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06 yTBepxaeHuu TpeboOBaHMUII K MapKUpPOBKE NeKAapCTBEHHbIX CpeACTB ANA MeAULMHCKOro
NpUMeHEeHUA U BeTEepUHAPHLIX JIEKAPCTBEHHLIX CPeacTB

PeweHne CoBeTa EBpa3uiickoOn 3KOHOMUYECKOW KoMMCCUM OT 3 HOAGpA 2016 ropa N 76

B cooTBeTCcTBUMM CO cTaTbAMM 30 M 56 [loroBopa o0 EBpa3sniCKOM SKOHOMUYECKOM cow3e OoT 29 maA
2014 ropa, nyHKToM 14 npunoxenua N 12 k JloroBopy o EBpa3snicKOM 3KOHOMWYECKOM cok3e oT 29 maA
2014 ropa, cTaTbel 8 CornaweHus O eAWHbIX MPUHLMMNAX M MNpaBunax obpaleHWAs NeKapCTBEHHbIX CPeAcTB B
pamkax EBpa3uicKOro 3KOHOMMYECKOro cow3a oT 23 pgekabpsa 2014 ropa, nyHKTamu 57 u 97 npunoxeHua N
1 k PernameHTy paboTbl EBpa3uMinckon SKOHOMUYECKOW KOMUCCUMU, YyTBepxaeHHomy PeweHuem Bbicwero
EBpa3niCcKOro 3KOHOMUYECKOro coBeTa OT 23 aekabps 2014 r. N 98, u PeweHuem Bbicwero EBpasuinckoro
SKOHOMUYECKOro coBeTa OT 23 gekabpa 2014 r. N 108 «0 peanusaumn CornaweHua o eamHbiX MNpUHUMNAX U
npaBunax obpalweHua NeKapCcTBEHHbIX CPeAcTB B pamkax EBpa3uMicKoro sKoHomumyeckoro cowsa» CoBeT
EBpa3niCcKOin SKOHOMUYECKOW KOMUCCUU pelnn:

1. YTBepauTb npunaraemole TpeboBaHWA K MAapKUpOBKE NeKApCTBEHHbIX CpeAcTB ANA MeAULMHCKOro
NPUMEHEHUs U BeTEepUHAPHLIX JleKapCTBEHHbIX cpeacTB (fanee - TpeboBaHUSA K MapKUpoOBKe).

2. HacToAwee PeweHue BCTynaeT B CUAY NO UCTedyeHUn 10 KaneHAapHbIX AHEN C AaThl BCTYMNJeHUA B
cuny MNpoTokona, MNOAMMCAHHOrO 2 aekabpa 2015 roga, O nNpucoenuMHeHUMM Pecnybauku ApmeHns K
CornaweHuw O eAuHbIX NPUHUMNAX W NpaBusiax obpaleHns neKkapcTBEHHbIX CPeAcTB B pamkax EBpaswuiickoro
SKOHOMMYECKOro cow3a OT 23 aekabpa 2014 roga, HO He paHee 4eM MO UCTeYyeHun 10 KaneHOApHbIX AHeW
C paTbl oduumManbHoro onybnMkoBaHMA HacToAwero PeweHus, 3a UCKAKYEHUEM MOJOXEHWUNA YTBEPXAEHHbIX
HacToAwuMm PeweHuem TpeboBaHUN K MapKUpOBKE, KACAWWWUXCA MAPKUPOBKU BETEPUHAPHBIX S1eKapCTBEHHbIX
cpeicTB.

NonoxeHusa TpeboBaHMI K MapKUpoBKe, KacawWwuecAa MapKUPOBKW BeTepUHapHbIX NeKapCTBEHHbIX
CpeAcTB, BCTYNawT B CWy C AaTbl BCTYMAEHUA B CUAy MpaBWSl peryivpoBaHuWA obpaleHua BeTepUHapHbIX
NleKapCTBEHHbIX CpeacTB, yTBepxAaembix CoBeToM EBpa3nMinCcKoOl 3KOHOMUYECKOW KOMUCCUU, B COOTBETCTBUM
C nyHKTOM 57 npunoxeHua N° 1 Kk PernameHTy paboTbl EBpa3suickon SKOHOMUYECKON KOMUCCUM,
yTBepxXAeHHOMY PeweHuem Bbicwero EBpa3suMWCKOro 3KOHOMMYECKOro coBeTa OT 23 pgekabpa 2014 r. N 98.

YneHol CoBeTa EBpa3uMiCKON 3KOHOMUYECKONW KOMUCCUM:

Oom Om Om Oom Om
Pecnybauku Pecnybauku Pecnybauku Kolp2ei3cKkoti Poccutickol
ApmeHuA benapyce KasaxcmaH Pecny6auku ®edepayuu
B. labpuenaH B. MamioweBcKuli 6. CazuHmaeB 0. MNaHkpamoB Uu. llyBanoB
YTBEPXAEHbI

PeweHnem CoBeTa
EBpa3unicKOin SKOHOMUYECKON KOMUCCUM
OT 3 HOoAbpAa 2016 r. N 76

TPEBOBAHUA
K MapKUMpOBKe JIeKapCTBEHHbIX CPeACTB ANA MeAULUMHCKOro MpUMEHeHus
U BeTepuHApHLIX JIeKapCTBEHHbIX CpeacTB



I. O6bwme nonoxeHuaA

1. HactoAwue TpeboBaHMA yCTaHaBAMBAWT NpaBu/ia MapKUpPOBKWU, pa3MeWeHHOW Ha ynakoBKaX
NIeKapCTBEHHbIX CPeACcTB AN MEeAUUMHCKOro MpuMeHeHua (Aanee — NeKapCTBEHHble CpeAcTBa) U
BeTEepUHApHbIX JIeKapCTBEHHbIX CpeAcTB (fanee - BeTepuHapHble CpeAcTBa), BbiNyckaembix B obpaleHue Ha
oblemM pbiHKe NeKapCTBEHHbIX CpeAcTB B pamkax EBpasuiickoro skoHomu4yeckoro cow3a (panee - Cows).

2. MapkupoBKa neKapCTBEHHbIX CpeAcTB (BeTepUHApHbIX CPeacTB) HAHOCUTCA Ha YMNakKoBKY Ha
PYCCKOM f3blK€ U MpPU HaJM4MU COOTBETCTBYHWUX TpeboBaHWii B 3aKOHOAATENIbCTBE FOCYAApPCTB — YJIEHOB
Cowsa (panee - rocyAapcTBa-4/eHbl) Ha FOCYyAapCTBEHHOM f3blke (rocyfapCTBEHHbIX A3bIKaX)
rocyfapcTBa-4fieHa, Ha TeppuTopuUM KOTOPOro peasiMu3ynTCs NeKapCcTBEeHHble cpeAcTBa (BeTepuHapHble
cpeacTea).

JlononHUTenbHOe MCMnosib30BaHWe APYrux A3bIKOB AOMYyCKaeTCA NpU YyCAOBUWU MNOJHOW MAEHTUYHOCTMK
nHbopmaummu .

MapkupoBKa NeKapCTBeHHbIX CpeAcTB (BeTepuHapHbIX CPeAcTB) He AO0JKHA NPOTUBOPEYUTb WU
MCKaxaTb CBEAEHMA, cojepxawuneca B JOKYMEHTaxX perucTpauMoOHHOro A0Cbe, U HOCUTb peKJiaMHbIiA
XapakTep.

3. MapkupoBKa JieKapCTBEHHbIX CpeAcTB (BeTepuHApHbIX CPeACcTB) AOMKHA ObiTb SlerkounTaemon,
yaobo4ynTaemMon, NOHATHOM U AOCTOBEPHOW W He BBOAUTL B 3abnyxaeHue noTpebutenei (npuobpeTtaTeneit)
NleKapCTBEHHOr 0 npenapaTta U BeTEepUHApPHOro NeKapCcTBEHHOro npenapaTta (Aanee - BeTepUHApHbIN
npenapar).

4. DnAa uenei HacToAwmx TpebOBaHWWA MCMNONb3YKWTCA MOHATWA, KOTOpble O3HAYawT caepyluee:

«BTOpUYHaA (NoTpebuTenbCckas) ynakoBKa» - YNakoBKa, B KOTOPYW MOMEWAeTCA JieKapCTBEHHbIN
npenapaTt (BeTepuHapHblii MpenapaT) B MEepBUYHOW WU MPOMEXYTOYHOW YnakoBKe A/ peanusauuu
notpebutento;

«MapKuMpoBKa» - WMHPOpMauUMA, HaHECEeHHas Ha YMaKoBKY NeKapCTBEHHOro cpefcTBa (BeTepuHapHOro
cpencTBa);

«nepBUYHAs (BHYTPEHHAA) ynakoBKa» - YMNakKoBKa, HENocpeacTBEHHO comnpukacawwasca c
NeKapCcTBEHHbM CpeAcTBOM (BeTepuUHapHbIM CPpeacTBOM) ;

«MpOMEXyTOoYHasA ynakoBKa» — YMNakKoBKa, B KOTOpYW MOXeT ObiTb MomeleHa MNepBUYHAs YymnakoBKa C
Luenbl AOMONIHUTENIbHON 3aWMThl JIEKApCTBEHHOIrO npenapata (BeTepuHapHOro npenapata) WAM UCXoAaa U3
0CcobeHHOCTel NpUMEeHeHUA JieKapCTBEHHOro npenapata (BeTepuHapHOro npenapaTta);

«ynakoBKa» - MaTepuan WIM YCTPOUCTBO, FapaHTUpyHllee COXpaHeHWe KayecTBa JIeKapCTBEHHOro
cpeacTBa (BeTepUHAPHOrO CpefcTBa) Ha MPOTSAXEHWM YCTAHOBJIEHHONO CpoKa FOAHOCTU (XpaHeHua),
obecneyunBailee 3aWMTY NEeKapCTBEHHOro cpeacTBa (BeTepUHAPHOrO CpeAcTBa) OT MOBPEXAEHWIA W MnoTepb,
a Takxe npepoxpaHAwee OKPYXawwyw cpeay OT 3arpA3HEHWi;

«fiYellkoBan KOHTYpHasa ynakoBka (6auMcTep)» - rubkas ynakoBka C NeKapCTBEHHbIM cpeAcTBOM (
BeTEepUHApHbIM CPeACTBOM) B OTOOPMOBAHHbIX AYEWKaX, W3 KOTOpbIX NleKapCTBeHHoe cpeacTBo (
BeTEepuMHapHOe CpefCcTBO) M3B/JeKaeTCA MyTeM BbiAaBAWBaHUA.

WHble NOHATMA MCMNONb3YWTCA B 3HAYEHUAX, OMNpefeseHHbIX MeXAYHapOoAHbIMU AOrOBOpaMM U aKTaMmu,
cocTaBnAwwmMMn npaso Coiwsa.

TpeboBaHuA K obpa3uam M MakeTaM YyNnakoBOK YCTaHOBJ/IEHbl NpaBW/iaMU perucTpauumm u sKCnepTusbl
NIeKApCTBEHHbIX CPeACTB AN MeAULMHCKOrOo MpUMEHEHUA, yTBepxAaembiMu EBpa3uiiCKON 3KOHOMUYECKO
Komuccuei (panee - Komuccua).

II. O6buyme Tpeb60BaHMA K MapKupoBKe

5. Ha nepBu4YHOW (BHYTpeHHel) ynakoBke (Aanee - MepBUYHAA YMNaKOBKAa) NeKApCTBEHHOro
npenapaTta (BeTepuHapHoro npenapaTta) (3a UCKIWYEHWEM JleKapCTBEHHOrO npenapaTta (BeTepuHApHOro
npenapaTta), npeAcTaBnsAwwero coboil ¢pacoBaHHOe NieKapCTBEHHOE pacTUTeNbHOe Chipbe) YKa3biBaeTCH
cnepywwaa uHbéopmaums:

a) TOproBoe HauMeHOBaHWe NeKapCTBEHHOro npenapaTa (BeTepuMHapHOro npenapaTa);

6) MexayHapoAHoe HenaTeHTOBaHHOe HaumeHoBaHWe (panee — MHH) (npu HanuMyuu) unu



obuwenpuHAToe (rpynnMpoBOYHOE) HauMeHOBaHue;

B) fNlekapcTBeHHas dopma;

r) nosvpoBka M (MAM) aKTUBHOCTb U (MNM) KOHUeHTpauua (ecnm NpUMeHUMOo) aKTUBHOW
¢dapmaueBTUYeCcKo cyb6CcTaHUMM (aKTUBHbIX dapMaueBTUYECKUX CyBCTaHLUMiA);

L) KONU4ecTBO JieKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapaTa) B YynakoBKe;

e) NyTb BBeAEHUS;

X) HAUMeHOBAHWE WU JIOFOTUN AepxaTena perucTpauMoHHOro yaocToBepeHusa uau npoussogutens (
npuM Heob6XoAMMOCTM) JieKapCTBEHHOro npenapaTa (HauMeHOBaHWe WM SloroTun npasoobiagaTens
permcTpauMoHHOro yAOCTOBEpeHUsA BeTepuHapHOro npenapaTa);

3) HomMep cepwuu;

M) AaTa UCTeYeHUs Cpoka FOAHOCTU («rofeH [o..»).

6. Ha nepBuYHON ynakoBKe B BuAe AYEWKOBON KOHTYpHON ynakoBku (6nucTtepa) (manee -
AYeiikoBaA ynakoBKa), KOTOpYyH MOMEWawT BO BTOPUYHYW (noTpebuTenbckyk) ynakoBky (panee -
BTOpPMYHAsA YNakoBKa), JAOMyCKAaeTCA He yKa3biBaTb WHGOpPMAUUK, MNPefyCMOTPEHHYHW MOAMYHKTAMU «B» U «I»

nyHKTa 5 HacToAwmx TpeboBaHuit.

7. Ha nepBuYHOI ynakoBke Hebosbwux pasmepoB (obwas njowagb TEKCTOBOro noss He 6osee 10 cm?

), Ha KOTOpOW HEBO3MOXHO pa3MecTUTb BCH HeobxoauMmyl MHOOpMauuW, [OMNYCKaeTCs He yKa3biBaTb
MHPOPMaLINIO, MPeayCMOTPEHHYH MNOAMNYHKTaMU «6», «B» U «X» MyHKTa 5 HacToAuux TpeboBaHMii.

8. Ha BTOpMYHON ynakoBKe, a Npu ee OTCYTCTBUU - Ha MNEPBUYHOW YMNaKoBKe JIEKAPCTBEHHOMO
npenapaTta (BeTepuHapHOro npenapaTa) ykasblBaeTca cieaykwas UHPopMauus :

a) ToproBoe HauMeHOBaHWe NeKapCTBEHHOro npenapata (BeTepuHapHOro npenapaTta);

6) MHH (npu Hanuuuu) unu obuwenpuHAToe (rpynnNUPOBOYHOE) HAWMEHOBaHME;

B) HauMMeHOBAHMA AepXaTenAa perucTpauuMoHHOro YAOCTOBEPEHUS U MPOW3BOAMTENA JIEKAPCTBEHHOMO
npenapata (HaumeHoBaHMA NpaBoobnafaTeNin pPerucTpauMoOHHOrO YAOCTOBEPEHUS U MPOU3BOAUTENSA
BeTepWHApHOro npenapaTa);

r) aapec gepxaTens perucTpauMOHHOro yAOCTOBEPEHUA U NPOU3BOAUTENA NeKapCTBEHHOro
npenapata (aapec npaBoobnajaTens perucTpauMoHHOrO YAOCTOBEPEeHUS WU MPOU3BOAUTENS BeTepUHAPHOI o
npenapaTa);

L) NnekapcTBeHHas ¢dopma;

e) Jo3upoBka, U (MAM) aKTUBHOCTb, U (MAM) KOHUeHTpauua (ecnum NpUMEeHUMO) aKTUBHONM
¢GapmaueBTUYeCKON Cyb6CcTaHUMM (aKTUBHbBIX dapMauUeBTUYECKUX CyBCTaHLUMiA) ;

X) KONUYEeCTBO JIeKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapaTta) B YynakoBKe;

3) MHbOpMauus O cOoCTaBe NeKapCTBEHHOro npenapata (BeTepuHapHOro npenapaTta);

M) HoMep cepwu;

K) AaTa MpoOU3BOACTBA;

) paTa MCcTevyeHuAa cpoka rogHocTu («rofeH [o..»);

M) YC/OBUA XpaHEHUS U MpU HeobXOAWMOCTMU YCNOBUA TPAHCMOPTUPOBKMW;

H) NyTb BBEAEHUS;

0) yc/ioBUS OTNycKa;

n) npepynpeauTeNibHble HaANWUCK;

p) perucTpauuoHHbii HoMep (A8 BeTEepUHApHbLIX NpenapaToB).

9. [lna npenapaToB, BbIMyCKaeMbIX Kak C KOHCEPBAHTOM, Tak M 6e3 KOHCepBaHTa, MNpW BbiNycCKe
npoaykuuu 6e3 KoHCepBaHTa MOC/e MNepeyHs BCMOMOraTesibHbIX BEWecTB Ha BTOPUYHON ymakoBKe
yKa3blBaeTcsa crepywwan MHOopMauua: «He coLepXUT KOHCepBaHTa».

10. MNpomexyTo4YHas ynakoBKa, He Mo3Bosswias 6e3 HapylweHus ee Le/oCTHOCTU NpoyecTb
MHOOPMALMIO Ha MEepBUYHOW YNaKoBKe, KakK MUHUMYM AOSXHA MOBTOPATb MHOOpPMAaLMK, YKa3aHHYW Ha
nepBUYHOW YyMNakoBKe.

11. Ha ynakoBke aKTUBHbIX papmMauLeBTUYECKUX CYyHCTaHUMI yKa3biBaeTcs crepywwas vHbopmauuma:

a) ToproBoe HauMeHOBaHMe aKTUBHON ¢dapmaueBTUYecKOoW cybcTaHuuu (Npu Hanu4um);

6) MHH unu obwenpuHaToe (rpynnupoBOYHOE) HaUMEHOBaHMe;

B) HauMMeHOBaHWE W ajpec NPOU3BOAUTENA aKTWUBHOW dapmaueBTUYECKOW cybcTaHuuu;

r) Homep cepuu;

4) JaTa Npou3BOACTBA;

€) KO/NMYecTBO aKTUBHON ¢dapmaueBTUYeCKOW cybCTaHUMM B YyNaKoOBKe;



X) AaTa MCTeYeHUA Cpoka rogHocTu («rofeH [o..») WAU, eCcnn npeaycMOTpPeHo, AaTa MOBTOPHOMO
UCNbITAHUA;

3) yCcnoBus XpaHeHus;

M) HasHa4veHue.

12. [Ona komnniekTa (/leKkapCTBEHHbIW MpenapaT (BeTepuHapHbIl MpenapaT) ¢ pacTeBopuTenem (
pasbaBuTenem)) unum Habopa (komnnekTa U3 2 W Honee nekapCTBEHHbIX MpenapaToB (BeTepuHapHbIX
npenapaToB)) Ha BTOPWUYHOW YMNaKoBKe AOMONHUTENbHO YKa3biBaeTcCsA cjepywwas WHbopmauumsa:

a) cBeAeHWs O KOMMOHeHTax KomnnekTa (Habopa):

HauMeHOBaHMA KOMMOHEHTOB;

fo3npoBka M (MNM) aKTUBHOCTb, U (MAKM) KOHUeHTpauua (ecnum NpUMeHUMO) aKTUBHOW
dapmaueBTHYeckon cybcTaHumMm (aKTUBHBIX PapMauLeBTUYECKUX cybCcTaHuuii);

uHPopmMaumMa o cocTase;

KONU4ecTBO;

Homep cepun (B COOTBETCTBUM C MyHKTamu 28 ¥ 29 HacToAwux TpeboBaHuil);

6) cBefeHWs O HaNMYMU BCMOMOTaTeNbHbIX MeAUUMHCKUX u3genuid (Wwnpuupl, TaMMoHbl, YCTPOWCTBA
ANA BBeAeHMA U T. n.).

13. He ponyckaeTcs HAHOCUTb Ha YNakoBKY BbIOOpOYHble CBeAEHMA, YKa3aHHble B pa3fenax «
KJIMHUYeCcKue AaHHble» U «papMakoAUHaMMYecKne CBOWCTBA» OblWei XapakTepuCTUKWU AAHHOIO
NeKapCTBEHHOrO npenapaTta W 3KBMBANEHTHbIX pa3feniax WHCTPYKUMM MO MeAUUMHCKOMY npuMeHeHun (
NIMCTKA-BKAaAplla) AAHHOIO NleKapCTBEHHOrO npenapaTa.

JlonyckaeTcAa HaHOCUTb Ha YMNakKOBKY TEKCT MHCTPYKUMM MO MeAUUMHCKOMY MpUMEHeHMU (
NIMCTKa-BKNAAblLa) SleKapCTBEHHOrO MpenapaTa M TeKCT UHCTPYKUWUM NO npuMeHeHuw (MCTKa-BKIaabiwa)
BeTepuHapHOro npenapaTa.

14. [onyckaeTca pa3MelieHMe Ha BTOPUYHOW YyMaKoBKe NleKapCTBEHHOro npenapaTta (BeTepuHapHOro
npenapaTta) AOMOJHUTENbHOW WHPOPMALMM MPU YCNOBUU ee COOTBETCTBUS AOKYMEHTAM perucTpauuoHHOro
Jocbe.

JlonyckaeTcs pasMelieHMe Ha YNakoBKe WTPUX-KoAa, ronorpaduyecknx M ApYrux 3aWUTHbIX 3HAKOB,
CTUKepoB, Ayb6/UpOBaHWe TeKCTa MapKUPOBKU C UCMONb3OBAHWEM APYrux A3bIKOB U wpudTa Bpains,
pa3MelleHne CUMBOJIOB WAM MUKTOrpaMM, KOTOPble MOMOTalT Pa3bACHUTb MHOOPMALMKW O NeKapCTBEHHOM
npenapaTte (BeTepuHapHOM npenapaTte) noTpebuTenw (npuobpeTaTenio).

15. Mpu HaAM4Yuu B NPOMEXYTOYHOW MM BTOPUYHON YMNaKOBKE JIEKAapCTBEHHOro npenapaTa MakeTUKOB
(wnn TabneTokK) C BNArOMNOrNOTUTENEM Ha HUX AONXHA ObITb HaHeceHa npeaynpeAuTeNbHAas MapKUPOBKaA
COOTBETCTBYHIErO COAepXaHusa.

16. Ha TpaHcnopTHOW Tape ynakoBKM HepacdacoBaHHOW MpoAyKUMM YyKasbiBaeTcCcA caeaywwas
nHGopmMaumA :

a) TOproBoe HauMeHOBaHWe NeKapCTBEHHOro npenapaTa (BeTepuMHapHOro npenapaTa);

6) nekapcTBeHHas ¢opma;

B) MHH (npu Hanuyuu) unu obwenpuHaToe (rpynnUpoBOYHOE) HAUMEHOBaHWe;

r) posupoBka, U (MAM) aKTUBHOCTb, M (MAKM) KOHUEHTpauua (ecnuM MPUMEHMMO) aKTUBHOW
¢apmaueBTUYeckoi cybcTaHuMm (aKTUBHbIX dapMaLeBTUYECKUX CYbCTaHUuiA);

[l) HauMeHOBaHWe Npou3BOAUTENA, ajpec MNPOUM3BOAUTENA JieKapCTBEHHOro npenapata (BeTepuHapHOro
npenapaTa);

€) KONMYyecTBO JleKapCTBEHHOro npenapaTa (BeTepuMHapHOro npenapaTa) B ynakoBke W (uau)
KO/IM4eCTBO YMNAaKOBOK B TPaHCMOPTHOW Tape;

X) YCNOBMA XpaHEHUs U MpU HeobXOAWMOCTMU YC/OBUA TPAHCMOPTUPOBKMW;

3) HoMmep cepwuu;

M) paTa Npou3BOACTBA;

K) AaTa MUCTeyeHUa cpoka rofHocTu («rogeH [o..»).

Npu Heo6XoAMMOCTU MOXeT 6biTb yKa3aH NIOroTUM NPOU3BOAUTENA MNPOAYKUUKM, NpepynpeauTesbHble
HaAMMCU U MaHUMNYJIATOPHbIE 3HAKW.

III. Tpe6oBaHUA K TeKCTY MapKUpOBKM



17. ToproBoe HauMeHOBaHWe JIeKAapCTBEHHOro npenapaTa (BeTepuHapHOro npenapaTta) ykasbiBaeTcA
Ha ynakoBKe B WMeHWTeNIbHOM najexe.

InA nekapCTBEHHbIX pacTUTeNIbHbIX MpenapaToB, KOTOpble MpeacTaBnAlT coboi dacoBaHHOe
JleKapCTBEHHOe pacTuTeslbHOe Cbipbe [AOMOJIHUTEsIbHO YKa3blBaeTCA HauMeHOBaHWe JieKapCTBEHHOr o
pacTUTENIbHOrO CbipbA WAN aKTWBHOW (apmaueBTMYeCKOW CcybCTaHUMM pacTUTENbHOrO NMPOUCXOXAEHMA Ha
NAaTUHCKOM f3bike (3a WCK/KWYEeHMEeM HauMeHoBaHUSA CcHOpPOB) BO MHOXECTBEHHOM 4ucne (3a WCKYEHUEM
CNIOB «TpaBa» W «kopa») W BuAa dacoBaHHON npoayKkuuu (Hanpumep, «uUeNbHaA», «U3MeNIbYEHHasA», «
nopowok» M T. M.).

18. MHH akTuBHbIX papmaLeBTUHECKUX CYyOCTaHUMA B COCTaBe JleKapCTBEHHOro npenapata (
BeTEepWHApPHOro npenapaTa) YKasblBaeTCA Ha PYyCCKOM A3blKE B UMEHUTENIbHOM Majexe U aHrJIMACKOM A3blKe
(B COOTBETCTBUM C aHIAMIACKOW pefakuuein nepeyHA MHH BcemupHOW opraHusauuv 34paBOOXPaHEHMUA).

B cnydvae oTcyTcTBMA MHH yKkasbiBaeTcA obwenpuHaToe (rpynnuMpoBOYHOE) HauMeHOBaHME Ha PYCCKOM
A3bIKE B MMEHUTE/IbHOM Majexe.

JlonyckaeTcs He ykasbiBaTb MHH unu obwenpuHAToe (rpynnMpoBOYHOE) HAaWMEHOBAHWE JieKapCTBEHHbIX
npenapaTtoB (BeTepuHapHbIX NMpenapaToB) B C/ly4yae ero MNoJIHOro COBMNafeHUA C TOProBbiM HaWMEHOBAHMWEM.
B oTHOWeEHWU reTepoNOoruyHbIX ChiIBOPOTOK YKa3biBaeTCA BUA XMBOTHOrO, M3 KPOBU WK MJia3Mbl

KOTOpPOro OHW MONYYeHbl.

nA nekapCTBEHHbIX NpenapaToB (BeTepWHApHbIX MpenapaToB) 6HUMONOrMYECKOro MPOUCXOXAEHWUA Npw
OTCYTCTBUU MHH unu obwenpuHsaToro (rpynnMpoBOYHOFO) HAaWMEHOBAHMA YKA3bIBAETCSH MCTOYHWUK MONYYeHUS
npenaparta.

AnAa papgnodapmaueBTUHECKUX NeKAapCTBEHHbIX CpeAcTB (BeTepuHapHbIX CpPeAcTB) YKa3blBaTCA CHUMBON
XUMUYECKOro 3/1eMeHTa C WHAEKCOM paJMOoHYKAMAa U MexAyHapOJHbld CUMBOJSI paMOaKTUBHOCTH.

19. HaumeHoBaHWA [epxaTesiai perucTpalmoHHOro yAoCTOBEpeHWA U MpoU3BOAUTENA NeKapCTBEHHOro
npenapata (HaumMeHOBaHWA NpaBoobiafaTena perucTpauuoHHOro YAOCTOBEPEHUS U NPOU3BOAMTENA
BeTEpUHApPHOro npenapaTa) YKa3biBaTCA B WMEHMTe/NbHOM Majexe. B cnyyYae ecnu B nNpousBoACcTBe
Yy4acTBYWT HECKONbKO npou3BoguTenei, obA3aTesbHO yKasbiBaeTCA HauMeHOBaHWe NpousBoOauTens,
OCYyWeCTBAANWErO0 BbiMYCKAWWMIA KOHTPONb KavyecTBa JleKapCTBEHHOrO cpefcTBa (BeTepuMHAapHOro CpeacTBa).

B cnydae coBnajeHMa HauMeHOBaHWI AepxaTenA perucTpauMoHHOro YyAOCTOBEpeHuA U npousBoauTenA
NeKkapCTBeHHOro npenapata (HauMeHOBaHWI MpaBoobiagaTensa perucTpauuoHHOro yAOCTOBEpPEHUA U
Npon3BOAUTENA BeTEepUHaApHOro npenapata) yKasbiBaeTCA TONbLKO HaWMeHOBaHWe fepxaTena
permcTpauMoHHOro yAOCTOBEPEHUA NleKapCTBEHHOro npenapata (npasBoobnajaTena perucTpaumoHHOro
YAOCTOBEpEHUA BeTepuHapHOro npenapaTa).

Mpn HeobXoAMMOCTM YyKa3biBaeTCA HaMMeHOBaHME OpraHu3auuu, ocylecTBhsAwweind ¢pacoBky W (nUau)
yNakoBKy, C NpejwecTBYWWUM CJOBOM «pachacoBaHO» M (MAU) «YMAKOBAHO», «YMaKOBLMK».

20. Agpeca yKasblBawTCA COKpalweHHO (CTpaHa WAM CTpaHa W FOpoA) WAW MOJNHOCTbH,
JOMONHUTEeNbHO AONycKaeTcA yKas3aHue HoMepoB TenepoHa, ¢dakca, agpeca 3N1eKTPOHHON MOYTHI.

B cnyyae ecnn pepxaTenem permcTpauMoHHOrO YAOCTOBEPEHUA NeKapCTBEeHHOro npenapata (
npaBoobnajsaTenem perucTpaLMOHHOro YyAOCTOBEpPEHUsA BeTepUHApHOro npenapaTta) ABNAETCA MPOU3BOAUTENb
NeKapCTBEHHOro npenapaTta (BeTepuHaApHOro npenapaTta), YKa3bBaeTCcA TONbLKO ajpec Aepxatens
permcTpauMoHHOro YAOCTOBEPEHUA NleKapCTBEHHOro npenapata (npaBoobnagaTens perucTpaumoHHOro
YOOCTOBEpPEHUA BeTepuHapHOro npenapaTa).

21. [losumpoBKa, U (MAKM) aKTUBHOCTb, WM (WMAM) KOHLEHTpauuAa akTUBHOW (apmaLeBTUYECKON
cybcTaHuMm (aKTUBHbIX papMauLeBTUYECKMX CYOCTaHUMIA) yKa3biBalTCA C 06A3aTesibHbIM YKa3aHueM eAvHUL,
n3mepeHus.

22. Konn4yecTBO NeKapCTBEHHOro cpeAcTBa (BeTepuUHapHOro CpefcTBa) B YNakoBKe yKasbiBaeTcsA Mo
mMacce, 06beMy MAM KONMYECTBY €AMHWL, AO3VWPOBAHWA B 3aBUCUMMOCTM OT JIeKapCTBEHHOW GOpMbl U TuNa
YyMaKoBKMU.

InAa nekapCTBeEHHbIX pacTUTeNIbHbIX MpenapaToB, KOTOpble MpeacTaBnAlT coboi dacoBaHHOe
NleKapCTBEHHOe pacTUTeNIbHOE Cblipbe, Macca NIeKapCTBEHHOrO pacTUTENbHOrO cbipbA U (MIM) aKTUBHOW
GapmaLeBTU4eCKON CybCTaHUMM pacTUTENIbHOrO MPOUCXOXAEHUA YKas3blBaeTCA MpU WX onpeneseHHoW
B/IAXHOCTH.

JlosnpoBka (aKTUBHOCTb) 6MONOrM4eCKOro NeKapcTBEHHOro MpenapaTa BbipaxXaeTcA B COOTBETCTBUM
C TpeboBaHMAMU K MHCTPYKLUU MO MEAULMHCKOMY MNPUMEHEHUHW NeKapCTBEHHbIX NpenapaToB W obwei
XapaKkTepucTuke neKapCTBEHHbIX MpenapaToB ANA MeJULUMHCKOro MNpuMeHeHWA, yTBepxaaembMm Komuccuei.



Ina paavodapmaLeBTUHECKUX JIEKAPCTBEHHbIX NpenapaToB (BeTepuHapHbIX MpernapaToB) yka3biBaeTcA
KONUYECTBO eAMHWL, pagvoakTUBHOCTU B [O3€ WU NEepBUYHON ynakoBKe.

23. B cocTaBe neKapCTBEHHbIX NpenapaToB (BeTepuHApHbIX MpenapaToB) YKasbiBalTCA aKTUBHbIE
dapmaueBTUYeckne cyb6CTaHUMM (KOMMOHEHTHI) M UX KOAUYECTBO.

24. B obsizaTenbHOM nopsafake BCroMoraTesibHble BewecTBa (KOMMOHEHTb) YKasblBalTCA B C/lefyHwuX
cnyyasx:

a) ANA neKapCTBEHHbIX MpenapaToB (BeTepuHApHbIX MpenapaToB) A/A MpueMa BHYTPb Ha BTOPMUYHOI
YyNaKkoBKe, €C/IN OHU BKJ/YEHbl B MepeyeHb BCMOMOraTesibHbIX BelWecTB, YKa3blBaeMbiX Ha BTOPUYHOW
YNakoBKe JIeKapCTBEHHbIX MpenapaToB (BeTepuHApHbIX NpenapaToB) AJIA NpueMa BHYTpPb, COr/JacHo
NpUIOXeHUo K HacToAwum TpeboBaHMAM;

6) ANs nekapCTBEHHbIX NpenapaToB (BeTepuHApHbIX NpenapaToB) AAS UHbeKUWil, Ha BTOPUYHOU
ynakoBke B MOJIHOM cocCcTaBe 6e3 yKa3aHuAa UX KONMYecTBa;

B) ANA JIeKapCTBEHHbIX MpenapaToB (BeTEepUHApHbIX MPenapaToB) AAS MHraAsuMi Ha BTOPUYHOM
ynakoBke B MOJIHOM cOCTaBe 6e3 yKa3aHWA UX KONMYecTBa;

r) ANA NeKapCTBEHHbIX MpenapaToB (BeTepuHapHbIX MpernapaToB) ANA MeCTHOro u (MAM) HapyxHOro
NpUMEHEeHUA Ha BTOPUYHOW YMakoBKe B MOJIHOM coCTaBe 6e3 yKa3aHuA WX KOAUYecTBa;

L) ANA NeKapCTBEHHbIX MpernapaToB (BeTepuHapHbIX MpenapaToB), MpUMeHsieMblX B OPTaNbMONOrMM Ha
BTOPUYHOW YyMNakoBKe B MOJIHOM cocCTaBe 6e3 yKa3aHuA WX KOJU4YecTBa;

e) Ans MHGY3UOHHBLIX pacTBOPOB HA BTOPUYHON W MEpPBUYHOW YMNakoBKax B MOAHOM COCTaBe.

[lepxaTenb perncTpauMoOHHOro YAOCTOBEpPEeHUs NeKapCTBEHHOro npenapaTta (npaBoobnajaTtenb
permcTpauMoHHOro yAOCTOBEPEHUA BeTepUHapHOro npenapaTa) BnpaBe ykKa3aTb MOJIHbIA COCTaB
BCMOMOraTe/IbHbIX BewecTB (KOMMNOHEHTOB) Ha yMakoBKaXx.

AnA WHOY3MOHHBIX PacTBOPOB Ha MepBUYHOW U BTOPUYHON ynakoBKax yKa3biBaeTcA TeopeTudeckoe
3HayeHMe OCMONAPHOCTU (OCMONANBHOCTH).

Ana VMMMYHOMOTrMYeCKUX NEeKAPCTBEHHbIX NpenapaToB (BeTepuHapHbIX NMpernapaToB) Ha BTOPUYHOI
yNakoBKe yKa3blBaeTCA KOMUYECTBEHHOe coAepXaHue KOHCEepBaHTOB, COpPOGEHTOB U aAbHBAHTOB.

25. CocTaB romMeonaTUMyecKUX sieKapCTBEHHbIX MpenapaToB (BeTepuHApHbIX MpenapaToB) YyKa3biBaeTcCs
COrNacHO TEepPMUHOJIOrUU, MPUHATOW B rOMEONaTUM: HA3BaHWA FoMeonaTUYecKux QGapMaueBTUHECKUX
cybCcTaHuMii NpUBOAATCA Ha JIATUHCKOM A3bIKe C YKa3aHWeM WKanbl MU CTEeNneHW UX pa3BeldeHWus, Ha3BaHUS
BCMOMOraTe/IbHbIX BEeWecTB NPUBOASATCSH HA PYCCKOM A3blKe COF/lacHO AOKYMEHTaM perucTpauuoHHOro JocCbe.

26. [NnAa NekapCTBEHHbIX pacTUTE/IbHbIX NpernapaToB (BeTepuHapHbIX NpenapaToB), KoTopble
npeacTaBAawT coboil pacoBaHHOe NleKapCTBEHHOE pacTUTesIbHOe Chipbe, COCTaB YKa3bilBaeTCHA TONbKO ANA
cbopos.

27. CCbiKM Ha CTaHAApTbl KOHTPO/IA KayecTBa ANA aKTUBHbIX dapmaueBTUYeCKUX cybcTaHuuii u (unu
) BCrNoMoraTesibHbiX BEWeCTB He YyKa3biBalTCs.

28. [onyckaeTca He yka3biBaTb AaTy MPOU3BOACTBA, €C/AM OHA BK/IWYEHA B HOMEp Cepwuu.

29. [Ona komnnekTa (/leKapCTBEHHbIW MpenapaT (BeTepuHapHbIl MpenapaT) ¢ pacTeBopuTenem (
pasbaBuTenem)) unum Habopa (komnnekTa U3 2 W Honee nekapCTBEHHbIX MpenapaToB (BeTepuHapHbIX
npenapaToB)) AOMONHUTENIbHO Ha BTOPUYHYKH YMNaKOBKY HAHOCATCA HOMepa cepuil BCeX NeKapCTBEHHbIX
npenapaTtoB (BeTepuHApHbLIX NpenapaToB), BXOAAWMX B KomrniekT (Habop), wunum Homep cepun KomnnekTa (
Habopa) .

30. Mpu HaHeceHWu AaTbl UCTEYEHUA CpOKa FOAHOCTM NleKapCTBEHHOro npenapaTa (BeTepuHapHOro
npenapaTta) Ha ynakoBKe yKa3biBawTcs mecAl WM rof (Mpu STOM Npu yKasaHuu mecsiua nop LaTou
MCTEYeHUs CpoKa FOAHOCTM MogpasyMmeBaeTCHA NocsiefHee YUC/IO YKa3aHHOro mecsAua).

Mpn HeobXOAMMOCTM YKa3blBaTCA CPOK M YCNOBUA XpaHEHUs nekapcTBeHHOro npenapaTta (
BETEpUMHAPHOrOo fpenapaTa) MNocjie NepBoro BCKPbITUA MEpBUYHOW YMNAKOBKU WM CPOK M YCJIOBUA XpaHeHUs
nocne NpuUroToBieHUA WAu pa3baeBnieHUs pacTeopa (CYCMeH3MM) B COOTBETCTBUM C MHCTpyKUMeil no
NpUMEHEHWU0 NIeKApCTBEHHOTO npenapaTa (BeTepuHapHOro npenapaTta) U AaHHBIMU MO U3YYeHWUIo
CTabUNbHOCTU C Y4YEeTOM MOJIOKXEHUW, YCTAHOB/EHHbIX TPe6OBAHUAMU K MHCTPYKLUUW MO MeAULUHCKOMY
NMPpUMEHEHU0 SIEKApCTBEHHBIX MpenapaToB U obleil XapakTepucTuke ieKapCTBEHHbBIX MpenapaToB AJA
MEeAMUMHCKOrO MPUMEHEHUSA .

Ona komnnekTa (nekapcTBeHHbI NpenapaT (BeTepuHapHbii npenapaT) ¢ pacTeopuTenem (
pa3baBuTtenem)) uaum Habopa (KomnnekTa M3 2 U bosee neKapCcTBEHHbIX NpenapaToB (BeTepuHapHbIX
npenapaToB)) Ha BTOPUYHYK YMakKOBKY HAHOCATCA AaTbl NPOM3BOACTBA KaxAOrO KOMMOHEHTa nubo efuHas



JaTa Bbinycka AaHHOro komrnsekTa (Habopa), a Takxe AaTbl UCTEYEHUS CPOKA FOAHOCTM KaxAoro
KOMMOHeHTa An60 yKasblBaeTCA eAuHas AaTa UCTEYeHMA Cpoka rogHOCTU KomnsiekTa (Habopa).

B c/lyyae ecnu ykasaHbl AaTbl UCTEYEHUA CpoKa FOAHOCTM KaXAoro KOMMNOHEHTA B OTAE/NbHOCTM, TO
JaTa UCTeYeHUs cpoka rofHOCTM KomnnekTa (Habopa) onpesenseTcAa no Haubonee paHHel AaTe UCTeYeHUs
CpoKa rofHOCTU KOMMOHEHTOB, BXOAAWWMX B KomnnekT (Habop).

31. [nA nekapCTBEHHbIX PacTUTENbHLIX MpenapaToB (BeTepuHapHbIX MpenapaToB), KOTOpble
npeacTaBAAwT coboil pacoBaHHOE JIeKApCTBEHHOE pacTUTesibHOoe Chipbe, MPUBOAUTCA MeTOAMKA
MPUrOTOB/IEHNA BOAHbIX W3BNEYEHWA C yKa3aHWMeM YC/IOBUA XpPaHEHMA M CpoKa FOAHOCTM BOLHOMO
“3BneveHua.

32. Cnocob npumeHeHusa (NyTb BBeAeHUA, CNOCO6 BBeAEeHWA) YKa3biBaeTCA B COOTBETCTBUM C obweit
XapaKTepUCTUKOW AAHHOTO JieKapCTBEHHOro npenapaTa U MHCTPYKUMER Mo MPUMEHEeHU AaHHOTO
BeTepuHapHoro npenapaTa. MNyTb BBeAeHUA (cnocob BBeAEHUS) He YKa3blBaeTCA, €CNU OH BKJKWYEH B
Ha3BaHWe neKapcTBeHHOW ¢opmbl. [ONycKaeTcA He yKas3biBaTb Crnocob npuMeHeHWA Ans TabneTok M Kancyn,
npegHasHayYeHHbIX ANA NpuemMa BHYTpb.

JlonycKaeTca HaHOCUTb HaAMWUCb Cliedyllwero cogepxaHua: «Cnocob MpUMEHEHWA: CM. MHCTPYKUMK No
MEAMUMHCKOMY NpUMeHeHul (IMCTOK-BKAadbll)» ANA NeKapCTBEHHOro npenapaTta uaM «Cnocob npumMeHeHua:
CM. MHCTPYKUMH MO npuMeHeHui (NMCTOK-BKIagbiw)» ANS BeTepuHapHOro npenapaTa.

33. Ha nepBuW4YHOI ynakoBke Hebonbwux pa3mepoB (obwas niowasb TEKCTOBOro nons He 6onee 10

CMZ), Ha KOTOpOW HEBO3MOXHO pa3MecTUTb BCH Heobxoaumyn WHPOpMauMi, AONYCKAeTCA UCMNONb30BaTb
cnepywwmne obwenpuHATbIE COKPaWeHUA MyTU BBEAEHUA WHBbEKLUMOHHbLIX JIEKAapCTBEHHbIX MpenapaToB (
BeTepUHApHbIX NpenapaToB): «B/B» (BHYTpUBEHHOE BBefeHUe), «B/M» (BHYTpUMbIlLEYHOE BBeAeHWe), «m/K»
(noakoxHoe BBeaeHue).

34. MNpu HanW4MM JOCTATOYHOrO TEKCTOBOro MOAA Ha yMakoBKe MpeanoyTUTENbHO HaHeceHue MOJIHOW
nHbdopmaumm o cnocobe nNpuMeHeHUA NeKapCTBEHHOro MpenapaTta B COOTBETCTBUM C obwei XapakTepuCTUKON
OAHHOrO JIeKapCTBEHHOrO nNpenapaTta, a BeTepuHapHOro npenapaTta - B COOTBETCTBUM C MHCTpyKUWEW no
ero npuMeHeHuw.

35. OCO6EHHOCTU MapKUMPOBKU NeKapCTBEHHbIX MpenapaToB (BeTepuHapHbIX MpenapaToB), OTHOCSWMXCA
K HapKOTWYeCKMM CpeacTBaM, MCUXOTPOMHbIM BewecTBaM W UX Mpekypcopam, YCTaHaB/AMBAWTCA B
COOTBETCTBUM C 3aKOHOAATENbCTBOM FOCYAapCTB-4Y/EHOB.

36. YcnoBus OTMNycCKa NEeKapCTBEHHOro npenapaTa YKa3blBaWTCA B COOTBETCTBUMM C 0A0OpEeHHOW npwu
perucTpauun KaTeropven OTnycka, NPUCBOEHHOW C y4eTOM MpaBu/ ONpefeneHuA KaTeropuin nekapcTBEHHbIX
npenapaToB, OTnyckaembix 6e3 peuenta M no peuenty, yTBepxAaembix Komuccuein, a ycnosua oTnycka
BeTEepUHApHOro npenapaTa — B COOTBETCTBUM C UHCTPYKUMUEN MO €ro NpUMeHEeHuw.

[lnA nekapcTBeHHbIX MpenapaToB (BeTepuHapHbLIX MpernapaToB), peanu3yembix TONbKO A/ CTaLMOHApOB
, Ha ynakoBKe yKa3blBaeTcCA cieaywwasa uHopmauusa: «[nsa CTauMoOHapoB», MNMPU STOM yKasaHue «no
peuenTy» («6e3 peuenTa») He NpuUBOAUTCA.

37. Ha BTOpMYHYW ynakoBKY 06A3aTeNbHO HAHOCATCA clefywwue npeaynpeauTenbHble Haanucu u
CUMBOJIbI

a) «XpaHUTb B HeAOCTYMHOM ANA [eTei mecTe»;

6) «CTepuibHO» (ANA CTEPU/IbHbIX NIeKapCTBEHHbIX CpeAcTB (BeTepuHapHbIX CpeacTB));

B) «AHTUTena k BWMY-1, BUY-2, Bupycy renatuta C U NOBEPXHOCTHbIN aHTUreH BUpyca renaTtuTta B
He obHapyxeHbl» (ANA NeKapCTBEHHbIX CPeACTB, MOJYYEHHbIX M3 KPOBMW, NAa3Mbl KPOBU, OpPraHOB U TKaHeMW
yenoseka);

r) «FomeonaTuyveckuit» (AnA romeonaTUYeCKUX NeKapCTBEHHbIX MpenapaToB (BeTepuUHapHbIX
npenapaToB));

) 3HaK paauauuoHHOW onacHocTu (AnAa paavodapmaLeBTUHECKUX JIeKapCTBEHHbIX cpeAcTB (
BeTEpUHAPHbIX CPeacTB));

e) «Mpoaykuus npowna paAuauUOHHbIN KOHTPOAb» (ANA NeKapCTBEHHbIX MpenapaToB (BeTepuHapHbIX
npenapaToB), npeAcTaBAswWMX COb60i dacoBaHHOE NeKapCTBEHHOE pPacTUTENIbHOEe Chipbe);

X) «[lns BeTepuHapHOro nNpuMeHeHusa» (ANS BeTepuUHApHLIX CpPeacTB).

Mpu HeobXoAMMOCTW Ha YMaKOBKY HAHOCATCA ApYyrue HaAMUCW U CUMBOJbI NpeaynpeanTesibHOro
XapakTepa, eC/M OHU NpeAyCMOTpEHbl B HOPMAaTUMBHOM AOKYMEHTe MO Ka4vecTBY Ha npenapat.

38. B MapkuMpoBKe romMeonaTuM4yeckoro jeKapCTBEHHOro fnpenapaTta, 3aperucTpUpoBaHHOro Mo
ynpoueHHo# npoueaype peructpauuu (B COOTBETCTBUM C MpaBUIaMU perucTpauuu M 3SKCnepTusbl



NleKapCTBEHHbIX MpenapaToB ANA MeAWLMHCKOro MPUMEHEHUA), [OJIKHbl 6biTb YKa3aHbl UCKINYMTENbHO
cnepywume (M HUKakKue Apyrue) cCBeAeHUA:

a) Hay4yHoe HauMMeHOBaHWe romeonaTuMyeckol HacToiku (romeonaTMYeCcKUX HacToeK) C yKa3aHueMm
cTeneHn ee (ux) pasBefeHuAa (C UCNONb30OBAHWEM CUMBOJIOB ¢apMakoneu, KoTopad ykasaHa ANnA AaHHOM
npoueaypbl perucTpauuy romMeonaTUYeCckux eKapCTBEHHbIX MpernapaToB B COOTBETCTBUM C MpaBuIaMy
permcTpaumMm M 3KCNepTu3bl IeKapCTBEHHbIX NpenapaToB ANS8 MeAUMUMHCKOro MpuMeHeHuA). Ecau
romeonaTUYeCcKUid NeKapCTBEHHbI NpenapaT coCToMT M3 2 M 6onee romeonaTU4eCcKUX HacToek,
JonyckaeTcA AOMNONHATb Hay4YHOe HauMeHOBaHWe HAacTOeK TOProBbiM HAaUMEHOBAHWEM;

6) HauMeHOBaHMA M agpec AepxaTenAa perucTpauuMoHHOro yAoCTOBEepeHuUA U Mpu HeobXoauMOCTH
npovsBoauTena;

B) cnocob6 BBeAeHUA U MpuU HeobXOAUMOCTM MyTb BBEAEHMA;

r) paTa McTe4vyeHuAa cpoka rogHocTu (mMecsu M rog);

) nekapcTBeHHaa dopma;

e) dopma BbINycka;

X) cneuuasnbHble YCNOBUSA XpaHeHua (Mpu Hanauyuu);

3) cneuunanbHoe npeaynpexgeHne (nNpu HeobxoAMMOCTH);

M) HOMEp cCepuu MpoU3BOAUTENS;

K) perucTpauuoHHbii HoMep (A8 BeTepUHapHbLIX NpenapaToB);

N) 3anucb: «lFoMeonaTu4eckuit SieKapCTBEHHbI npenapaT 6e3 ogobpeHHOro MokasaHuA K MPUMEHEHWUI
));

M) npeaynpexieHue O Heob6XoAMMOCTU ObpaleHUa K Bpayy MpuM COXpaHEHWW CUMNTOMOB 3aboneBaHuA.

IV. TpeboBaHuA K cnocobam HaHeCeHUA MapPKUPOBKU

39. B MapKupoBKe NeKapCTBEHHbIX CpeAcTB (BeTepuUHApHbIX CpeacTB) UBET HaAnMucel, 3HAKOB,
CUMBOJIOB [lO/XEH 6biTb KOHTPACTHLIM MO OTHOWEHMKW K GOHY, Ha KOTOpbli HaHeceHa MapkupoBka. Cnocob
HaHeCeHUss MAapKUPOBKWU AONXeH obecneyuMBaTb €e COXPaHHOCTb B TeYeHWe BCero Cpoka roAHOCTM
NeKapCcTBEeHHOro cpefcTBa (BeTepuUHApHOro CpeAcTBa) Mpu CO6MKWAEHUWN YCTAHOB/IEHHBIX YC/IOBUWA XpaHeHus.
JllonyckaeTca HaHeceHue HoMepa cepwuu, AaTbl MPOU3BOACTBA, CPoKa FOAHOCTU METOAOM TUCHEHUs (CUMBONbI
UMenT uBeT ¢oHa).

TpeboBaHMsA K COCTaB/IEHU WU BEPCTKE WMHCTPYKUUM MO MEAUUMHCKOMY MNPUMEHEHUN, YCTAHOBJ/IEHHbIE
TpeboBaHUAMM K MHCTPYKUUM MO MEAULMHCKOMY MPUMEHEHWK JIeKapCTBEHHbLIX MpernapaToB U obuweit
XapaKTepucTuKe seKapCTBEHHbIX NpenapaToB A8 MeAUMLMHCKOrO MPUMEHEHMA, NPUMEHWMbl U K MapKUpoBKe
NeKapCcTBeHHbIX MpenapaToB. PekomeHAyeTcA, 4TObbl pa3Mep BCeX CUMBOJIOB B MAapKUMpPOBKE NekKapCTBEHHbIX
npenapaTtoB (BeTepuHApHbLIX NpenapaToB) COCTaBAAN He MeHee 7 MYHKTOB (Wau Kernab wpudTa, npwu
KOTOpPOM BbICOTA CTPOYHOW «X» COCTaBNAeT He MeHee 1,4 MM), a paccTosiHMe MexAy CTpPOKaMu He MeHee 3
MM. TeKCT Ha Hebo/bWWUX YNakKoBKaX AOJKEH UMETb MaKCWUMANbHO KPYMHbIA Kernb wpudTa B LENAX CHUXEHUN
BEPOSATHOCTU OWMBOK MpPUMEHEHUSA .

40. CnepyeT Hawny4Yywum o6pas3oM MCMNONb30BATb AOCTYMHYW MOBEPXHOCTb MEpPBUYHOW U BTOPUYHOM
YNaKoOBOK JIeKApCTBEHHbIX NpenapaToB (BeTepuUHApHLIX NpenapaToB). BaxHble cBeAeHUs AN NPaBUIbHOTO U
6e30MacHOro MpUMEHEHUA NleKapCTBEHHOrO MpenapaTa (BeTepuHapHOro npenapaTa) [AOJIKHbl YKa3biBaTbCH
MaKCUMMaNbHO KPYMHbIM Kernem wpudTa Ha Haubosiee ONTUMAsIbHbIX MOBEPXHOCTAX YMNaKOBOK.

HaumeHOBaHWe npenapaTa, AO3WPOBKY W, €CAU MPUMEHUMO, obliee copepxaHue aKTUBHOI
dapmaueBTUYeCKON Cyb6CTaHUMM, a Takke NyTb BBeAeHUA HeobxoAWMO pa3melaTb B OAHOM MOJe 3peHus,
MCNONIb3Ys MaKCUMasbHO KpYMHbIl Kernab wpudTa. Ecam Ha Hebonbwoi ynakoBKe HEBO3MOXHO OTpasuTb BcCe
KpUTUYEeCKMe CBeLeHWs B OAHOM Moje 3peHudA, AOMYyCKaeTCA WX pa3MelleHue B pasHbix nonsx. [AnA
COXpaHeHUAa ynoboYMTaeMOCTU MpeAcTaBAAeMblX CBefeHWA HeobXOoAuMO WCNOo/b30BaTbh pauuMoOHanbHoe Mo
OTHOWEHUK K pa3Mepy MCMoJib3yeMoro wpupTa paccToAHUE MexAy CTpokamu U npobesibl Mexzay CnoBaMu.

41. Tpu HaNAW4YUM MecTa Ha MepBUYHOW U BTOPUYHOM YMaKOBKAX AOMYCKAETCA YKa3biBaTb JIOrOTUMbI U
NUKTOrpammbl dpapmaLeBTUHECKOW KomnaHun (GupMbi-npou3BoAUTENA) MPU YCAOBUMU, YTO OHU HE HapywawT
ynobouynTaeMocTb 06s3aTesIbHbIX CBEAEHWNA.

42. lna obecne4vyeHus nNpaBWIbHOW MAEHTUPMKALUKM M BbibOpa NiekapcTBEHHOro npenapaTta (
BETEpUMHAPHOrO npenapaTta) noTpebutensmu (npuobpeTaTenaAmm), a Takxke MpU OrpPaHUYEHHOCTM MecTa Ha



ynakoBke npu paspaboTke AW3aiHa ynakoBKW BO3MOXHO WMCMOSb30BaHME WHHOBALMOHHBIX METOAOB.

43. HeobxoauMmo u3b6eraTb WMCMNOSb30BaHMA co3jaklein 6/MKKU FNSHUEBON, LBeTa MeTal/IuK WAU WHOM
YNaKoBKMW, CHuxalwen ynobo4MTaemMocTb MHPOpMauuMn. He pekomeHAyeTCA WCMNOJb30BaHWE pas/iuyHbIX LBETOB
wpupTa B HaMMEHOBaHUW NeKapCTBEHHOro npenapaTa (BeTepuWHapHOro npenapaTta) WM B OTAENbHbIX BykBax
(cMmBonax) HauMMeHOBaHWA, MOCKONbKY 3TO HEraTUBHO B/IMSET Ha MPaBWIbHOCTb pacrno3HaBaHuA
JleKapCTBEHHOro npenapaTa.

Bo u3bexaHue pucka HemnpaBWbHOIMO MPUMEHEHUA NIeKAapCTBEHHOrO npenapaTa (BeTepuHapHOro
npenapaTta) BCAeACTBME CXOACTBA €ro YNakoBKWM C YMNaKOBKaMU ApPYyruxX NeKapCTBEHHbIX npenapaToB (
BeTEpUHApHLIX NpenapaToB) c/eayeT MPUMEHATb OCO6YH LBETOBYH MAEHTUPUKALMI YNAKOBKU W UHbIE
crnocobbl, NOBbWAWWME BU3yaslbHOE pas3fiMyeHue YynakoBOK. Konu4ecTBO LBETOB, MCMOAb3yeMbiX B Au3aiHe
YyNaKkoBKW, [AOMXHO 6biTb paunoHaNbHO 0H6OCHOBaHO, 4TOObl MaKCUMaJbHO WCK/WYUMTb BEPOATHOCTb
nepenyTbiBaHWA noTpebutenamu (npuobpeTaTenamn) NeKapCTBEHHOrO npenapaTa (BeTepuHapHOro npenapaTta)
. Ons obecneyeHua nNpaBUNbHON UAEHTUOUKALMWM U NPUMEHEHUS NeKapCTBEHHOro npenapata (BeTepuHapHOro
npenapaTta) notpebutenamu (npuobpeTaTenamMu) npu MapKUpoBKe MEpBUYHOW YMaKOBKM cnepyeT
“Ccnonb3oBaTb TOT Xe LBETOBOM AM3aWH, YTO M MpU MapKWpoBKe BTOPWUYHOW YMAKOBKM.

44. MapkupoBKa [O/XHA ObiITb eAWHOW ANA NeKapCTBEHHbIX NpenapaToB (BeTepuHapHLIX NpenapaToBs),
BbiMyCKaeMbiX B obpaleHne Ha TeppuTOpUAX FOCYAapCTB-4YaeHOB. [pW Hanuyuu pasnunyawweinca uHpopmauum
(ycnoBua oTnycka M T. N.) ee yKasbiBawT C MCNONb30OBaHUEM AOMNOSHUTENbHON 3TUKeTKM (CTuKepa) B
cneunanbHO OTBEAEHHOM Moje BTOPUYHOW YNakoBKM. EcnuM Ha BTOpPUYHOM yNakoBKe MpeaycMOTpeHo
npefHasHa4yeHHoe ANA cneuuasbHOM MHPOpMaLMKU rocyAapCTBa-4YleHa Mone, B Hero JONyCcKaeTCA HaHeceHue
Takoi uHbopmaumm (Hampumep, pasHbIl CTATyC OTNYCKa W3 anTe4YyHOW CeTWM WaM chneuumanbHaa uHbopmauuma:
«ynakoBKa AN1A CTauMOHapOB», «MNO FOCYAAPCTBEHHbIM MporpammamM» M Ap.) 6e3 ucnonb3oBaHMA 3TUKETKM (
cTukepa).

Pasmep nonA nnA pasMelleHMA CTUKEpOB He AOJXeH npeBbiwaTb 1/6 obwei naowasn BTOPUYHON
YNakoBKW, MpU STOM [aHHOE MOje He AO/KHO 3aKpbiBaTb MHPOPMAUMIO, MEpBOHAYANIbHO HAHECEHHYH Ha
BTOPUYHYH YNaKOBKY.

45. JnAa opdaHHbLIX MpenapaToB, a Takke ANA OTAeNbHbIX JIeKapCTBEHHbIX MpenapaToB, Mo
COrNacoBaHUK C YMOJIHOMOYEHHbIM OpPraHOM roCyAapCTBa-4Y/eHa, OCYWeCTBAANWMM perucTpauui Takoro
NleKapCTBEHHOro npenapaTta, AOMYyCKaeTCA HaHeCeHMe MapKMPOBKKU C WUCMOJIb30BaHWEM [OMOJHUTE/bHO
3TuKeTkn (CcTUKepa).

46. Tpn MapKUpoBKe PasiUYHbIX A03MPOBOK (KOHUEHTpauuid U T. M.) NeKapCTBEHHbIX MpenapaTos,
BbIMYCKaEeMbIX B BUAE OAHOW NeKapCTBEHHOW GOpMbl, AOKHO ObITb NMpefyCMOTPEHO pa3/IMYHOe LBEeTOBOE
pelWeHWe WNM WHOW crnocob, obecneynBawwuii YeTKoe BU3yaNbHOe BbifesieHMe [O3UPOBKM (KOHLUEHTpauuu u T
.on).

PasnnyHble AO3MPOBKU OAHOIO M TOrO Xe JieKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapaTa)
cnepyeT ykasbiBaTb oAMHakoBo (Hanpumep, 250 mr, 500 mr, 750 mMr, 1000 mMr, a He 1 r). He
JonyckaeTcA yKasbiBaTb KOHeYHble Hy/nuM B ApobHOM 4YacTu Jo3MpoBKM (cnepyeT ykaseiBaTb 2,5 mMr, a He
2,50 Mr). He cnepyeT ucnonb3oBaTb AeCATUYHbIA pasgenuTenb (3anATyw), €C/IM 3TOro MOXHO u3bexaTb (
cnepyeT ykasbiBaTb 250 Mr, a He 0,25 r). W3 coobpaxeHuit 6e30macHOCTU HeobXoAMMO MUCATb C/IOBO «
MUKpPOrpaMM» MOJIHOCTbKW, @ He CoKpawaTb ero. OAHAKO B OTAE/IbHbIX CAy4YaAX NpU BO3HUKHOBEHUU
3aTpyAHEHWI, KOTOpble HEBO3MOXHO YCTPaHWUTb YMEHbllEHUWEM KernA wpupta, AONYCKAETCA MPU HanU4uu
060CHOBaHUA U OTCYTCTBUM OMAceHWh B OTHOWEHWM 6e30MacHOCTM UCMONb30BaTb COKpAaWEHHYW GopMy «MKI»

47. TyTb BBeAeHMA LJO/KEH COBMajaTb C yKa3aHHbM B obuweil xapakTepucTuke AAHHOIO
NIeKapCTBEHHOr O npenapaTta WM UHCTPYKUUW MO MPUMEHEHWUI AAHHOMO BETEpPUHAPHOro npenapaTta M CTpoOro
COOTBETCTBOBATb CTAHAAPTHbIM TepMMHaM. He cnepyeT WCMONb30BaTb HEraTWBHble BbipaxeHusa (Hanpumep: «
He Ans BHYTpMBEHHOro BBeAeHUA»). [onycTuUMbl TOAbKO CTaHAApTHble cokpaweHua (Hanpumep, B/B, B/M, N
/K). Mpo4yne HecTaHAapTHble NMyTU BBEAEHUA cCJieAyeT YKasbiBaTb MONHOCTbW. ECAM MmauueHTam He 3HaAKOMbI
NyTW BBEeAEHWA, B MHCTPYKLUM NO MeAWLMHCKOMY MPUMEHEHWI0 JIeKapCTBEHHOrO MpenapaTa AOMXHbl ObiTb
[AaHbl pa3bACHEHUA. ITO OCOBEHHO BaXHO B OTHOWEHUW NeKapCTBEHHbIX NpenapaToB, AOCTYMHbIX AJA
CaMOCTOATE/IbHOr O MPUMEHEHUA .

48. Ec/v Ha nepBUYHON M (MNM) BTOPUYHON YyNakoBKaX WMCMNOMb3YWTCA TEKCTbl HA HECKONbKMUX
A3blKaX, HeobxoauMmo obecneynTb YeTKoe pas3rpaHMYyeHue TakKuUX TeKCTOB.

49. Bce JaHHble, HaHeECEHHble Ha AYEWKOBYH YNaKOBKY, AO/MKHb OCTaBaTbCA AOCTYMHbIMW ANA



notpebutena BNAOTb A0 W3BAEYEHUA MocnegHeih J03bl. ECAM HEBO3MOXHO HaHeCTM BCe CBEAEHUA Ha KaxAayw
AYenKy TaKoW ynakoBKM, [AOMycCKaeTcA cnocob ux CAy4YahHOro HaHeceHuUs, Mpu KOTOPOM OHMU
pacrnonarawTca € MakKCUMaNbHOW 4acTOTOW Ha MOBEPXHOCTM AYEWKOBOW YNakoBKM. JlonycKaeTcA HaHOCUTb
HOMep cepuu M AaTy UCTeYeHUA cpoKa FOAHOCTWM Ha Kpal A4YeWKOBOW YNakoBKW. [pU HaAU4MM TexXHUYeCKOoM
BO3MOXHOCTMU cnefyeT HaHOCUTb 3TU CBeAeHMA Ha oba Kpas Kaxaow A4EeNKOBOW ynakoBku. Bce Tpebyemble
B OTHOWEHWW MEepBUYHLIX YMaKOBOK CBeAEHUA HeOobXOAMMO HAHOCUTb Ha KaxAayw efuHuuy A03bl GopMbl
BbiMyCKa, coAepxalwein oAHOAO30Bble AYENKOBblE YMAKOBKMU.

NMPUNOXEHME
K TpeboBaHMAM K MapKUpoOBKe
JIeKApCTBEHHbIX CpeAcTB A8 MegUUMHCKOro
NPUMEHEHUS U BeTEepUHAPHbIX
NIeKapCTBEHHbIX CpeacTB

MNEPEYEHb
BCMOMOraTesibHbIX BewecTB, YyKa3bilBaeMblX Ha BTOPUYHOWA
ynaKoBKe JieKapCTBEHHbIX NpenapaToB (BeTepuHApHbIX
npenapaToB) ANA MpuemMa BHYTpb

Kog
BCMOMOraTeNbHOro MoporoBoe copaepxaHue
BelecTBa

A3okpacuTtenu:

CONIHEeYHbI 3aKaT XenTbin Ell0 (5]
a30py6uH (KapMyasuH) E122 0
MyHUOBbI (NOHCO 4R, KOWEeHWNeBbld KpacHbin A) E124 0
6 " W BN

pMﬂﬂM?HTOBHM He?HHM ) E151 o
(4YepHblt 6necTAwniA BN, 4YepHblit PN)
ApaxucoBoe Macso 0
AcnapTam E951 0
FanakTo3a (%]
rnwkos3a (AekcTposa) 0
rnvuepon (ravuepuH) 10 r/posa
N3omanbT (M30MaNbTUT) E953 0

Kanuincopepxawme coeauHeHusn 39 mr/posa



KacTopoBble Macsa NOAM3TOKCUAMPOBAHHbE (Makporona
raMuepuipuumMHoiieaT, Makporona rauuepunruapokcucTeapar)

KoHcepBaHTbI

Kcunuton (KcuauT)

KyHXyTHOe Macso

NlakTnTon (nakTuT)

NlakTo3a

JNlaTekc (Kay4YyK HaTypanbHbIi)

ManbTuTOoNn (ManbTuUT)

MaHHUTON (MaHHWT)

Mo4yeBUWHa

HaTpuiicogepxawuue coeauHeHus

MponuneHraMkonb U ero 3¢upsl

MweHWYHbIN Kpaxman

Caxap WMHBepTHbliA

Caxaposa

CoeBoe Macno

Copbuton (copbut)

deHunanaHuH

dopmanbaerug,

10 r

ES66 0

E965 0
E421 10 r

23 mr/posa

400 mr/kr
AN B3pOCAbIX

200 mr/kr
onAa peTten

E420 0



OpykTO3a 0

3TaHon* (CcnNUPT 3TWNOBLIA) 0

* MpoueHTHoe coaepxaHue (06/06) B XUAKUX JiIeKapCTBEHHbIX popmax.
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