenpuHsaToro  (rpynnuMpoBOYHOrO)
HaUMeHOBaHUS YKa3blBaeTCA UCTOYHUK NOSTyYeHUs npenapara.

[Ana paguochapmaueBTUYECKMX NeKapCTBEHHbIX CPeACTB (BETEPUHAPHbIX CPeacTB)
YKa3blBatOTC CUMBOJST XMMWYECKOro 3fieMeHTa C MWMHAOEKCOM pagvoHyknvaa W
MEeXAyHapOoaHbI CUMBOJT PaANOaKTUBHOCTH.

19. HaumeHoBaHMa  pgepxatena  PermcTpauuoHHOro  yOOCTOBEPEHUsT U
NPoOn3BOANTENSA  NEeKapCTBEHHOro npenapaTta (HaMmeHoBaHWs npaBoobnagartens
pPErmcTpaLMoHHOro YyAOCTOBEPEHUs W MNpPOU3BOAUTENS BeTepuMHapHOro npenapaTta)
yKasblBalOTCA B MMEHUTENbHOM nagexe. B cnyyae ecnu B Npou3BOACTBE Yy4acTBYHOT
HECKOJTbKO npounssoauTenen, obasaTernibHO yKa3blBaeTcs HanMeHoBaHue
NPOUN3BOANTENS, OCYLLECTBASIOLLErO BbIMyCKAlOLWNA KOHTPOSTb Ka4ecTBa feKapCTBEHHOIO
cpeacTBa (BeTepMHapHOro cpeacTsa).

B cnyyae coBnageHna  HauMeHOBaHUW  AepXaTtens  perncTtpaumoHHOro
yOOCTOBEPEHUST W MNPOU3BOOUTENS  NEKapCTBEHHOro npenapata (HaMMeHoBaHWUM
npaBoobnagartens perMcTpaumMoHHOro yaoCToBEPEHUS U MPOU3BOANTENSA BETEPUHAPHOIO
npenaparta) ykasblBaeTCA TONbKO HaMMEHOBaHWE AepXaTens perncrpauyoHHOro
yOOCTOBEpPEHUs rekapCTBEHHOro npenaparta (npaBoobnagaTtens perucTpaunuoHHOro
yOOCTOBEPEHUS BETEPUHAPHOro rnpenapara).

Mpwn HeobxoanMocCTH yKasblBaeTcs HanMeHoBaHue opraHusauuu,
ocywiecternsiowen @GacoBky u  (UnM) ynakoBKy, C nNpealecTBYOWMM CNOBOM
"paccacoBaHo" n (nnun) "ynakoBaHo", "ynakoBLmMK".

20. Agpeca ykasblBalOTCA COKpalLeHHO (CTpaHa wnu CcTpaHa W ropog) unm
MOMHOCTbLIO, AOMOSIHUTENbHO [AOMyCKaeTCcs yKa3aHue HOMepoB TenedgoHa, dakca,
agpeca 9neKTpOHHOW MOYThI.

B cnyyae ecnu gepxatenem peruMctpaumoHHOro yooCTOBEPEHUSA FIEKapCTBEHHOIO
npenapata (npasoobnagaTenem perucTpauuoHHOro YyOOCTOBEPEHUSI BETEPUHAPHOro



npenapara) SBMsSeTCA MpPouM3BOAUTENDb JNEKapCTBEHHOro rnpenapata (BeTepuHapHOro
npenaparta), yka3blBaeTCsa TOSIbKO agpec AepxaTesis perMcTpaLmMoHHOro yaoCTOBEPEHNS
nekapCTBEHHOro npenaparta (npasoobnagaTtens perncTpaumMoHHOro yOoOCTOBEPEHUS
BeTeprvHapHOro npenapara).

21. [osupoBka, wn (MnNn) akTMBHOCTb, W (MNN) KOHUEHTpauMa aKTUBHOW
hapmMaueBTMyeckon  cybCcTaHumMM  (aKTUMBHbIX  bapmaueBTUYECKMX  cybCcTaHumm)
yKa3blBaloTCA ¢ 06a3aTenbHbIM yKazaHneM eaAnHUL, N3MepeHus.

NHdopmaumsa 06 nsmeHeHusix:
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22. Konn4yecTtBO nekapcTBEHHOro cpeacTBa (BETEPUHAPHOro CpeacTBa) B ynakoBKe
yKasblBaeTcs no macce, o6bemMy unm KonmyecTBy eAuHUL JO3MPOBAHUA B 3aBUCUMOCTU
OT NNIeKapCTBEHHOW (POPMbI U TUNA YNaKoBKMU.

[na nekapCTBEHHbIX pacTUTENbHbIX NpenapaToB, KOTOpble NpeacTaBnsaioT cobou
(pacoBaHHOE  fleKapCTBEHHOE  pacTUTEeSlbHOE Cbipbe, Macca JleKapCTBEHHOIo
pacTUTENbHOMO  Cbipbsi W (MNK)  aKTUBHOW  (bapmMaueBTUYECKOM  cybcTaHumm
pacTUTENbHOIo NPOUCXOXAEHWS YKa3blBaeTCs Npu UX onpeaenieHHON BraXXHOCTH.

[o3snpoBka  (aKTMBHOCTb)  OMONOrMYecKOro  fieKkapCTBEHHOrO  npenapaTta
Bblpa)XaeTca B COOTBETCTBUM C TpeboBaHMSAMM K WHCTPYKUMW N0  MeAULMHCKOMY
NPUMEHEHUIO NeKapCTBEHHOro npenapata M oblien XapakTepucTuke feKapCTBEHHOro
npenapata ansg  MeauWUMHCKOrO  MpUMEHeHuns,  yTBepxgaembiMu  EBpasuinckon
9KOHOMUYECKON KOMUCCUEN.

Ona pagnohapmaneBTUYECKUX NEeKapCTBEHHbIX MpenapatoB (BeTepuUHapHbIX
npenapaTtoB) yKasblBaeTCA KOMWYECTBO €AWHWUL, PaguMOakTMBHOCTM B [03€ WU
NepBUYHON YMaKOBKe.

23. B cocTtaBe nekapCTBEHHbIX MpenapaToB (BeTEepUHapHbIX MpenapaTos)
YKa3blBalOTCA aKTUBHble (papmaueBTuyeckme cybctaHumm  (KOMMOHEHTbI) U KX
KONN4ecCTBO.

24. B obssaTenbHOM nopsigke BcnomMoraTesibHble BeuwecTBa (KOMMOHEHTHI)
YKa3blBatOTCSA B CeayoLwmx cnyyasx:

a) Ona nekapCTBEHHbLIX MpenapaTtoB (BeTEpMHAPHbLIX NpenapaToB) Ansa npuema
BHYTPb Ha BTOPUYHOW YNakoBKEe, €CrIM OHWU BKIIOYEHbI B MepeyvyeHb BCroMoraTesnbHbIX
BELLECTB, YyKasblBaeMblX Ha BTOPUYHOW YMaKOBKE JleKapCTBEHHbIX MpenapaTos
(BETEpUHapHbLIX NpenapaToB) AN NpMemMa BHYTPb, COrMACHO MPUIOXKEHUIO K HACTOSALLMM
TpeboBaHuswMm;

6) Ana nekapCTBEHHbIX NpenapaTtoB (BeTepuHapPHbIX NpenapaToB) ANA UHBEKUUHN,
Ha BTOPMYHOM YNaKoBKe B MOSIHOM cocTaBe 6e3 ykasaHus UX KONn4ecTBa;

B) ANS fleKapCTBEHHbIX npenapaTtoB (BeTepuHapHbIX NpenapaToB) AN UHransumm
Ha BTOPWUYHOM yNakoBKe B MOSTHOM cocTaBe 6e3 ykazaHnsa nx Konnm4ecTBa;

) 4N NekapCTBEHHbIX NpenapaTtoB (BeTepMHApPHbIX NpenapaToB) Ans MeCTHOro U
(M) Hapy>XHOro NPUMEHEHUST Ha BTOPUYHOW YNakoBKe B MOSIHOM cocTaBe 6e3 ykaszaHus
NX KONN4YeCTBa;

A) ONs NeKkapCTBEHHbIX NpenapaToB (BeTepuHapHbIX npenapaToB), NPUMEHAEMbIX
B OQTanbMOMOMMn Ha BTOPUMYHOW YyNakoBKe B MOMHOM cocTaBe 6e3 ykasaHus KX
KONn4ecTBa;
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e) ANna MHY3NOHHbBIX PaCTBOPOB Ha BTOPUYHOM U NEPBUYHOM YNaKOBKax B MOSTHOM
cocTaBe.

[depxaTenb perncTpaumoHHOro YAOCTOBEPEHUs JlekapCTBEHHOro npenaparta
(npaBoobnagaTenb pPerucTpaumoHHOro YAOCTOBEPEHUS BETEPUHAPHOro mnpenapaTta)
BNpaBe yKasaTb MOSMHbIA COCTaB BCMNOMoraTesnbHbiX BelecTB (KOMMOHEHTOB) Ha
ynakoBKax.

Ans  VMHMY3NOHHBIX pPacTBOPOB Ha NEPBUYHOM W  BTOPUYHOM  ynakKoOBKax
yKasblBaeTCsa TeopeTnyeckoe 3Ha4eHne OCMONAPHOCTU (OCMOSIANBHOCTHN).

Ona  MMMYHONOrMYeckux  feKapCTBEHHbIX  MpenapatoB  (BeTepPUHapPHbIX
npenapaTtoB) Ha BTOPUMYHOW YNakOBKE YKa3blBAeTCA KOMMMYECTBEHHOE coAepXaHune
KOHCepBaHTOB, COPHOEHTOB N aabIOBAHTOB.

25. CoctaB romeonaTuMyeckux JeKapCTBEHHbIX MpenapaTtoB (BeTEepUHAPHbIX
npenapaToB) yKa3biBaeTCsl COrfacHO TEPMUHONOIMK, NPUHATOM B roMeonaTumn: Ha3BaHUs
romeonaTuyeckux papmaueBTUyeckux cybctaHumMin NpUBOAATCS Ha JTATUHCKOM Si3blke C
YyKasaHMeM LUKanbl U CTEMNEHW WX pa3BeneHus, Ha3BaHWs BCMOMOraTesibHbIX BELLECTB
NPUBOAATCA Ha PYCCKOM S13blKe COMIacHO AOKYMEHTaM permcTpaumoHHOro 4oChe.

26. [na nekapCTBEHHbIX  pacTUTENbHbIX MNpenapaToB  (BETEPUHAPHbIX
npenapatoB), KOTOpble npeactaBnsalT cobon  pbacoBaHHOe  fieKapCTBEHHOE
pacTUTeNibHOE Cbipbe, COCTaB YKa3blBaeTCs TONbKO 4SSt COopoB.

27. CcbInkn Ha cTaH4apTbl KOHTPOMA KavyecTBa AN akTUBHbIX ddapMaueBTUYECKNX
cybCcTaHumi n (Mnu) BCnomoraTenbHbIX BELWECTB HE YKa3bIBaOTCS.

28. [lonyckaeTcsa He ykasblBaTb AaTy NPOM3BOACTBA, €C/NN OHAa BKIOYEHa B HOMeEpP
cepun.

29. [Ona komnnekta (NekapCTBEHHbIN npenapaTt (BeTepuHapHbI npenapaTt) C
pactBoputenem (pasbasutenem)) nnu Habopa (komnnekta n3 2 n 6onee NekapcTBEHHbIX
npenapaTtoB (BeTepuHapHbIX MpenapaToB)) AOMOSIHUTENLHO Ha BTOPUYHYHO YMNaKOBKY
HaAHOCATCA HOMepa Cepurd BCEX JIeKapCTBEHHbIX MpenapaToB (BeTepUHapPHbIX
npenapaTtoB), BXOASALWMX B KOMNMEKT (HAabop), nnv Homep cepun Komnnekta (Habopa).

WHdopmauusi 06 nsmeHeHusix:
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30. Mpn HaHeceHMn gaTbl UICTEYEHNA CpOKa rogHOCTU NeKapCTBEHHOro npenapara
(BeTepuHapHOro npenapara) Ha ynakoBKke yKasblBalTCA Mecsal U roa (npu 3ToM npu
yKasaHun Mecsiua nopg AaTon UCTEYEHUsI Cpoka roAHOCTU Nogpa3yMeBaeTcsl nocregHee
4YMCNO YKa3aHHOro mecsiua).

Mpn HEoBXoOMMOCTM YKa3blBAlOTCA CPOK W YCIOBUS XPaHEHUSA NeKapCTBEHHOro
npenaparta (BeTepuHapHOro npenapara) nocre nNepBoro BCKPbITUA MEPBUYHON YNAKOBKM
WA CPOK W YCIMOBUS XpPaHEHUs1 Mocre npuroToBneHus wunu pasbaBneHus pacTtsopa
(cycneH3nn) B COOTBETCTBMM C MHCTPYKUMEN NO MNPUMEHEHUIO FEKAapCTBEHHOrO
npenapata (BeTepMHAPHOro npenaparta) U AaHHbIMA MO M3Yy4YeHUK CTabuNbHOCTU C
Y4ETOM MOSIOXKEHUIN, YCTAHOBIEHHbLIX TPEOOBAHUAMU K UHCTPYKLMM NO MEOULIMHCKOMY
NPUMEHEHUIO NEKapCTBEHHOrO npenapata M obLlien XapakTepucTuKe feKapCTBEHHOro
npenapara ans MeanLUHCKOro NPUMeEHEHNS.

Ons komnnekTa (NekapCTBEHHbLIM npenapaTt (BeTepuHapHbIM npenapaT) ¢
pactBoputenem (pasbasutenem)) nnm Habopa (komnnekta n3 2 n 6onee NekapcTBEHHbIX
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npenapaTtoB (BeTEpPMHAPHbIX MpenapaToB)) Ha BTOPUYHYK YMNAKOBKY HAHOCATCS AaTbl
NPON3BOACTBA Kagoro KOMMOHEHTa NMOO eguHasa garta BbiNycka AAaHHOMO KOMMiekTa
(Habopa), a Takke [OaTbl WUCTEYEHUSs CpoKa FOOHOCTM KaX4oro KOMMOHEHTa nnbo
yKa3blBaeTCsa eAnHasa garta UCTevyeHnsa cpoka rogHoCTu komnnekTa (Habopa).

B cnyyae ecnu ykasaHbl AaTbl UICTEYEHNS CPOKA FMOAHOCTU KaXXOoro KOMMOHEHTA B
OTAENbHOCTW, TO JaTa UCTEYEeHUs Cpoka rogHOCTU KoMnnekTta (Habopa) onpepenseTtcs
no Hambonee paHHEN OaTe WUCTEYEeHUs CpoKa FOAHOCTU KOMMOHEHTOB, BXOASLLIMX B
koMnnekT (Habop).

31. [Ona  nekapCTBEHHbIX  pacCTUTENbHbLIX MNpenapaTtoB  (BeTepUHapPHbIX
npenapaTtoB), KoTopble npeactaBnaAlT cobon  dacoBaHHOE  fleKapCTBEHHOE
pacTUTENbHOE Cbipbe, NMPUBOANTCA METOAMKa MNPUrOTOBIEHUS BOAHbLIX W3BMEYEHUN C
yKaszaHWeM yCnoBUIA XPaHEHUS N CPpOKa roAHOCTU BOAHOIO U3BIIEYEHMS.

32. Cnocob npumeHeHus (NyTb BBeAeHMs, cnocob BBeAeHMWsl) yKa3blBaeTCA B
COOTBETCTBMM C OOLIEN XapaKTEPUCTUKOW [OaHHOrO feKapCTBEHHOro npenaparta u
WHCTPYKUMEN MO NPUMEHEHWUIO OAHHOrO BETEpuMHapHOro npenapata. [lyTb BBeAeHUS
(cnocob BBeOeHWA) He yKasblBaeTCsl, €CfiM OH BKNKOYEH B Ha3BaHWEe eKapCTBEHHOW
dopmbl. [JonyckaeTcs He ykasbiBaTb CMOCOO NpUMMEHeHust ans TabneTok M Kancyn,
npegHa3Ha4YeHHbIX 4Ns NpMema BHYTPb.

[onyckaeTcs  HaHOCUTbL  HagnNucb  criegyowero  cogepxaHumda:  "Cnocob
MPUMEHEHUS: CM. MHCTPYKLUMIO NO MEOULMHCKOMY MPUMEHEHUIO (NTMCTOK-BKNaabiw)" ans
nekapcTtBeHHoro npenapata wunuM  "Cnoco® npuMEHEHUA: CM. WHCTPYKUMIO MO
NPUMEHeHNI0 (TNCTOK-BKNaAbIWw)" Ana BeTepuMHapHOro npenapara.

33. Ha nepBnyHOM ynakoBke HebonbLMX pa3mepoB (obLiaa nnowanb TEKCTOBOro

2
nons He 6onee 10 M ) Ha KOTOpPOM HEBO3MOXHO Pa3MECTUTb BCIO HEOBXOAUMYHO
NHpopmaLMIo, OonyckaeTcsl UCMOMb3oBaTb crnefywowme OOLENnpUHATbIE COKpaLleHUs
NyTW BBEAEHUS  WUHBEKUMOHHBIX JIEKApPCTBEHHbIX MpenapaToB  (BeTepuMHapHbIX
npenapaTtoB): "B/B" (BHyTpMBEHHOE BBeAeHMeE), "B/M" (BHYTpUMbILLEYHOE BBEeaAeHue), "n/K"
(noakoxxHoe BBeaEeHME).

34. Mpun HanMuun gOCTAaTOYHOrO TEKCTOBOrO MOMA Ha ynakoBKe NPeanoyYTUTENbHO
HaHeceHue NONHON NMHopmaumm o cnocobe NpUMeHeHUs NekapcTBEHHOro npenapara B
COOTBETCTBMM C 0OOLler XapaKTepUCTUKOW [aHHOro feKapCTBEHHOro npenapaTta, a
BETEPMHAPHOro npenapara - B COOTBETCTBMM C MHCTPYKLUMEN MO €0 NPUMEHEHMIO.

35. OcOBeHHOCTU MapKUpOBKM FEeKapCTBEHHbIX npenapaToB (BeTepuHapHbIX
npenapaToB), OTHOCSALUNXCA K HAPKOTUYECKUM CpefCTBaM, NCUXOTPOMHbLIM BeLeCcTBam U
MX npekypcopaMm, YCTaHaBNMBaKOTCA B COOTBETCTBMM C  3aKOHOOATENbCTBOM
rocyaapCTB-4r1EHOB.

NHdopmaumsa 06 nsmeHeHusix:
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36. YcnoBua oTnycka NekapCTBEHHOro npenapara ykasblBaloTCA B COOTBETCTBUM C
ogobpeHHON Npu perncTpauumn Kateropuen OTnycka, NPUCBOEHHOW C y4eTOM npaBun
onpeaeneHnsa KaTteropuMn fiekapCTBEHHbIX NpenapartoB, OTnyckaeMblx 6e3 peuenTta u no
peuenTy, yTBepxaaemMblx EBpasnMnckon aKoOHOMMUYECKOM KOMUCCUEN, a YCNOBUS OTMycKa
BETEPMHAPHOro npenaparta - B COOTBETCTBMU C MHCTPYKLMNEN MO €ro NPUMEHEHMIO.
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[na nexkapcTBEHHbIX MpenapaToB (BeTepuHapHbIX MpenapaTtoB), peanu3yemMblx
TONbKO ONs CTauMOHapOoB, Ha yMakoBKe YyKasblBaeTcs creayowaa nHdgopmauma: "Ons
cTaunoHapoB", Npu 3TOM yKasaHue "no peuenty” ("6e3 peuenta") He NpUBOUTCA.

37. Ha BTOpuYHYyO  ynakoBky —obBs3aTenbHO  HaHOCATCA  criegyoliune
npenynpeaunTenbHble HaanMcu U CUMBOJSTbI:

a) "XpaHuTb B HEOOCTYNHOM N4 AeTen mecTe";

6) "CtepunbHO" (Ans CTEPUSIbHBLIX NEKApCTBEHHbIX CPeaCTB (BETEpPUHAPHbIX
cpeacTs));

B) "AHTuTena k BUY-1, BUY-2, Bupycy renatnta C n NOBEpPXHOCTHbIA aHTUreH
BMpyca renatuta B He oBHapyxeHbl" (ONS nekapCTBEHHbIX CPeACTB, MOSyYEeHHbIX U3
KpOBMU, Nrasmbl KPOBU, OPraHoOB M TKaHeW Yenoseka);

r) "lomeonaTuyecknin" (ona romeonaTUHECcKUX JleKapCTBEHHbIX nNpenapaTtoB
(BeTepunHapHbIX NpenapaTos));

O) 3HaK  pagvauMoHHOM  onacHocTM  (gns  paguodapmaueBTUYeCKUX
neKapCTBEHHbIX CPEACTB (BETEPUHAPHbLIX CPEACTB));

e) '"lMpoaykuma npowna pagvauuoHHbIM KOHTPONb" (4Ns  JieKapCTBEHHbIX
npenapaTtoB (BeTEpMHApPHbIX MpenapaTtoB), npeacTasndawwmx cobon acoBaHHOE
rnekapCTBEHHOE pacTUTESbHOE Cblpbe);

X) "[na BeTepmnHapHoOro npumeHeHnsa" (4ns BeTepuHapHbIX CPeacTs).

Mpyn HeobxoAMMOCTM Ha YNakoBKY HAHOCATCHA [ApyryMe Hagnucnm u CUMBOSbI
npeaynpeanTensHOro xapakrepa, ecnn oHu NpeaycMoTpeHbl B HOPMaTUBHOM JOKYMEHTE
Nno Ka4yecTBY Ha npenapar.

MHdopmaums 06 namMeHeHusx:
lMyHkm 38 usmeHeH ¢ 7 okmsbps 2022 e. - PeweHue Cosema Egpa3sutickol
3KOHOMUYecKoU komuccuu om 23 ceHmsbps 2022 e. N 141

Cwm. npeodbidywyto pedaKkyuro
38. B  mapkupoBke  romeonaTU4eckoro  JfieKapCTBEHHOro  npenapara,
3apermcTpMpoBaHHOrO Mo YNPOLLEHHOW Mnpoueaype perucrtpauumn (B COOTBETCTBUM C
[MpaBunammn permctTpaumm n aKCNepTmn3bl NIEKapCTBEHHbLIX NpenapaToB Ans MeANLMHCKOro
NPUMEHeHUs), OOMKHbI BbITb yKasaHbl UCKNIYNTENBHO crnegyowme (M HUKakue apyrue)
CBeOEeHWs:

WHdopmauusi 06 nsmeHeHusix:

nn

lModnyHkm "a" u3smeHeH ¢ 7 okmsbpsi 2022 e. - PeweHue Cosema Esgpa3sulickou
3KOHOMUYeCKoU komuccuu om 23 ceHmsibpsi 2022 2. N 141

Cwm. npeodbIdywyto pedakyuro

a) HayyHOe HaMMEeHOBaHMEe TroMeornaTUyYeckonm HacTOWKM (romeonaTuyecKux
HacTOeK) C yKasaHMeM cTeneHu ee (MX) pasBedeHus (C UCNONb30BaHMEM CUMBOJSIOB
dhapmMakoneu, KoTopasi ykasaHa 4ns aHHOW Npoueaypbl pernctpaumm romeonaTnyeckmx
nekapCTBEHHbIX MpenapaTtoB B COOTBETCTBMM C [MpaBunamu permcTpaumm n aKkcnepTusbl
NeKapCTBEHHbIX NpenapaToB ANs MeAULMHCKOro npumMeHeHns). Ecnn romeonatmyeckun
neKapCTBEHHbIA npenapaTt cocTtouT mn3 2 u 6Gonee romeonaTUYECKUX HACTOEK,
AOnycKaeTcs AOMNOSNHATbL Hay4YHOEe HauMeHOBaHNe HacTOEeK TOProBbIM HAUMMEHOBaHMWEM;

6) HaumeHOBaHWA N agpec AepxaTens perMcTpauuoHHOro yaoCTOBEPEHUS N NpU
HeobXxoaANMMOCTN NPON3BOANTENS;

B) cnocob BBeAEHUS 1 Npyn HEOH6XOANMOCTU NyTb BBEAEHMS;


http://pravo.eaeunion.org/document?id=405249543&sub=1016
http://pravo.eaeunion.org/document?id=77222297&sub=1038
http://pravo.eaeunion.org/document?id=405249543&sub=1016
http://pravo.eaeunion.org/document?id=77222297&sub=1160

) 4ata UctedeHns cpoka rogHocTu (Mecau, 1 rog);

[) nekapcTBeHHas opma;

e) popma BbINycKa;

X) cneumanbHble YCrOBUS XpaHeHUs (Mpy Hanmyum);

3) cneumanbHoe npegynpexaeHve (Npn HeobxoaUMOCTH);

n) HOMep cepumn NPOM3BOLUTENS;

K) permcTpaumnoHHbI Homep (Ana BeTepMHapHbIX NpenapaToB);

n) 3anucb: "lOMeonaTMyecku fekapCTBEHHbIM npenapat 6e3 opobpeHHoro
nokasaHus K NpUMeEHeHMn";

M) npegynpexaeHne o HeobxoaumMocTu obpalleHust K Bpady MNpu COXpaHeHuu
CMMNTOMOB 3aboneBaHus.

IV. TpeboBaHuA kK cnocobam HaHeCeHUsA MapKUPOBKU

WHdopmauusi 06 nsmeHeHusx:

lMyHkm 39 usmeHeH ¢ 7 okmsbps 2022 e. - PeweHue Cosema Egpa3sutickol
3KOHOMUYeCcKoU Komuccuu om 23 ceHmsbps 2022 a. N 141

Cwm. npeodbIdywyto pedakyuro

39. B wmapkmpoBke nekapCTBEHHbIX CpeacTB (BeTepuHapHbIX Cpeacts) LBeET
HagnMcewn, 3HaKoB, CUMBOJSIOB [OSMKEH OblTb KOHTPACTHbIM MO OTHOLUEHMIO K (POHY, Ha
KOTOpbIM  HaHeceHa MapkupoBka. Cnocob® HaHeCeHWs  MapKUPOBKW  OOSKEH
obecneymBaTb €€ COXPaHHOCTb B Te4yeHMe BCEro Cpoka rOAHOCTM JfeKapCTBEHHOro
cpeactBa (BeTepuHapHOro cpeacrtsa) npu  cobnogeHun YCTaHOBMNEHHbIX  YCNOBUN
XpaHeHunda. [onyckaeTcss HaHeceHMe Homepa cepuu, AaTbl MPOM3BOACTBA, CpPOKa
rogHOCTM METOO40M TUCHEHUS (CUMBOSbI UMEIOT UBeT hoHa).

TpeboBaHNA K COCTaBfEHUIO W BEPCTKE WHCTPYKUMM N0  MeLULUHCKOMY
NPUMEHEHUNIO, YCTAHOBSIEHHblE TPebOBaHUAMM K MUHCTPYKUUM MO  MeauLMHCKOMY
NPUMEHEHUIO NeKapCTBEHHOro npenapata U obLlien XapakTepucTuke feKapCTBEHHOro
npenapata pnng MeOUUMHCKOrO  MNPUMEHEHUs, MNPUMEHUMMbl W K  MapKUpOBKe
nekapcTtBeHHbIX MpenapaTtoB. PekomeHayeTcsd, 4TOObl pa3mep BCeX CUMBOSIOB B
MapKUPOBKe JleKapCTBEHHbIX MpenapaTtoB (BeTepuHapHbIX NpenapaToB) COCTaBNAN He
MeHee 7 NyHKTOB (Mnu Kernb wpudTta, NpyM KOTOPOM BbiCOTa CTPOYHON "X" COCTaBNSAET He
MeHee 1,4 MM), a paccTosiHue MexXay CTpokaMun He MeHee 3 MM. TeKkCT Ha HebonbLInX
ynakoBKax OOSMKEH UMEeTb MaKCUMarnbHO KPYMHbIN Kernb wpudta B Lenax CHWXEHUS
BEPOSAITHOCTW OLLIMBOK MPUMEHEHUS.

40. CnepyeT Haunyywmm o6pasomM MCNonb3oBaTb AOCTYMHYH MNOBEPXHOCTb
NEepPBUYHON W BTOPMYHOM YMAKOBOK JIEKAPCTBEHHbLIX npenapaTtoB (BeTepuHapHbIX
npenapatoB). BaxHble cBegeHus ANa npaBUbHOrO M 6Ge30nacHOro MNpUMEeHeHUs
nekapcTBEHHOro npenapata (BeTepuHapHOro npenapara) [AOSKHbl YKa3blBaTbCH
MakCUManbHO KpPynHbIM Kernem wpudta Ha Hambonee onTUManbHbIX MOBEPXHOCTHAX
YNaKOBOK.

HavmeHoBaHvne npenaparta, 4O3MPOBKY W, eCrv NpUMEHMMO, obLlee cogepxaHue
aKTMBHOM dhapmaueBTMYecKon cybcTaHuuu, a Takke MNyTb BBEAEHUs HeobxoaMmo
pa3mMellaTb B OAHOM Mofe 3peHUs, UCNONb3yst MakCcMmMmaribHO KpPYMHbIA Kernb wpudTa.
Ecnv Ha HebonbLION ynakoBKe HEBO3MOXHO OTpasnTb BCE KPUTUYECKME CBEOEHUS B
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OLHOM rofe 3peHusi, AONyCKaeTCa UX pa3MeLleHne B pasHbix nonsax. Ona coxpaHeHus
yaobountaemoctu npeacTaBnseMblX  CBEAEHWUN HeobxoaMMO  MCNonb3oBaTb
paunoHaribHoe No OTHOLLEHUIO K pasmepy UCNoSib3yeMoro wpudta paccTtossHue mexay
cTpokamMu 1 Npobensl Mexay crnosamu.

41. Mpn HanMuMnm mecTa Ha NEepBUMYHOM M BTOPUYHOWM YyMakoBKax [OMycKaeTcs
yKka3sblBaTb noroTunbl n MUKTOrpaMmbl dhapmaLeBTMYECKON KOMMNaHUu
(dbpmMbI-Npon3BOANTENS) MPU YCIIOBUW, YTO OHW HE HapyLwawT ygodbouynMtaemMocTb
obs3aTenbHbIX CBEAEHUN.

42. [Ina obecnevyeHna npaBunbHOW uaeHTUdMKaLmMm n Bblbopa NekapCTBEHHONO
npenapata (BeTepuHapHOro npenaparta) notpebutensammn (npnobpetatensamn), a Takke
NpyY OrpaHMY4EeHHOCTM MeCTa Ha ynakoBke Npu paspaboTke An3anHa ynakoBKM BO3MOXHO
MCNosib30BaHMEe NHHOBALIMOHHBIX METOAO0B.

43. Heobxogmmo mn3deratb MCMonb3oBaHUsA co3gatowen bnmku rnaHueBon, LBeTa
METanMK WU WHOW YNakKoBKW, CHMXawwen yanobountaemMocte uHGopmaumn. He
PEKOMEHOYETCA MCMONb30BaHME pasfiMyHbIX LBETOB WpudTa B HaMMEHOBaHWUK
nekapCTBEHHOro npenaparta (BeTepuHapHOro npenapaTta) wunu B OTAENbHbIX OyKBax
(cumBOnax) HauMMeHOBaHWs, MOCKOMIbKY 3TO HeraTMBHO BNUSIET Ha MNpaBUiIbHOCTb
pacno3HaBaHWA NekapCTBEHHOro npenapara.

Bo nsbexaHne pucka HenpaBuMbHOMO MPUMEHEHMUS NEeKapCTBEHHOro npenapara
(BeTepuHapHOro npenapara) BCreAcTBME CXOLCTBA €ro YrakoBKM C ynakoBKaMu Opyrmux
neKkapcTBEHHbIX NpenapaToB (BETEPUHAPHbLIX NpenapaToB) crieqyeT NPUMEHSATb 0Ccobyto
LBETOBYIO MOEHTUMMKALMIO YNAKOBKM M WHbIE CMOCOOLI, NoBblaAlLWMe BU3yasnbHOE
pasnuyeHne ynakoBok. KonuyecTBO LBETOB, MCMNOMNb3yeMbIX B [Au3aiHE YMNaKOBKMW,
AOJDKHO BbITh paumoHanbHO 060CHOBaHO, YTOObI MakCMMaribHO UCKMIOYNTL BEPOSTHOCTb
nepenyTbiBaHna noTtpebutensammn (npuobpetaTensmu) neKapCTBEHHOrO npenapara
(BeTepuHapHoro npenapata). [Onsa obecneyeHus npaBunibHONM uvAeHTUMKaALUMN W
NPUMEHEeHU NeKapCTBEHHOro npenaparta (BeTepuMHapHOro npenaparta) notpebutensmm
(npuobpeTtatenamun) npyM MapkMpoOBKE NEPBUYHOWM YNAKOBKWU criegyeT MCNofnb3oBaTb TOT
)Xe LiBETOBOM AN3aiH, YTO M NPU MapKMpOBKE BTOPUYHOWN YNaKOBKM.

44. MapkMpoBka [OfKHa OblTb €4uMHOM ANns  NeKapCTBEHHbIX MpenapaToB
(BeTEepuMHapHbLIX NpenapaToB), BbiNyCkaemblx B oObpalleHMe Ha TeppuTopusx
rocyaapcTB-4neHoB. [Mpy Hanuuumn pasnunyatowenca ntHpopmMaumm (ycrnosust OTAycka U T.
N.) ee ykasblBalOT C WCMNOMb30BaHMEM [OOMOSIHATENBbHOMW STUKETKM (CTMKepa) B
crneuvanbHO OTBEAEHHOM Mofie BTOPUYHOW ynakoBkW. Ecnm Ha BTOpPMYHOW ynakoBKe
npegycMOTPEHO nNpefHa3HayYeHHoe ANs crneumanbHOoM MHopMauumn rocygapcraa-yneHa
none, B HEro AOMycCKaeTCsl HAHeCeHMe TakoW MHGOopMauuKn (Hanpumep, pasHbin cTaTyc
OTNycka K3 anTe4yHouM CceTu WnNu cneuuanbHas uHdopmaumsa: "ynakoBka Ans
cTaumoHapoB", "No rocyaapCTBeHHbIM NporpammamM” 1 ap.) 6e3 Ncnosib3oBaHNSA 3TUKETKN
(cTukepa).

Pasvep nona ans pasmeleHusi CTUKEPOB He AO0SKeH npeBbiwath 1/6 obuien
nnowiagn BTOPUYHOM YMAKOBKW, MNpW 3TOM AdaHHOE nMofe He [AOMMKHO 3aKpbiBaTb
NHpopMaLMIo, NepBOHaYasribHO HAHECEHHYIO HA BTOPUYHYIO YMaKOBKY.

45. [Ina opdaHHbIX npenapaTtoB, a Takke ANA OTAENbHbIX JeKapCTBEHHbIX
npenapaTtoB, MO COMMacoBaHMO C YMNONIHOMOYEHHbIM OpraHoM rocyAapcTBa-yneHa,
OCYLLECTBIIAIOWMM pPErMCTpaLMi0 Takoro JieKapCTBEHHOro npenapaTa, [gonyckaeTtcs
HaHeCeHne MapKNMPOBKN C NCMONb30BaHNEM OONOMHUTENBHOM 3TUKETKM (CTUKepa).



46. [lpM MapKMpoBKe pasfnUYHbIX [OO3UPOBOK (KOHUEHTpauum u T. 1)
nekapcTBEHHbIX MNpenapaToB, BblMyCKaeMblX B BuAe OAHOM feKkapCcTBEHHOW dopMbl,
AOMKHO ObITb NpegyCMOTPEHO pasnuYyHOe LBETOBOE peLleHne WM MHOW cnocoo,
obecneymBaloLnI YETKOE BMU3yanbHOE BblaeneHne JO3MPOBKU (KOHLEHTpaumm n T. n.).

PasnunyHble [JO3MPOBKM OOHOMO WM TOrO >Xe JIeKapCTBEHHOro npenapata
(BeTepuHapHoOro npenapara) crnegyeT ykasblBaTb oAnHakoBo (Hanpumep, 250 mr, 500 wmr,
750 mr, 1000 wmr, a He 1 1). He gonyckaeTcs ykasblBaTb KOHEYHbIE HYNM B APOOHON YacTn
A03MpoBKM (crnegyeT ykasbiBatb 2,5 mr, a He 2,50 wmr). He cnegyeTr ucnonb3oBaTtb
AECATUYHBIA pa3fgennuTenb (3ansTyto), ecrnn 3Toro MOXHO n3bexartb (cnefyeT ykasbliBaTb
250 wmr, a He 0,25 r1). N3 coobpaxeHuin 6GesonacHOCTM HeobxogMmMo nucaTb CIOBO
"MUKporpaMmm" MOMHOCTbIO, a He cokpawaTb ero. OgHako B OTAESNbHbIX Cry4dasix npwu
BO3HUKHOBEHUM 3aTPyAHEHUW, KOTOPble HEBO3MOXHO YCTPaHWUTb YMEHbLUEHWEM Kerns
WpnTa, gonyckaeTcs Npyu Hann4ymm o60CHOBaHUM N OTCYTCTBUN ONACEHUN B OTHOLLIEHUN
6e30MacHOCTN UCMNOSb30BaTb COKPALLEHHYIO hopMy "MK,

47. lNMyTb BBEOeHNA OOMMKeH coBnagatbh C YKas3aHHbIM B O6LLEen xapakTepucTuke
AAHHOro JieKapCTBEHHOrO npernaparta WM WUHCTPYKUMM MO NPUMEHEHUIO [aHHOro
BeTepMHapHOro npenapaTta M CTPOro COOTBETCTBOBATb CTaHAAPTHbIM TepMuHam. He
crnefyeT ucnonb3oBaTb HeraTUBHbIE BblpaXeHusa (Hanpumep: "He ons BHYTPUBEHHOrO
BBeAeHus"). [lonyCTuMbl TONbKO CTaHOapTHbIE COKpalleHusa (Hanpumep, B/B, B/M, nM/K).
[Mpoune HecTaHOapTHble NyTM BBeAEHUS cregyeT YykasbliBaTb MOSIHOCTLIO. Ecnu
naunmeHTam He 3HaKOMbl NyTU BBEAEHUS, B MHCTPYKLMM NO MEAULUHCKOMY NPUMEHEHUIO
neKapcTBEHHOro npenapara A0SMKHbl ObiTb AaHbl pa3bsCHEHUsSI. TO OCOOEHHO BaXXHO B
OTHOLUEHUN JleKapCTBEHHbIX MpenapaTtoB, [AOCTYMHbIX AN CaMOCTOATESNbHOro
NPUMEHEHMS.

48. Ecnn Ha nepBuYHON U (MNK) BTOPUYHOW YNakoBKax MCNOSMb3YKTCA TEKCTbl Ha
HECKONbKMX A3blkaX, He0bXxoaMmMo obecneynTb YeTKOEe pasrpaHUYeHne Takux TEKCTOB.

49. Bce [AaHHble, HaHeCeHHble Ha SIYEMKOBYIO YMAKOBKY, OOSMKHbl OCTaBaTbCS
AOCTYMHbIMW  Ons noTpebutensa BNMAOTb [0 M3BMeYeHuMs nocnegHen f[osbl. Ecnu
HEBO3MOXXHO HaHECTU BCE CBEAEHUSI Ha KaXOylt AYEenKy TakoW ynakoBKW, OOMycKaeTcs
crnocob nx criydanHoro HaHeceHus, NpuM KOTOPOM OHW pacnonaratTCa C MakCUManbHOW
4aCTOTOM Ha MNOBEPXHOCTU AYEMKOBOW yrnakoBKW. [lonyckaeTcs HAHOCUTb HOMEpP CepUn n
[aTy WUCTeYeHMss CpoKa rOAHOCTM Ha Kpan dA4enkoBon YynakoBku. [lpy Hanundmm
TEXHMYECKON BO3MOXHOCTM crieyeT HaHOCUTb 3TU cBedeHust Ha oba Kpasa Kaxaow
A4YeNKoBOW ynakoBku. Bce Tpebyemble B OTHOLWIEHUM MEPBUYHBLIX YNAKOBOK CBEAEHUS
HeObXOAMMO HAHOCUTbL Ha Kaxayl eauvHuudy [03bl hopMbl Bbiycka, cogepXkallen
OAHOO030Bble AYENKOBbLIE YNAaKOBKN.



Mepe4yeHb

MpunoxeHwue

K TpeboBaHnAM K MapKUpOBKe
NeKapCTBeHHbIX CpeacTB
ANA MeAULUHCKOro NpMMeHeHus

M BEeTePUHapPHbIX NeKapCTBEeHHbIX CpeacTB

BCNoOMoOraTesibHbIX BeWecTB, yKa3biBaeMbIX HA BTOPUYHOWN ynaKkoBKe
nekapcTBeHHbIX NpenapaToB (BeTepuHapHbIX NpenapaToB) ANs NpMemMa BHYTPb

Kog

BCrnomora [MoporoBoe

TenbHOro cofepkaHue

BellecTBa
A3sokpacuTtenu:
COJTHEYHbIN 3aKaT XenTbln E110 0
a3opybuH (kapmyasuH) E122 0
NyHUOBbIN (NOHCO 4R, KOLEeHWNEeBbIN KpacHbIN A) E124 0
OpunnunaHToBbln YepHbI BN (YepHbi 6nectawmm BN, E151 0
YyepHbIn PN)
ApaxncoBoe macno 0
Acnaptam E951 0
anakTo3a 0
[ntoko3a (gekcTposa) 0
MmMuuepon (rnyuepuH) 10 r/po3a
N3omanbT (M3omanbTuT) E953 0
Kanuncogepxawme coegnHeHus 39 mr/gosa
KacTtopoBble Macna nosimaToKCUNMpPOBaHHbIE 0
(Makporona rnvuepunpuumHonear, Makporona
rnuuepunrnagpokcucTeapar)
KoHcepBaHThI 0
Kevnuton (keunur) 10r
KyHXXyTHOE Macno 0
INaktuton (nakTur) E966 0
JTakto3a 0
INatekc (kayyyk HaTypanbHbIn) 0
MarnbTuTon (ManbTuT) E965 0
MaHHUTON (MaHHUT) E421 10r
MouyeBuHa 0
HaTpuincogepxawme coegnHeHns 23 mr/gosa
[MponuneHrnukosb 1 ero acoupsbl 400 wmr/kr ons

B3pOCHbIX

200 mr/kr gns
neten



MweHnYHBIN Kpaxmanrn

Caxap UHBEPTHbLIN

Caxapo3sa

CoeBoe macno

Copbuton (copbuT) E420
deHnnanaHuH

dopmanbaerng

dpykTo3a

OTaHoN™ (CNUPT 3TUNOBbLIN)

* NpoueHTHoe coaepxaHune (06/00) B KNOKMX NEeKapCTBEHHbIX (hopMax.
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