EBPA3UNCKAS DKOHOMUYECKASI KOMUCCUS
KOJLUIEI'AS

PACIHHOPAXKXEHMNUE

«22» nexabps 2015 . Ne 168 r. Mocksa

O npoekre pemenusi CoBera EBpa3suiickoii 3K0HOMHYECKOH KOMHCCHHU
«O0 yrBep:xkaennn TpeGoBaHuil K MADKHPOBKeE JIEKAPCTBEHHBIX CPEICTB
A1 MEIMIMHCKOr0 NPUMEHeHHS H BeTepUHAPHBIX
JIEKapCTBEHHBIX CPeCTB»

1. Onobpute npoekt peutenuss Coera EBpasuiickoil 5KOHOMHYECKOIH
komuccuu «O6 yrBepakaeHun TpeOoBaHHE K MapKHpPOBKE JIEKAPCTBEHHBIX
CPeACTB ISl MEAMIIMHCKOTO NPUMEHEHUSI U BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpelCcTB»  (Ipujaraercs) M IPEICTaBUTh €ro Uis  pacCMOTPEHMs
Coserom EBpaszuiickoif 5SKOHOMHYECKOH KOMHUCCHH,

2. Hacrosimee pacrnopspkeHHe BCTyNaeT B CHIIY IO HCTEUEHHH

10 xanmengapHbIX JHEH ¢ 1aThl €r0 OQHUIHATIEHOIO OIYOIMKOBAHHUS.

B. Xpucrenko




EBPA3BUINCKASI SKOHOMUYECKAS KOMUCCHUA
COBET

PEIMEHMUE

« » 20 1. Ne T

06 yrBep:xkaennu TpeGoBanuii K MApKHpPOBKe
JIEKAPCTBEHHBIX CPEACTB ISl MeJUIHHCKOT0 MPHUMeHeHHUs
U BeTePUHAPHBIX JIEKAPCTBEHHbBIX CPeICTB

B coorBerctBuum co crateedt 30 JloroBopa o EBpazuiickom
JKOHOMHYECKOM coro3e oT 29 masg 2014 ropa, crareeit 8 CornameHus
O eUHBIX TPUHIMIAX M MpaBWiIaxXx oOpaleHus JEeKAPCTBEHHBIX CPEICTB
B paMKaX EBpa3suiicKoro 3KOHOMHYECKOro corosa ot 23 nekabps 2014 rona,
nyHktoM 97 mnpunoxenus Ne 1 k Permamenty paGotel EBpaswmiickoii
SKOHOMHMYECKOM  KOMHCCHH, yTBepkaAeHHoMy Pemenuem  Briciiero
EBpasmiickoro skoHoMHueckoro cosera or 23 gekabps 2014 r. Ne 98,
u Pemenuem Beicmiero  EBpa3uiickoro  3KOHOMHYECKOTO  COBeTa
ot 23 nexkabps 2014 r. Ne 108 «O peanuzauuu CorjiameHdss O eJUHBIX
INpUHIUIIAX M TpaBHiax oOpalleHHsl JIEKapCTBEHHBIX CPEJICTB B paMKax
EBpazuiickoro SKOHOMHUYECKOTO COI03a» Coser EBpazuiickoi
HYKOHOMHYECKOM KOMHUCCHH P € I K JI:

1. YTBepauts TpUIaraéMble TpeboBanus K MapKHPOBKE
JIEKapCTBEHHBIX CPEJICTB JUISi MEAMLMHCKOIO [IPUMEHEHHS! U BETEPUHAPHBIX

JIeKapCTBEHHBIX cpe/IcTB (Aanee — TpeboBaHUsl K MAPKUPOBKE).
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2. Hacrosimee Pemenue BeTymaeT B CHIy IO HcTedeHHH 10
KaJICHIApHBIX IHEW C JaTel BCTyIUIEHHs B cuily CornamieHus O eIHHBIX
NPUHIMIIAX W IpaBUiIax OOpalleHHs JIeKapCTBEHHBIX CPENICTB B paMKax
EBpasuiickoro 3K0HOMHYECKOro coro3a oT 23 nexadps 2014 ronma nubo c
Jartbl BCTymeHus B cuny Ilpotokomna, moanucannoro 2 nekabps 2015 roga,
o mnpucoenuHeHuu PecnyOnuku Apmenus k COrNalieHHIO O €IHHBIX
IPUHIUIIAX M IIpaBUJIaX OOpalleHHs JIeKapCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro 3KOHOMHMYECKOTO coro3a oT 23 gekabps 2014 roma
B 3aBHCHMOCTH OT TOI'0, Kakasi Jara sBiseTcsl Oojee Mo3qHel, HO He paHee
yeM mo wucredeHuM 10 KameHzapHeIX JgHeH ¢ JAaThl  OQUIIHATEHOrO
OnyOJIMKOBaHHs HacTosAlmero PemieHus, 3a WCKIIOYEHHEM ITOJIOKEHHH
YTBEPXKJIEHHEIX HacrosmuM Pemenuem TpeboBanuit kK MapKHPOBKeE,
KacaroliXcs MAapKHPOBKH BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEZCTR.

ITonoxennss TpeOoBaHWil K MapKMpOBKe, KacaloIIHUECs MapKHPOBKH
BETCPHUHAPHEIX JIEKAPCTBEHHBIX CPEICTB, BCTYNAIOT B CHIY C JIaThI
BCTYIJICHUsT B CHJIy TpaBHII PETYJIUPOBAHMs OOpallleHHs] BeTepHUHAPHBIX
JICKapCTBEHHBIX CPEJICTB Ha TaMOXXEHHOM TeppuUTOpuH EBpasuiickoro

SKOHOMHYCCKOI'O COHO3a.

Yiennl Cosera EBpa3uiickoii 3koHOMHYeCKOH KOMHCCHH

Ot PecniyG6iinkn Ot PecniyGiinkn Ot Peeny6imuku Ot Keipreizekoii Ot Poceniickoii
ApmeHust benapych Kazaxcran Pecnybsmiku Denepanun

B.I'aopuneasitn B, MatiomeBckuii  b. Caruatae  O. Ilankpa W Iysasnps



YTBEPKJIEHbI

Pemrenuem Cosera

EBpasuiickoil 3KOHOMHUYECKOH KOMUCCHH
oT 20 r. No

TPEBOBAHUA
K MAapPKHPOBKE JIEKAPCTBEHHBIX CPEeJCTB AJI MeIHIHHCKOTO0
NPHMEHEHHUS U BETEPHHAPHBIX JTeKAPCTBEHHBIX CPeACTB

[. O6miue mooxeHus

1. Hacrosimue TpeOGoBaHHsI yCTaHaBIMBAIOT IMpaBUiIa MAapKUPOBKH,
pa3MelleHHOH Ha YMakoBKax JIEKApCTBEHHBIX CPEACTB ISl MEIULIMHCKOrO
NpUMEHeHUs (fanee — JIeKapCTBEHHBbIE CpeICcTBa) M BETePHHAPHBIX
JIEKapCTBEHHBIX CPEJICTB (J1ajiee — BeTepHHapHBIE CPEJICTBA), BEIITYCKAEMBIX B
oOpaiieHue Ha o0OlIeM pbIHKE JIEKApCTBEHHBIX CPEACTB B paMKax
EBpazniickoro skKoOHOMHUYECKOro coro3a (nanee — Coro3).

2. MapkupoBKa JIEKapCTBEHHBIX CPENCTB (BETEPUHAPHBIX CPEJICTB)
HAaHOCUTCS Ha yYMaKOBKY Ha pYCCKOM s3BIKE M TIPU  HaJUYUU
COOTBETCTBYIOIIMX TpeOOBaHUH B 3aKOHOAATENHLCTBE TOCYAApCTB — UJICHOB
Coro3a (mamee — rocyaapcTBa-ujleHbl) HA TOCYIApCTBEHHOM  SI3BIKE
(rocyapcTBEHHBIX $I3bIKAaX) rocyaapcTBa-ujeHa, Ha TEPPUTOPUH KOTOPOTO
peain3yloTcs JJeKapcTBeHHbIC CpeicTBa (BETEpUHAPHBIE CPEICTRA).

JlomoNIHNTEIbHOE HCIOIB30BAHUE JAPYTUX SI3BIKOB JIOMYCKaeTCs TPH
YCIIOBUH MOJHONW HASHTUUHOCTH UHPOPMALHH.

MapKkupoBKa JIeKapCTBEHHBIX CpeACTB (BETEPUHAPHBIX CPEJICTB) He
JOJKHA TIPOTHBOPEYUTh WIIM MCKAXaTh CBEJACHHUS, CcojeprKaliuecs B

JIOKYME@HTAaxX perucTpallioHHOTO 10Che, U HOCUTh peKIaMHBIA XapakTep.
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3. MapkupoBKa JeKapcTBEHHBIX CpPeJCTB (BETEPHHAPHBIX CPEACTB)
J0JDKHA OBITH JIETKOUUTAaEeMOH, y1000UUTaeMoil, MOHSITHON U IOCTOBEPHOH U
He  BBOOUTH B  3a0myxaeHwe  mnorpeduteneid  (npuoOperareseii)
JIEKApCTBEHHOI'O IIperapara M BETEPHUHAPHOIO JIEKAPCTBEHHOTrO Ipernapara
(masee — BeTepUHAPHBIN Mpenapar).

4. lna  ueneit Hactosux TpeOoBaHWUN HCHONB3YIOTCS IOHSTHS,
KOTOPBIE 03HAYAIOT CIAEAYIOIIEe:

«BTOpHYHAs (IOTpeOUTENbCKasl) yIaKoBKa» — YIAaKOBKA, B KOTOPYIO
MOMEIAeTCsl JIEKAPCTBEHHBIM Ipernapar (BeTepuUHApHBIM Mpenapar) B
[IEPBUYHON WK NMPOMEXYTOUYHOM YIIaKOBKe ISl peau3aliy MoTpeOUTelo;

«MapKHpOBKa» — HH(QOpManus, HaHeCeHHas Ha  YIAKOBKY
JIEKAPCTBEHHOTO CPe/ICTBa (BETEPUHAPHOTO CPEICTRA);

«1epBHYHAs (BHYTPEHHsISI) yIaKOBKa» — yIMaKOBKa, HEMOCPEACTBEHHO
COIIpUKAcAIOIIasicsi C  JIGKQPCTBEHHBIM  CPEACTBOM  (BeTepHHAPHEIM
CpPELCTBOM);

«IIPOMEXYTOYHAsI YIAKOBKa» — YIAaKOBKa, B KOTOPYIO MOXET OBITh
[IOMELICHAa TNEepBUYHAs YNAKOBKa C IEJbI0 JOMOJHUTENLHOW 3allUThI
JICKApCTBEHHOro Ipenapara (BeTepUHAPHOTO IMperapara) WIM HCXOAS H3
0COOEHHOCTEH MNpPUMEHEHMs JIeKapCTBEHHOro IpernapaTta (BETEPHHAPHOTIO
npenapara);

«yIaKOBKa» — Marepual WIH  yCTPOHCTBO, TrapaHTHUPYIOIIEe
COXpaHEHHE KayecTBa JEKapCTBEHHOIO CpeJCcTBa (BETEPUHAPHOTO CPEJICTRA)
Ha  IPOTSHKEHUM  YCTAHOBJICHHOI'O  CpOKa  TOJHOCTH  (XpaHeHHs),
oOecrieuuBarolliee 3alUTy JIGKAPCTBEHHOIO CpeJACTBA (BETEPUHAPHOIO
Cpe/CTBa) OT TMOBPEKICHUH W TOTepb, a TaKKe NpPelOXpaHsIoIIee
OKPYKaIOILIYIO Cpely OT 3arps3HeHUH;

«A4erKoBass KOHTypHasi ymakoBka (OaucTtep)» — rubkas yrnakoBKa C

JIEKAPCTBEHHBLIM CPEJCTBOM (BETEPUHAPHBIM CPEJICTBOM) B OT(hOPMOBAHHBIX



3

AYeliKaX, M3 KOTOPHIX JIEKAPCTBEHHOE CPEACTBO (BETEPHUHApPHOE CPE/ICTBO)
WU3BJIEKAETCS IYTEM BBIABJIMBAHUSI.
MHple TOHATHA HCIOJB3YIOTCS B 3HAUEHHUSX, OMpeAesIeHHBIX
MEXIyHapOAHBIMHU JOIOBOPAMH M aKTaMHM, COCTABIIAIOIIMMU 1paBo Coroza.
Tpebopanus k o0Opa3uaM U MakeTaM YIIAKOBOK —YCTAHOBJIEHEI
NpaBHJIAMH PETUCTPAllMH M OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
MEJIULIUHCKOTO NPUMEHEHUS, YTBEPKAaeMbIMHU EBpazuiickoit

SKOHOMUYECKOH Komuccueil (nanee — Komuccus).
I1. O0uue TpeGoBaHUs K MAPKUPOBKE

5.Ha nepsuyHOH (BHyTpeHHeH) ymHakoBKe (majiee — IIepBHYHAsS
YIIAaKOBKA)  JIEKApCTBEHHOIO  Ipemapara  (BETEPHHAPHOTO  Iperapara)
(3a MCKJIFOYEHMEM JIEKapCTBEHHOIO Ipenapara (BeTepHHAPHOro Mpernapara),
IPEJCTABIISIONEro co00i (pacoBaHHOE JIEKAPCTBEHHOE PACTHUTENILHOE CHIPHE)
yKa3bIBaeTCsl Clle/yrolas HHpopMaIus:

a) TOpronoe HauMEHOBaHUe JIEeKapCTBEHHOTO npemnapara
(BeTepHHApPHOTO MpernaparTa);

0) MexXyHapo/HOEe HelmaTeHTOBaHHOe HauMeHoBaHue (nanee — MHH)
(IIpy HANMYKK) UK OOILIENPUHSATOE (TPYIIITUPOBOYHOE) HAMMEHOBAHHUE;

B) JieKapcTBeHHast hopma;

) 103UpoBKa M (WMJIM) AKTUBHOCTh W (MJIM) KOHIEHTpauus (eciim
[IPUMEHUMO) aKTUBHOH  (apmaleBTHYECKOH CyOCTaHIMKM (aKTUBHBIX
(papmaneBTHUECKHX CyOcTaHIUN);

1) KOJTMYeCTBO JIEKAPCTBEHHOTO npernapara (BeTepuHapHOTO
npenapara) B ynakoBKe;

€) MyTh BBEJICHUSI;
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’K) HAMMEHOBAaHUE WM JIOTOTHI  JepkKaTelsl pPerucTpaluoHHOro
YIOCTOBEPEHHUSI WM [IPOU3BOAUTENS (MPU HEOOXOAMMOCTH) JIEKapCTBEHHOIO
npernapara (HauMeHOBaHUE WU JIOTOTHUIT npaBoobiaaares
PErUCTPALIMOHHOTO YIOCTOBEPEHHS BETEpUHAPHOIO MIperapara);

3) HOMEp CEepHH;

M) JlaTa UCTeUEHHUsl CPOKA FOJTHOCTH («TOJIEH 0. . .»).

6. Ha nepBu4HOli ynakoBke B BHJIE SIUEHKOBOH KOHTYPHOH YIAKOBKH
(bnucrepa) (manmee — svelikoBas YIAKOBKA), KOTOPYIO IIOMEINAIOT BO
'BTOPHYHYIO (IIOTPeOUTENBCKYIO) YITAKOBKY (Janee — BTOPHYHAS YIaKOBKA),
JOIyCKaeTcss  He  yKasblBaTh  HMHQOpMaIuio, PEeyCMOTPEHHYIO
MOAIYHKTAMH «BY», «I» H «e» IyHKTa 5 HacTosnwmx TpeGoBaHuii.

7. Ha mepBUYHOHN yInakoBke HeOOIBLIMX pa3MepoB (00Ias MmIomagsk
TekcTOBOro Tons He Gomee 10 cM”), Ha KOTOPOH HEBOZMOMKHO pPa3MeCTUTH
BCIO  HeoOXoauMyro  HH(pOpMaluio,  JIONycKaercs  He  yKa3blBaTh
MH(pOPMALIKIO, MPEYCMOTPEHHYIO MOIIYHKTAMH «II», «€» W (OK» IYHKTa 5
HacTosux TpeGoBaHHiA.

8. Ha BTOpHYHOH ynakoBKe, a Mmpu ee OTCYTCTBHUM — Ha MEPBUYHON
YIIAKOBKE  JIEKQpPCTBEHHOI'O  Iperapara  (BETEPUMHAPHOTO  Iperapara)
yKa3bIBaeTcs clieqyrolas uaopmMarusi:

a) TOProBoe HAaUMEHOBaHHUE JIEKAPCTBEHHOTO npernapara
(BeTepHHApHOTO Mpernapara);

0) MHH (opu Hanmuuuu) wWad  oOIIeNpHHSATOE (IPYIIIHPOBOYHOE)
HAaNMEHOBAHHUE;

B) HAMMEHOBAHHUS JIepP:KaTeNsl PEruCTPALMOHHOIO YIIOCTOBEPEHHUS H
IPOU3BOAUTEIIS JIeKapCTBEHHOTO mpernapara (HauMeHOBaHUS
mpaBooOJIafaTesnss PEerucTpallioOHHOTO YIOCTOBEPEHHS W HPOU3BOIUTCIIS

BETEPUHAPHOIO Mpernapara);
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r)ajgpec  Jepxkaress  PerucTPallMOHHOTO  YAOCTOBEpPEHHs]  H
IPOU3BOAUTENSL JIEKAPCTBEHHOrO IMperapara (aapec mpaBooOmamaTens
PETHCTPALMOHHOIO  YAOCTOBEPEHHSI M TMPOU3BOJUTENS] BETEPUHAPHOTO
npenapara);

1) TeKapcTBeHHas popma;

€) JO3UpOBKa, M (WJIM) aKTUBHOCTh, W (WJIM) KOHLEHTpauus (ecsu
NpPUMEHHMO) aKTUBHOW  (apmaleBTHUeCKOlH cyOcTaHUMu  (aKTHBHBIX
(dapmaneBTHUECKMX cyOCTaHIINN);

) KOJIMYECTBO  JIGKAPCTBEHHOTO  mpemapara  (BeTEpHHAPHOTO
nmpernapara) B yIaKOBKe;

3) HH(pOpMAaLH O COCTaBE JIEKAPCTBEHHOT'O Mpernapara (BeTepuHAPHOTO
npemnapara);

1) HOMEp CEpHH;

K) JaTa poU3BO/ICTRA;

J1) AaTa UCTEUYEHUS CPOKA FOTHOCTH («T'OJIEH JI0...»);

M) YCIIOBHUSI ~ XpaHeHHUss U [pd  HEOOXOAMMOCTH  YCIIOBHS
TPaHCIIOPTUPOBKH;

H) IIyTh BBEJCHUS;

0) YCIIOBHUSI OTITYCKa;

) NpeAynpeIuTeabHbIE HAAITUCH.

0. lnst mpemapaToB, BBIMYCKAEMBIX KaK ¢ KOHCEPBAHTOM, Tak U Oe3
KOHCEpBaHTa, MPU BBIITYyCKEe MPOAYKIMU Oe3 KOHCepBaHTA MOCHE TepeuHs
BCIIOMOTATEJIHBIX BEIIECTB HA YNAKOBKAX YKA3bIBAETCS — CIIEAYIOINAs
uHpopmauus: «He collep>kUT KOHCEpBaHTa.

10. IIpomesxyTouHasi ynakoBKa, He MO3BOJIsAOIIasi Oe3 HapylleHHs ee
LEJIOCTHOCTH MIPOYECTh HHPOPMAITHIO HA MEPBUYHOM YIAKOBKE, KAK MHHUMYM

JIOJIZKHaA TTOBTOPATH HHqJOpMaHH}O, YKa3aHHYIO Ha HepBH‘IHOﬁ YIIaKOBKE.
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11. Ha ynakoBke akTHUBHBIX (hapMalleBTHYECKHX  CYOCTaHIIMM
yKa3bIBaeTcs cielyromas HHpopMarus:

a) TOProBoe HAaMMEHOBaHHWE aKTUBHOU (hapMalleBTHYECKOH CyOCTaHITNH
(npu HANTUUUK);

0) MHH wunu obienpunsToe (TpyninupoBOYHOE) HAUMEHOBAHHE;

B) HAUMEHOBAaHHE " aapec [IPOU3BOAUTEIIS aKTUBHOM
(apmaneBTUYECKOI cyOCTaHLIUY;

') HOMEp CepuH;

1) AaTta IpOU3BOJCTBA;

€) KOJIMYECTBO aKTUBHOHU (hapMalleBTHUeCKO! CyOCTaHI[MU B YIIAKOBKE;

) 1aTa MCTEUYEHUS CpoKa TOAHOCTH («rofeH [0...») HWIH, €ClH
Mpe1yCMOTPEHO, JaTa MOBTOPHOIO UCIILITAHUS;

3) YCIOBUSI XpPAHECHHUS;

M) Ha3HayeHue.

12. Ina kommekTa (JIGKApCTBEHHBIM Ipenapar (BeTepHHAPHBIH
Ipenapar) ¢ pacTBopureseM (pazbaBuTesieM)) Win Habopa (KOMIUIEKTa U3 2 U
Oonee JEKApCTBEHHBIX IIpernapaToB (BEeTEPHHAPHBIX IIpernapaToB)) Ha
BTOPUYHOM  yNakoBKe  JOMOJHHUTEIBLHO  yKa3blBaeTcs  CIIEAyrolas
UH(hOpMaIus:

a) CBeJICHHS1 0 KOMITOHEHTaX KoMIuIeKkTa (Habopa):

HAHMEHOBaHHS KOMITOHEHTOB;

NO3UpOBKAa W (WMJM) aKTHMBHOCTb, W (MJM) KOHLEHTpalus (eciu
IPUMEHUMO) aKTUBHON  (apmalleBTHUeCKOM cyOcTaHIMu  (aKTHBHBIX
(apMalieBTHYECKUX CYOCTaHLIN);

nHpOpMaLus O COCTaBe,

KOJIMYECTRO;

HOMep cepuu (B COOTBETCTBUM C MyHKTaMu 28 u 29 HacTosux

TpeboBannii);
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O) cBelleHUS] O HAaJIMYUKM BCIOMOTATENBHBIX MEIUIUHCKUX M3IETHH
(LM pHUIB], TAMIIOHEI, YCTPONCTBA JIJIsl BBEJEHUS M T. I1.).

13. He nomyckaercss HAaHOCUTh Ha YNAKOBKY BBIOOPOYHEIE CBEIEHHUS,
yKa3aHHbBIE B paszjieliax «KIMHUYECKHe NaHHbIe» M «(hapMakoInHAMHYECKHE
CBOMCTBa» 00IIel XapaKTepHUCTUKH AaHHOTO JIEKAPCTBEHHOIO Mpernapara u
DKBUBAJIEHTHBIX pas3fiellax UHCTPYKLUMU [0 MEIULMHCKOMY MPUMEHEHHIO
(TucTKa-BKJIAbIIIA) JAHHOTO JIEKAPCTBEHHOT'O Mpernapara.

JomyckaeTcss HAHOCHTb Ha YMNakOBKY TEKCT MHCTPYKIHH I10
MEIUIUHCKOMY  IPUMEHEHWIO0  (JMCTKa-BKJIAABIIIA)  JIGKAPCTBEHHOT'O
nmpernapara d TEKCT HHCTPYKLHUM [0 NPUMEHEHHIO (JIMCTKA-BKJIAIBIIIIA)
BETEPHUHAPHOIO IIpenapara.

14. Jlomyckaetcs pasMellenue Ha BTOPUYHOMU yIIaKOBKE
JIEKApCTBEHHOI'O MpenapaTta (BeTepUHApHOTo IMpernapara) AONOJHUTETBHON
uHbopMaIUH npu yCIIOBUH ee COOTBETCTBUS JIOKYMEHTam
PErUCTPALIMOHHOIO JJOChE.

Jlomyckaercs pasMmelnieHue Ha yIaKOBKe ITPUX-KOJIa,
ronorpauyeckux M APYTHX 3alIATHBIX 3HAKOB, CTUKEPOB, AyOIHMpoBaHHE
TEKCTa MapKUPOBKH C HCIIOJIBL30BAHUEM JAPYIUX sI3bIKOB W wipudTa bpaitns,
pa3MelleHle CUMBOJIOB MJIM IHUKTOTPaMM, KOTOpbIE OMOTAT Pa3zbsICHHUTH
MHQOPMALIMIO O JEKapCTBEHHOM IIpernapare (BeTepUHAPHOM IMpemnapare)
NOTpeOUTesto (MprHodpeTaTeNio).

15. 1Ipy HayM4yuu B NPOMEKYTOYHOM WM BTOPHIHOH YIIAKOBKE
JIEKapCTBEHHOIO npenapara MaKeTUKOB (Mm TabJIeTOK) C
BJIArOIIOIIOTUTENIEM HAa HMX JIOJDKHA OBITh HaHECeHa MpeayIpeauTe/bHas
MapKUpPOBKaA COOTBETCTBYIOLIEIO cojiep:kaHus: « Cuiukaresb, He Cheqo0HO,
BJIArOIIOTJIOTUTEIb .

16. Ha tpancnopTHO#l Tape ymakoBkM HepachacoBaHHOW MPOIYKIHH

yKaszblBaeTcs cieaytonias nHpopmalus:
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a) TOProroe HalMEHOBaHUE JIeKapCTBEHHOT'O npemnapara
(BeTepuHaApHOrO Mpernapara);

0) nekapctBeHHast popma;

B) MHH;

T') JO3UPOBKA;

1) HAUMEHOBaHUE IMPOU3BOIUTEISA, CTPaHa;

€) KOJINYECTBO YMAKOBOK B TPAHCIOPTHOH Tape (ecau MpoayKIus
HepacgacoBaHHas, MOXKET OBITh YKa3aHa Macca HETTO U Macca OpyTTo);

) YCIIOBUSI XpaHEHUST;

3) HOMEp Cepuu;

1) JaTa [POU3BOJICTBA;

K) JaTa UCTeUYeHHs CPOKA TOAHOCTH («TOJEH J10...»).

ITpy HeoOXOAMMOCTH MOXET OBITh YKa3aH JOTOTHIT MPOH3BOIUTEIS
MPOAYKIMH, YCIOBUSI TPaHCIOPTHUPOBKH, MpEAyNpeaUTeSbHble HaIMUCH U

MaHUITYJIITOPHBIE 3HAKH.
III. TpeboBaHMs K TEKCTY MApKUPOBKH

17. Toprosoe HalMEHOBaHUe JIEKapCTBEHHOTO npernapara
(BeTepuHaApHOIrO Iperapara) yKa3blBaeTCs Ha YIAKOBKE B HMEHHUTEILHOM
nasexe.

JUisi  exapCTBEHHBIX PACTHUTENBHBIX —IPEnaparoB  JOMOJIHUTEIIBHO
YKa3bIBAaETCs HAaUMEHOBAHHE JIEKAPCTBEHHOIO pACTUTENIbHOTO ChIPbSl WM
aKTMBHOH (papMalieBTUUECKOH CyOCTaHLUH PACTUTENILHOTO MPOUCXOMNKICHMUS
Ha JIaTUHCKOM $I3bIKe (3@ HCKJIIOUeHHEM HauMeHOBaHusi cOOpOB) BO
MHOXXECTBEHHOM YHCIIe (32 HCKJIIOUEHHEM CJIOB «TpaBay» M «Kopa») U BHUA
(pacoBaHHOM  MpoOAyKIHH  (HAmpuUMep,  «IeJbHas»,  «HU3MEIBYCHHASY,

«TIOPOLLIOK» U T. I1.).
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18. MHH akTuBHBIX (hapMaleBTUYECKUX CyOCTaHIMH B cocTaBe
JICKapCTBEHHOTO IIpernapara (BeTepUHApHOTrO IMperapara) YKa3blBaeTCsl Ha
pycckoM M (WIM) aHIMHCKOM sI3bIKaxX (B COOTBETCTBUM C AHIIMHCKOM
penaknuen mnepednss MHH BcemupHoil opraHuzanmu 3apaBOOXpaHEHHS)
B UIMEHUTEJILHOM IaJIeKe.

B cmyyae orcyrerBus  MHH  ykaseiBaeTcs  o6uienpuHsTOE
(rpynnMpoBOYHOE) HAWMEHOBAHHE Ha PYCCKOM A3BIKE B HMMEHUTEIHHOM
najexe.

Homyckaercss  He  ykaseBare MHH — wimm oGmenpunsaroe
(TpyMIIMPOBOYHOE) HauMEHOBaHHE JIEKapCTBEHHBIX npenaparoB
(BeTepUHAPHBIX MPENapaToB) B Cilyvae ero MOJHOIO COBIAACHHS C TOPIOBBIM
HaMEHOBaHUEM.

B OTHOIIEHMM TeTepOJIOrMYHBIX CBIBOPOTOK  YKA3LIBAETCS  BUJL
YKHBOTHOI'O, U3 KPOBU WJIM IJIA3MBI KOTOPOTO OHH MOJYUYEHHI.

JJist  JIeKapCTBEHHBIX — IpenaparoB  (BETEPHHAPHBIX  IIPEIApaToB)
Ouosornyeckoro  mpoucxoxkiaeHus ~ npu  orcyretsun MHH  wim
OOIIENPUHSTOrO (IPYHITHPOBOYHOIO) HANMEHOBAHMS YKA3bIBAETCS UCTOUHUK
IOy YeHHUsI IIpernapara.

Jist pagnoapManeBTHUECKUX JIEKAPCTBEHHBIX CPECTB (BETEPHHAPHBIX
CPEIICTB) YKa3bIBalOTCSI CHMBOJI XHMMYECKOTO 3JEMEHTa ¢ HHAEKCOM
PaTMOHYKINIA U MEXKIAYHAPOAHBIH CHMBOJI PaIHOAKTHBHOCTH.

19. HaumenoBanust jiepxatessi perHCTPAlMOHHOIO YJOCTOBEPEHHS U
MIPOU3BOTUTES JIEKapCTBEHHOTO nperiapara (HaMMeHOBaHUS
npaBooOIafaTessl PErucTPallMOHHOTO YAOCTOBEPEHHS M INPOM3BOIHUTEIS
BCTEPMHAPHOIO IIpernapara) yKa3plBalOTCS B HMCHHUTEIILHOM  Iafeike.
B chyuae ecnu B IPOM3BOACTBE YUYACTBYIOT HECKOJIBKO MPOU3BOMUTENEH,

00s13aTeJILHO YKa3bIBACTCA HAMMEHOBAaHHE MPpOU3BOAHUTECJIA,
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OCYLIECTBJISAIOLIETO BBIIYCKAIOLMI KOHTPOJb KauecTBa JICKAPCTBEHHOIO
CpeacTBa (BeTepHHAPHOIO CPEACTBA).

B ciydae coBnageHHs HaUMEHOBAHHWI JepiaTelisi perucTpaliMoOHHOIO
YAOCTOBEPEHUSI U NIPOU3BOIUTEIS JIEKapCTBEHHOTO npernapara
(HauMeHOBaHUI NpaBooOafaTeNss PErUCTPALHOHHOTO YAOCTOBEPEHHS U
[POM3BOAMTENS  BETEPUHApPHOrO  Mperapara)  yKa3blBaeTcsi  TOJBKO
HauMEHOBAaHHE JepKaTess PErucTpalluOHHOTO YAOCTOBEPEHUSI
JIEKapCTBEHHOr0  Ipemapara  (IpaBooOJiajaTensi  perducTpaliMOHHOIO
YAOCTOBEpPEHUsI BETEpUHAPHOTI'O IIpernapara).

IIpy HEoOXOOUMOCTH YKa3bIBaeTCsi HAUMEHOBAaHHE OpraHHU3al|H,
ocylecTBistomIed (HacoBKy U (MIH) YIAKOBKY, C MPEALIECTBYIOIIUM CIIOBOM
«pacgacoBaHO» U (HITH) «YTaKOBaHO», «YTTAKOBITHK).

20. Anpeca yka3blBalOTCsl COKpAILEHHO (CTpaHa WM CTpaHa WU TOpOJ)
WM ITOJIHOCTBIO, AOIIOJIHUTENBHO JIOMYCKAeTCs yKa3aHHe HOMEpOB TelnedoHa,
(axca, agpeca dIEKTPOHHOM MOYTHI.

B cnyuae ecnum pgepxkareneM perHCTPalldOHHOIO  yJIOCTOBEPEHHS
JICKapCTBEHHOI0  Ipemapara  (mpaBooOyagaTesieM  PeruCTPalMOHHOTO
YAOCTOBEPEHUsI BETEPUHAPHOIO IIperapara) sBJSETCSl POWU3BOIUTEIIb
JIEKapCTBEHHOTO Mpenapara (BeTepHHApHOTo Iperapara), YKasblBaeTcsl TOJbKO
aJlpec JepxKaTells PerucTpallMOHHOTO yIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara  (mpaBooOmiagaresisi  PerHCTPAlHOHHOTO  YJIOCTOBEpPEHHS
BETEpUHAPHOTO Mpernapara).

21. lo3upoBka, 1 (UM) aKTHBHOCTb, U (MJIM) KOHUEHTPAIMsT aKTHBHON
(dapmaneBTHYeCKOH cyOCTaHIMK (aKTUBHBIX (DapMalleBTHYeCKHX CyOCTaHIIHI)
YKa3bIBaIOTCS C 00513aTeNILHBIM YKa3aHHEM SJIMHUI] H3MEPEHHSI.

22. KonuyecTBO JIEKapCTBEHHOIO CpelicTBa (BETEPUHAPHOTO CPEJICTRA)
B YNAKOBKE YKa3bIBaeTCsl IO Macce, O0beMy WM KOJHYECTBY €JIHUHHIIL

JIO3UPOBAHMUs B 3aBUCUMOCTH OT JIEKApCTBEHHOH (POPMBI M THIIA YITAKOBKH.
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JUisl IeKapCTBEHHBIX PACTUTENILHBIX MPErapaToB Macca JIeKapCTBEHHOTO
PacTUTENIBHOTO CBIPbs U (MJIM) aKTUBHOM (apmalleBTUYECKOH CyOCTaHIHH
PacCTUTENIBHOTO IIPOUCXOXKACHHUS YKa3bIBAETCS TMPH MX  OINpeJeeHHOM
BIIQKHOCTH.

Jlo3upoBKa (aKTUBHOCTH) OMOJIOTUUECKOTO JIEKApCTBEHHOIO Iperapara
BBIPA)KAETCSI B COOTBETCTBUM C TPeOOBaHMSIMH K HHCTPYKIHH 1O
MEIUIIMHCKOMY MpPHUMEHEHHUIO JICKApCTBEHHBIX IpenapatoB W oOIei
XapakTepUCTUKe  JIGKAPCTBEHHBIX  MpernaparoB  JUISl  MEAHUIMHCKOTO
IIpUMEHEHUs, yTBEep)KaaeMbIiMU Komuccuei.

st panuodapMaIeBTUIECKUX JIEKapCTBEHHBIX npernaparoB
(BeTepuHApHBIX  TpeMaparoB)  yKa3blBaeTCs  KOJMYECTBO  €IHMHHIL
PasiMOaKTUBHOCTH B J103€ HJIM TIEPBUYHOHN yITaKOBKe.

23.B  cocraBe  JIeKapCTBEHHBIX  IpernaparoB  (BeTepUHApPHBIX
[penaparoB) yKa3blBalOTCS aKTHBHBIE (hapMalleBTHUECKHe CyOCTaHIUu
(KOMITOHEHTBI) U UX KOJIMYECTBO.

24.B  oOs3aTeNbHOM — IOpSIIKE  BCIIOMOTrarejibHblE  BelecTBa
(KOMITOHEHTHI) YKA3bIBAIOTCS B CISMYIOIMINX CIIyYasix:

a) U JIEKapCTBEHHBIX IpernaparoB (BeTEPUHAPHBIX IperaparoB) Jis
[puemMa BHYTPb Ha BTOPMYHOH YIAKOBKE, €CJIM OHM BKIJIIOYEHBLI B IEepeueHb
BCIIOMOTaTeIbHBIX BEIIECTB, YKa3bIBAEMbIX Ha MEPBUYHBIX H BTOPHYHBIX
yIaKOBKaxX JIEKAaPCTBEHHBIX TMPEraparoB (BETEPHHAPHBIX IPEHaparToB) s
IpUeMa BHYTPb, COINIACHO MPUIIOKEHUIO K HACTOSIIUM TpeboBaHMSIM;

0) U1t JIeKapcTBEHHBIX MpenapatoB (BEeTepUHAPHBIX MpPEnaparoB) s
UHDBEKLHH, a TakXkKe JIPYTHX JICKAPCTBEHHBIX TPENaparoB, BBIMTYCKAEMBIX B
amIysiax ¥ (rakoHax eMKOCTbiO J1o 10 MJT Ha BTOPUYHON YMAKOBKE B MOJTHOM
COCTaBe;

B) JUIsl JIGKAPCTBEHHBIX TpenapaToB (BeTepHMHAPHBIX MpernaparoB) Jis

WHTaJSIMH Ha BTOpH'-IHOf;I YIIAKOBKEC B ITIOJIHOM COCTAaBE,



12

r) VISl JIEKAPCTBEHHBIX IIperaparoB (BeTepUHAPHBIX MPENaparoB) s
MECTHOTO U (WJIM) HApy>KHOTO NIPUMEHEHHUsI Ha BTOPUYHOU YITAKOBKE B ITOJIHOM
COCTaBe;

1) Ul JIEKQpCTBEHHBIX IIpenaparoB (BETEpPUHAPHBIX IIpernaparoB),
MPUMEHSIEMBIX B O TaIbMOJIOTMH HA BTOPHYHON YIIAKOBKE B ITOJTHOM COCTABE;

e) Uit MH(QY3UOHHBIX pacTBOPOB HA BTOPUYHON U MEPBHYHOMN yIIaKOBKaX
B [IOJIHOM COCTaBe.

Jlepxxarenb  perucTpalMOHHOTO  YIOCTOBEPEHHUsI  JIEKAPCTBEHHOTO
npenapara (mpaBoobaaTesNs PErucTPalHOHHOIO YAOCTOBEPEHHUS
BETEPUHAPHOIO  IIperapara)  BOpaBe  yKa3aTh  TOJHBIA  COCTaB
BCIIOMOT'aTe/IbHbIX BEIIECTB (KOMIIOHEHTOB) Ha YIIaKOBKaX.

Jist MHQY3UOHHBIX PACTBOPOB Ha MEPBHUHON M BTOPHUYHOM YIIAKOBKAX
YKa3bIBaeTCs TEOPETUUECKOE 3HAYEHUE OCMOIISIPHOCTH (OCMOITISITBHOCTH).

JUts IMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MMpenaparoB (BeTepHHAPHEIX
IpenapaTtoB) Ha BTOPUYHOH YIAKOBKE YKa3bIBAETCS  KOJHMYECTBEHHOE
COZIepXKaHUE KOHCEPBAHTOB, COPOSHTOB U aIbIOBAHTOB.

25. Cocras rOMEOIaTHUeCKUX JIEKapCTBEHHBIX [IpENaparoB
(BeTepuHaApHbIX  IIpENaparoB) YKa3bIBae€TCs  COMIACHO  TEePMHHOJIOTHH,
IPUHATOH B roMeonaTWd: Ha3BaHUs TOMEONAaTHUECKUX (hapMaleBTHUECKUX
CYOCTaHLMM NPUBOAATCS HA JIATUHCKOM SI3bIKE C YKa3aHHWEM IIKaJIbl U CTEICHH
UX PAa3sBEICHUs, HA3BaHUsI BCIIOMOIaTebHBIX BEILICCTB TPHUBOMAATCS Ha
PYCCKOM SI3BIKE COITIACHO JOKYMEHTAM PEruCTPaAUuOHHOIO JJOCKE.

26. /lng  NeKapCTBEHHBIX  PACTUTENbHBIX  MPENaparoB,  KOTOPHIE
MPECTABIAIT COOOH (pacoOBaHHOE JIEKAPCTBEHHOE PACTHTENBHOE CBIPhE,
COCTaB yKa3bIBaeTCsl TOJIBKO JIJIs1 COOPOB.

27.CcbUIKM Ha CTaHAApThl KOHTPOJISI KadecTBa Ui aKTHBHBIX
papmaneBTHUYecKUX cyOcTaHUMi W (MJIM) BCIIOMOTaTeNbHBIX BEIUECTB HE

YKa3bIBAIOTCSI.
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28. JlomyckaeTcs He yKa3blBaTh aTy MPOU3BOJCTBA, €CJIM OHA BKJIIOYEHA
B HOMEp CEepHH.

29.JIns  xomrulekta (JIeKapCTBEHHBIH mpernapar  (BeTepUHApPHBIH
[Iperapar) ¢ pacTBopuresieM (pazdaButesieM)) WM HaOopa (KOMILIEKTa U3 2 U
Oonee  JIeKApCTBEHHBIX  MpenapaToB  (BeTEpPMHAPHBIX  IIPEIaparoB))
JOTOJIHATEIbHO Ha BTOPUYHYIO YIMAKOBKY HAHOCATCS HOMEpa Cepuil Bcex
JIEKapCTBEHHBIX TMpenaparoB (BEeTEpPHHAPHBIX IMpENapaToB), BXOASIIUX B
KOMILIEKT (HAabOp), HIIK HOMEp cepuu KoMIuieKkTa (Habopa).

30. IIpu HaHeceHUU [aThl UCTEUEHMsSI CPOKA TOJHOCTH JICKAPCTBEHHOTO
npenapara (BETEpUMHAPHOTO Ipernapara) Ha YIMAKOBKE YKa3BIBAIOTCS MeCHI] U
rof (TMpu 3TOM TMpH YKa3aHWU MecsIa MO JaToi HCTeueHHUsl CpoKa roJHOCTH
[0/1pa3yMeBaeTcsl MOC/eIHEe YUCIIO YKA3aHHOTO MECSIIA).

IIpy HEOOXOOMMOCTH YKa3bIBAIOTCS CPOK M YCIOBHS XpaHEHHS
JIEKapCTBEHHOI'0 Iipenapara (BETepUMHAPHOrO Mpenapara) TIocjiae MepBOro
BCKPBITHS NEPBUYHON YIAKOBKM WJIM CPOK M YCIIOBHS XpaHEHMs TOCIe
NPUTOTOBJIEHUS WM pa30aBleHHs pacTBOpa (CYCIEH3HH) B COOTBETCTBUHU C
MHCTPYKLUMEH MO MPUMEHEHUIO JIEKApCTBEHHOTO Ipemnapara (BeTepHHAPHOTO
npernapara) U JaHHbIMH 0 U3YyUEHHUIO CTAOMIBHOCTH C YUETOM IOJIOKESHHH,
YCTaHOBJIEHHBIX  TPeOOBaHUSMH K  MHCTPYKIMH TIO0  MEIUIUHCKOMY
IIPUMEHEHHUIO JICKApCTBEHHBIX IIpenaparoB M O00IIeH XapaKTepHUCTHUKE
JIEKapCTBEHHBIX MPeraparoB sk MEAUIIMHCKOTO TTPUMEHEHHSI.

J1s1 KOMITIeKTa (JIeKapCTBeHHbIN Mpenapar (BeTepruHapHbIN Mpernapar) ¢
pactBoputeneM (pa3baBurenemM)) uiu Habopa (komruiekta W3 2 U Oonee
JIEKapCTBEHHLIX IIperaparoB (BETEpHUHAPHBIX IIPENaparoB)) Ha BTOPUUYHYIO
YIAaKOBKY HAHOCSTCS IaThl MPOU3BOACTBA KAKIOTO KOMIIOHEHTA JIMOO eIrHas
Jlata BBIIIyCKa JTaHHOTO KOMIUIEKTa (Habopa), a Takke JaThbl HCTEUYEHHUS] CpoKa
FOJHOCTH Ka)KJIOTO KOMITOHEHTa 00 YKa3bIBAeTCSl €/IMHAsl Jara HCTEUeHHUs

CpOKa roJJHOCTH KOMILIeKTa (Habopa).
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B cinyuae ecnu ykaszaHbl J1aThl MCTEUEHHS CpPOKA TOJHOCTH KayKIOroO
KOMIIOHEHTa B OTJIEJIbHOCTH, TO Jara MCTeYeHHs] CPOKa IOAHOCTH KOMILIEKTa
(nabopa) onpenensiercs o Hauboliee paHHelH 1aTe HCTEUEHHS CPOKA FOIHOCTH
KOMITOHEHTOB, BXOIAIIMUX B KOMIUIEKT (HaOOp).

31. /Ins JeKapCTBEHHBIX pPacCTUTEIbHBIX IPENapaToB MPHBOJUTCS
METOJMKA IIPUTOTOBJIEHUS BOJHBIX W3BJCUEHHH C yKa3aHWeM YCJIOBHMH
XpaHeHUs U CPOKa FOJHOCTH BOJHOTO U3BJICUYEHHUSI.

32. Cnoco® npumeHeHuss (MyTh BBENCHHs, CIOCOO BBEIEHMS)
YKa3bplBaeTCss B COOTBETCTBUM C OOIIeH XapaKTepUCTHKOH HaHHOTO
JIEKapCTBEHHOI'O IIperapara W MHCTPYKUMEH 10 TMPUMEHEHHUIO JIaHHOTO
BeTepuHapHoro nmnpemnapara. [lyte BBenmeHust (crmoco® BBeEHHS) He
YyKa3plBae€TCs, €CIM OH BKJIKOYEH B Ha3BaHHE JIEKAPCTBEHHOH (HOPMBEI.
[lomyckaercst He yKas3bIBaTh CHOCOO MPUMEHEHHUs JJisi TaOJeTOK W Karcyl,
npeaHa3HaYeHHBIX JIJIS IpUeMa BHYTPb.

JlonyckaeTcss HAaHOCHUTh HAAMKCH CIEAYIOIIero cofaepskanus: «Crocob
IPUMEHEHHS: CM. HHCTPYKLHIO [0 MEAMIMHCKOMY MPUMEHEHUIO0 (JIMCTOK-
BKJIQJIBIII)» [JIsl JieKapcTBEHHOro Impenapara win «Crocod NpuMeHeHHs:
CM. MHCTPYKLHUIO MO MPUMEHEHHIO (JIMCTOK-BKJIAABIII)Y» UIsI BETEPUHAPHOTO
npernapara.

33. Ha mepBuuHOM ymakoBKe HeOOJBIIMX pa3MepoB (00Imias Miomaib
TEKCTOBOTO TIOJIs He Gomee 10 cM°), Ha KOTOPOH HEBO3MOKHO Pa3MECTHTD BCIO
HeoOXxouMyl0  MH(OPMALMIO, JIOMYCKAETCS  KCIOJIb30BaTh  CIIEAYIOIIHE
OOLLEIPUHSITBIC COKPALLEHUS TYTH BBEJIEHUsI HHBEKIIMOHHBIX JIEKAPCTBECHHBIX
npenaparoB (BeTEpUHAPHBIX IpenaparoB): «B/B» (BHYTPUBEHHOE BBeElEHHE),
«B/M» (BHYTPHUMBIIIEYHOE BBEACHUE), «I1/K» (TTOAKOKHOE BBEICHHE).

34.1lpu HanuyuM [OCTATOYHOrO TEKCTOBOTO TIONs HaA YIaKOBKe
MPEANOUTUTENILHO HaHECEHHe NMOJIHOH HH(OpMalMKU O crocobe NMpUMeHEeHHs

JIEKapCTBEHHOIO TIpenapara B COOTBETCTBUM € 0OLIEH XapaKTepUCTHKOH
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JIAaHHOTO JIEKApCTBEHHOIO IIpernapara, a BETepUHAPHOIO IMpernapara —
B COOTBETCTBUU C UHCTPYKLUEH MO €ro MpuMeHeHHIO.

35. OcobeHHOCTH MapKHPOBKH JIEKapCTBEHHBIX [pernaparoB
(BeTepUHApHBIX IIPENaparoB), OTHOCALIUXCS K HApKOTUYECKUM CpEeACTBaM,
IICUXOTPOIIHBIM  BELIECTBAM U HMX [peKypcopaM, YCTaHABIMBAKOTCS
B COOTBETCTBHUHU € 3aKOHOAATEIBCTBOM I'OCY1apCTB-UJIEHOB.

36. YcioBust  OTIIycKa JIGKQPCTBEHHOrO — Mperapara  yKa3bIBarOTCs
B COOTBETCTBUM C OJOOpPEHHOHM MpU pEerucTpaldyd KaTeropuei OTIMycKa,
IIPUCBOCHHONW € YY€TOM IIPaBHJI OIPEAE/EHUs KaTerOpuil JIeKapCTBEHHBIX
IpernaparoB, OTIyCKaeMbIX 0e3 peuenta M IO PELENTy, YTBEPKIAEMBIX
Komuccueii, a yciioBusl OTIIycKa BETEPHUHAPHOIO Mpenapara — B COOTBETCTBUU
C HHCTPYKLIMEH IT0 ero NpUMEeHEeHHUIO.

Jns nexapcTBEHHBIX — IIpernaparoB  (BETEpUHAPHBIX  [PErnapaTroB),
pealM3yeMbIX TOJBKO Ul CTalMOHApOB, HA YIMAaKOBKE YyKa3blBacTCs
cnenyronasi uH(GopMmarms: «/lyis craioHapoBy, MpU 3TOM YKa3aHUE «IIO
petienity » («0Oe3 pelernTay) He IPHUBOAUTCS.

37.Ha BTOpHYHYIO YIAKOBKY 00s3aTe€/IbHO HAHOCSITCS CIIEAYIOUUe
IpenynpeanTenbHble HaAIUCH U CUMBOJIBL:

a) «XpaHUTh B HEAOCTYIIHOM JJIs IeTeit MecTey;

0) «CteprbHOY (7151 CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJICTB);

B) «AnTuTena k BUU-1, BUY-2, Bupycy renarura C ¥ 10BEpXHOCTHBIH
aHTUIeH BUpyca renaruta B He oOHapykeHbI» (/715 IeKapCTBEHHBIX CPEICTB,
IOJIyYEHHBIX U3 KPOBH, TJIa3Mbl KPOBH, OPraHOB U TKaHEH Ye/l0BEKa);

r) «[omeonarnueckuit» (11 rOMEONMaTHYECKHWX  JIEKapCTBEHHBIX
npernaparoB (BeTepUHAPHBIX MPENapaToB));

1) 3HaK paJIMalldOHHON OMacHOCTH (sl paguodapMalieBTHIeCKHX

JIEKapCTBEHHBIX CPECTB (BETEPUHAPHBIX CPENICTB));
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e) «lIpomyxius nporuia paaualiOHHBIHI KOHTPOJIb
(st JIEKapCTBEHHBIX  TpernapaTtoB  (BETEpUHAPHBIX  IIperaparoB),
peACTaBIAIOUMX 000l (hacoBaHHOE JIeKapCTBEHHOE PaCTHTEIHHOE CHIPEE);

X) «/ls BeTepruHapHOTO MpUMEHEeHUsI (/17151 BeTepUHAPHBIX CPEICTR).

[Ipn HEoOXOAMMOCTH Ha YIAKOBKY HAHOCSTCS JPYrHe HaJIUCH MU
CUMBOJIBI IIPEAYIPEAUTEBHOIO XapakTepa, €CIM OHHM MPeayCMOTpPEHBI B
HOPMaTUBHOM JIOKYMEHTE 10 KaueCTBY Ha mpernapar.

38. B mapkupoBKke TIOMeonaTH4YecKoro JIeKapCTBEHHOTO IIperapara,
3aperMCTPUPOBAHHOIO 10  YIOPOUICHHOW  MpOLEAype  perucTpaiuu
(B COOTBETCTBUU C IPaBUJIIAMH PETHCTPAIMH M DKCIIEPTH3BI JIEKAPCTBEHHBIX
[pernaparoB Jisi MEIULUHCKOTO TPUMEHEHHUsI), JOJDKHBI OBITh YKa3aHbl
UCKJIIOUUTENBHO CIIEAYIOUUE (M HUKAKKUE JpYrue) CBeACHHUSI:

a) Hay4yHoe HauMEHOBaHHE roMeonaru4ecKou HAaCTOWKHU
(roMeomaTMUecKUX HACTOEK) C YyKa3aHHEM CTeleHH ee (MX) pa3BeleHUs
(c ucnonp30BaHMEM CHMBOJIOB (apMakoreH, KoTopas yKazaHa sl JaHHOM
IpOLEIypbl PErucTpalud TOMEONaTHUECKUX JIEKAPCTBEHHBIX MpernapaToB
B COOTBETCTBUHU C IPaBUJIAMHM PErHCTPALMMd U IKCIEPTU3BI JIEKAPCTBEHHBIX
IpernaparoB i MEAULUHCKOro mpuMmeHenus)). Ecnu romeonaruyeckuii
JIEKApCTBEHHBIN Ipernapar COCTOUT U3 2 U 0oJiee roMeonaTruyeckux HacToek,
JIOIyCKaeTcs JOIOJIHATE HAy4YHOE HAMMEHOBAaHHWE HACTOEK TOPTrOBBIM
HAWMEHOBAHHEM;

0) HauMeHOBaHMsI M aApec  JepXKarenast  PEerHcCTPallHOHHOTO
YAOCTOBEPEHMS U NTPU HEOOXOAMMOCTH MIPOU3BOAUTEIS;

B) crioco0 BBeJIeHMs] U TIPU HEOOXOJUMOCTH IyTh BBEICHHUS;

I') laTa UCTEUEHHUsI CPOKA TOIHOCTH (MeCSIT ¥ TO);

1) JlekapcTBeHHast (hopma;

e) conmepskanue (POPMbI BBIITYCKa;

K) clielrasbHble YCIIOBUS XpaHeHUs (IIpU HAJIMYKH );
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3) crenManbHoe MpeaynpexxaeHue (Mpu HeOOXOUMOCTH);

1) HOMEP CEepPHH TTPOU3BOIUTEIS;

K) perucTpaluoHHbIH HOMep;

7) 3anuck:  «l'omeonaruueckuii  JeKapCTBEHHBIH  mperapar  0e3
ONOOPEHHOIO MOKA3aHUs K TPUMEHEHHIO;

M) IPEIYNIpeX/IeHue O HeoOXOAUMOCTH OOpalleHuss K Bpady IIpH

COXPaHEHUHU CUMIITOMOB 3a00JIeBaHHUSI.
IV. TpeGoBanus k criocobam HaHeCEHHUST MAPKHPOBKH

39. B MapKkHpOBKe JIEKapCTBEHHBIX CPEICTB (BETEPHHAPHBIX CPEICTB)
[BET HaJANWCEeH, 3HAKOB, CHMBOJIOB JIOJDKEH OBITh KOHTPAaCTHBIM II0
OTHOLICHHUIO K (DOHY, Ha KOTOpBIH HaHeceHa MapKUpoBKa. Criocob HaHeceHHs
MapKHPOBKH JIOJDKEeH 00ecnedyMBaTh €€ COXPAaHHOCTh B TEUYEHHE BCErO CPOKa
TOMHOCTH JIEKAPCTBEHHOIO CpeAcTBa (BETEPUHAPHOTO CPEACTBA) TMpHU
COO/IIONEHUH YCTaHOBIEHHBIX YCIIOBHU XpaHeHwus. JIOMycKaeTcsl HaHECEHHE
HOMEpa CEpuH, JaTkl IIPOU3BOACTBA, CPOKa T'OJHOCTH METOJIOM THCHEHHs
(cHMMBOJIBI UMEIOT I[BET (DOHA).

TpeboBanus K COCTaBICHUIO U BEPCTKE HHCTPYKIMHU [0 MEUITTHCKOMY
IPUMEHECHHUIO, yCTaHOBJIEHHbBIE TpeOoBaHUSIMHU K UHCTPYKIUU
0 MEIUMUMHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHBIX IMpernapartoB W oOiiei
XapaKTEpUCTHKE  JIEKQpCTBEHHBIX  MpernaparoB  JUIsl  MEOHIUHCKOI'O
MPUMEHEHHS, NPUMEHMMBl M K MAapKHPOBKE J€KapCTBEHHBIX IPErapaTos.
Pasmep Bcex CHMBOJIOB B MapKUpPOBKE JIEKAPCTBEHHBIX —IIPENAPATOB
(BeTepHHApHBIX IperaparoB) JO/DKEH COCTABISITh KAK MUHHUMYM 7 IIYHKTOB
(nnu kemb HWIpU(Ta, OPU KOTOPOM BBICOTA CTPOUYHOM «X» COCTABJISIET HE

menee 1,4 MM), a paccTosiHHMe MEXAY CTpoKamu He MeHee 3 MM. Tekcr Ha
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HeOOJIbLIMX YIAKOBKAX JIOMKEH UMETh MAaKCHMAJIbHO KPYIHBIH Kb mpudTa
B LIEJIIX CHUJKEHUsI BEPOSITHOCTH OLTHOOK MPHMEHEHHSI.

40. Cnegyer  HammyuymiuM — 00pa3oM  HCIOJIB30BaTh  JIOCTYITHYIO
[IOBEPXHOCTh NMEPBUYHON U BTOPHYHOHN YIIAKOBOK JIEKApPCTBEHHBIX IPENaparoB
(BeTepuHapHBIX TIpenapartoB). BakHble CBefeHHS IS MPABHILHOIO H
Oe30IacHOro IMPHUMEHEHHs JIEKApCTBEHHOTO Ipemapara (BETEpUHAPHOIO
npernapara) J0JDKHBI YKa3bIBaTbCsS MAaKCUMAIbHO KPYITHBIM KerjieM [prdTa Ha
HanboJee ONTHUMAJBHBIX TTOBEPXHOCTSIX YIIAKOBOK.

HaumMeHoBanue npenapara, JO3MPOBKY H, €CJIM IPUMEHHMO, OOIIee
CoJep)KaHMEe aKTUBHOH (papMalleBTUYECKOH CyOCTaHIMH, a TaKkKe I1yTh
BBEICHHs HEOOXONMMO pa3MellaTb B OJHOM TIOJNE 3pPEHHUs, HCIOJb3Ys
MaKCHUMalbHO KpYNHBIA Kerib wwpudTa. Ecnm Ha HeOONBIIONH yIakoBKe
HEBO3MOXXHO OTpa3sHTh BCE KPUTHYECKHE CBEJEHUs B OJHOM IIOJIe 3PCHUS,
JOIyCKAeTCsl WX pasMellleHHe B pasHblX nomsx. g coxpaHeHwus
yAOOOUUTAEMOCTH TIPEACTABISAEMBIX CBEJICHUH HEO0OXOAMMO HCIIOIB30BaTh
palMOHaNbHOE [0 OTHOUWIEHHWIO K pa3sMepy HCIOJNb3yeMoro mpudta
pacCTOsHUE MEXKIY CTPOKaMU U MPoOesIbl MEX/Ty CIIOBaMHU.

4]1.Ilpn HalM4uM MecTa Ha TEPBHUYHOM H BTOPHYHOM YIIAKOBKAX
JOIMYCKAeTCsl YKas3blBaTh JIOTOTUIIBI M IMUKTOrpaMMBI  (hapMaleBTHYECKOM
KOMMaHu¥ ((PUPMBI-IIPOU3BOAUTENS) MIPH YCIOBHH, YTO OHHM HE HApyILAKOT
y1000UYNTaEMOCTE 00s13aTe/IbHBIX CBEIECHUIA.

42. lna  obecrieyeHus MpaBUILHOW MISHTU(GHKALMK W  BRIOOpa
JIEKapCTBEHHOIO Ipernapara (BETEpUHAPHOTO IIperapara) MoTpeOUTe s IMH
(mpuoOperarensiMu), a TakKe MpPU OTPAHUYEHHOCTH MECTa Ha YIMaKOBKE IpH
pa3paboTke Iu3aiiHa YMAKOBKM BO3MOXKHO HCIIOJIL30BAHME HMHHOBAILMOHHBIX
METO/IOB.

43, HeoOxomuMo  m30erarb  MCIIOJB30BAHMUSI  CO3Jarolledl  OJUKH

ITITHIIEBOM,  [IB€Ta  METa/UIMK WJIM  WHOM  YMaKOBKM, CHIDKAIOLLEH
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ynobouutaemocts  uHpopManuu. He pexoMeHIyeTcsT  HCIONL30BaHHE
pa3IM4YHBIX LBETOB LIpU(TAa B HAMMEHOBAHUM JIEKAPCTBEHHOTO IMpernapara
(BeTepuHapHOro Ipemnapara) WIM B OTAEIbHBIX OyKBax (CHMBOJIax)
HAMMEHOBAHHUs, IIOCKOJbKY 3TO HEraTMBHO BIHSET HA [PABUIIBHOCTb
pacro3HaBaHMsl JEKapCTBEHHOTO Mpernapara.

Bo wu3bexaHue pucka HENPaBWILHOTO MPUMEHEHHS JIEKapCTBEHHOIO
npemnapara (BeTepuHApHOTO Ipernapara) BCIEACTBHE CXO/ICTBA €r0 YIAKOBKH C
YIIAKOBKaMH  JIpyI'MX  JICKQPCTBEHHBIX  MpenaparoB  (BeTepHHAPHBIX
IpenaparoB) ClefyeT [PUMEHSITh OCOOYH IIBETOBYIO HMICHTH()UKAIMIO
YIIAKOBKM U HHBIE CHOCOOBI, TMOBBIIIAIOIINE BU3yaJbHOE pa3JInyeHHe
ynakoBok. Konn4yecTBo 1IBETOB, UCIIONIB3YEMBIX B JIM3aliHE YIMAKOBKH, JTOIKHO
OBITb  pallMOHAILHO  O0OCHOBAaHO, UYTOOBI MAaKCHMAJIbHO  HCKIIFOUUTE
BEPOSITHOCTh ~ IEpPEeNyThIBAHUS ~ MOTpeOUTEeIsIMH (mpuobperarensiMu)
JIEKapCTBEHHOTO Mpemnapara (BeTepuHapHOro mpemnapara). s obecrneueHus
[IPaBUIBHON HACHTHU(DUKALMKA M TPUMEHEHHs JIEKapCTBEHHOTO IIperapara
(BeTepuHapHOro Ipemapara) mnorpedurensiMu  (MprOOpeTareNiaMK)  TMpH
MapKHpPOBKE MEPBUYHON YNAKOBKH CJIEeIyeT UCIOJIL30BaTh TOT K€ IIBETOBOM
JU3aiiH, 4TO U IPU MAPKUPOBKE BTOPHUUHOHN YIIAKOBKH.

44. MapkupoBKa 10JDKHA OBITH €AMHOM IS JIEKAPCTBEHHBIX IPEIapaToB
(BeTepuHapHBIX MpPENaparoB), BLIMYCKAEMBIX B OOpalleHUE HA TEPPUTOPHSIX
rocynapcts-4iaeHoB. Ilpu Hamuuyuu paznuuaronieiics uHGopMaiyu (yClIoBHs
OTILyCKa U T. I1.) €€ YKa3bIBAIOT C UCIOIb30BAHUEM JIOMOJHUTEIEHON STHKETKN
(cTukepa) B crHelUaJbHO OTBEACHHOM I0Jie BTOPMYHOW ymakoBKH. Ecimu Ha
BTOPUYHON YIAKOBKE MPEAYCMOTPEHO TNpeHA3HAueHHOe Ui CIIeNHaILHOM
MH(pOpMALIUU TOCYAapCTBA-YICHA T10JIe, B HETO JIOMYCKAeTCsl HAaHECEHHE TaKOH
MH(pOpMaLnU (HApUMep, pas3HbIi CTATyc OTMyCKa W3 anTeuyHOM CETH WIIH

cricuHasibHas I/IH(I)OpMaL[I/ISIZ «YIIaKOBKa JUTA CTaluoHapoB», «I10
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rOCyJJapCTBEHHBIM IIporpaMMam» H [Jp.) 0e3 HCIONb30BAHUS ITHKETKH
(cTuxepa).

Pasmep mnons i pa3MelleHMs CTHKEPOB He JO/DKEH INPEBBIIIAThH
1/6 oOmiell moland BTOPUYHOM YNAKOBKM, IPH 3TOM JaHHOE IIOJIe
He JIOJDKHO 3aKpbIBaTh WH(POPMAlHIO, MEepBOHAYAIBHO HAHECEHHYIO Ha
BTOPUYHYIO YI1aKOBKY.

45. lns  opdaHHBIX TOpenapartoB, a TaKKe IS OTJEJIbHBIX
JIEKapCTBEHHBIX TPENaparoB, 10 COIIACOBAHUIO C YIIOJIHOMOYEHHBIM OPraHOM
roCyJ1apCTBa-uieHa, OCYIIECTBISIOUIMM PETUCTPALUIO TAKOTO JIEKAPCTBEHHOTO
nmpernapara, JOIyCKaeTcsi HaHEeCeHHe MAapKHPOBKH C HCIOJL30BAHHEM
JOIOJHUTEILHON ATUKETKH (CTUKepa).

46. [Ipyu MapKHpOBKE pa3IUYHBIX JTO3UPOBOK (KOHIEHTpPAIMHA H T. I1.)
JIEKapCTBEHHBIX IIPEapaToB, BBIIYCKAEMBIX B BUJE OJHOM JIEKapCTBEHHOI
(opMBI, TOKHO OBITH MPEAYCMOTPEHO PA3IMYHOE IL[BETOBOE PELIEHHE HIIH
MHOH Croco0, o0ecleYnBaroIMi YeTKoe BU3YyaJIbHOE BBIIEJIEHHE JTO3HPOBKU
(KOHLIEHTpAaLUHU U T. I1.).

Pazyinunele JO3MPOBKU OJHOIO M TOrO K€ JIeKapCTBEHHOTO Iperapara
CllelyeT yKa3blBaTh OJuMHAKoBO (Harpumep, 250 mr, S00 mr, 750 mr, 1000 wr,
a He 1 r). He gomyckaercst yka3piBaTh KOHEUHBIE HYJIH B JPOOHOM 4acTu
JNO3UPOBKH (ciienyeT ykasbiBarh 2,5 mr, a He 2,50wmr). He cruenyer
UCIIONB30BaTh JIGCSITUUHBIM pa3enuTessb (3amsaTyio), €Ciad 3TOr0 MOXKHO
usbdexare (cneayer ykaselBath 250 mr, a He 0,25 r1). M3 coobpakeHwuii
6e30MacHOCTH HEOOXO/IMMO MHUCATh CJIOBO «MUKPOIPAMM» IMOJIHOCTHIO, a He
cokpaumiare ero. OAHako B OTAENBHBIX CIIy4asXx [P BO3HUKHOBEHHHU
3aTPyJlHEHUI, KOTOpblE HEBO3MOXHO YCTPAHUThb YMEHBIICHHEM  KETJIsI
upudTa, 10MyCKaeTcst MpH HATHYUH 000CHOBAHUN U OTCYTCTBHH ONACEHUH B

OTHOULIEHUH 0€30IIaCHOCTH UCIIOJIB30BaTh COKPALICHHYIO (DOPMY «MKI».
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47 1lyTe BBemeHUs J[OJDKEH COBNAfarhb ¢ YKa3aHHBIM B 0OLIei
XapaKTepHUCTHKE JAaHHOTO JIEKapCTBEHHOI'O Ipernapara WM WHCTPYKUHUH 10
NPUMEHEHHIO TaHHOIO BETEPHHAPHOIO IIperapara U CTpPOro COOTBETCTBOBATH
CTaHAApTHBIM TepMHUHaM. He cienyeTr UConb30BaTh HEraTUBHbBIE BBIPAKEHHUS
(marmpumep: «He pmis BHYTpUBEHHOTrO BBeAEHHUs»). JOMYCTHMBI TOJIBKO
CTaHJapTHBIE COKpAILEHUs (Hampumep, B/B, B/M, 1/K). IIpourie HecTanmapTHEIE
IIyTH BBEIECHUS CIIEYET YKa3bIBaTh NIOJHOCTEIO. ECIH NaueHTaM He 3HaKOMBbI
IMyTH BBENEHHUS, B HHCTPYKUMH [0 MEOUIMHCKOMY IPUMEHEHHUIO
JIEKapCTBEHHOTO Mpernapara JOHKHBI OBITh AaHbl Pa3bsICHEHHUS. ITO 0COOCHHO
BOXHO B OTHOLUEHHMM JIEKAPCTBEHHBIX IMPENaparoB, MAOCTYNHBIX JIJIs
CaMOCTOSITEJIBHOTO [TPUMEHEHHUSI.

48. Eciin Ha nepBUYHOM M (UJIM) BTOPUYHOHM yMaKOBKax HCIOJIB3YIOTCS
TEKCTBl Ha HECKOJIBKUX  SI3bIKax, HeoOXOAuMo 00ecCneuuTh YeTKoe
pasrpaHU4YeHHe TaKUX TEKCTOB.

49. Bce naHHBle, HAHECCHHbIE HA SYECHKOBYIO YIIAKOBKY, JOJDKHBI
OCTaBaThCsl IOCTYIHBIMU ISl TOTPEOUTENS BIUIOTE A0 U3BJICYEHUS MOCIEAHEH
103bl. Ecnu HEBO3MOXKHO HAHECTH BCE CBEJEHHUS HA KKy SUeHKy TakKoif
YIIAKOBKH, JIOMYCKAETCsl CIIOCO0 MX CydyallHOro HaHEeCeHH s, IIPH KOTOPOM OHH
pacriojararorcss ¢ MakKCUMaJIbHOM YacTOTOW Ha TMOBEPXHOCTH SIYEHMKOBOM
ynakoBku. Jlonmyckaercsi HAaHOCUTb HOMEp CepUM M JIaTy MCTEUeHHs Cpoka
FOJHOCTH Ha Kpaill s4YeHKoBOW ymakoBkW. llpu Hanmuuuu TexHUYECKOH
BO3MOXKHOCTH CJIEIlyeT HAHOCUTL O3TH CBeIeHUs Ha oba Kpas Kaxaol
SYeMKOBOH ymakoBkH. Bce TpeOyeMble B OTHOIIEHMM MEPBHYHBLIX YIAKOBOK
CBEJIEHHs] HEOOXOIMMO HAHOCUTh Ha KaXKAYIO eAMHULLY 1036l (GOPMBI BBITTYCKA,

co,uepxcaulefl OJTHO030BBIE STUEHKOBBIE YIIAKOBKH.




[TPUJIOXXKEHUE

k TpeboBaHMsIM K MapKUPOBKE
JIEKaPCTBEHHBIX CPE/ICTB ISl MEAULIMHCKOTO
NIPUMEHEHUS U BeTepHUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB

IIEPEYEHD
BCIIOMOIraTeJbHBIX BelleCTB, YKa3bIBaeMbIX HA BTOPHYHOMH
YIAKOBKe JIEKAPCTBEHHBIX NPenapaToB (BeTepHHAPHBIX NPENapaToB)
JJISl IpUeMa BHYTPb

Kon
BCIIOMOTra- [Toporosoe
TEJIBLHOTO coAepKaHue
BEILIECTBA
A30KpacHTEeIH:
COJIHEYHBIH 3aKaT ¥KeIThIH E110 0
az0pyOHH (KapMya3HH) E122 0
IIYHIOBBIH (ITOHCO 4R, KollleHnIeBbIH KpacHbIH A) E124 0
OpwiHaHToBBIN YepHbIi BN E151 0
(uepHsIit Onectammit BN, uyeprsrit PN)
ApaxucoBoe Maciio 0
Acmaptam E951 0
I'anakro3a 0
I'mroko3a (nexerposa) 0
['nuuepost (raunepuH) 10 r/mo3a
MzomanbT (M30MalIbTHT) E953 0
Kanuiiconep:karue coeTHHCHHS 39 mr/mo3a
KacTopoBele Maciia I0JIMITOKCHIIMPOBAHHEIE (MaKPOTOIa 0
TIIHIEPHIIPUIIHHOIIEAT, MAKPOroa
TITHIEPUITHIPOKCHCTEapar)
KoHcepBaHThI 0
Keunuron (kennur) 10r
KynxyTtHOoe Macmo 0
JlakTuron (1akTuT) E966 0
JlaxTo3a 0
JlaTtekc (kay4yk HATYpaJibHBIi) 0
ManbTHTO (MATTLTHT) E965 0



Kon

BCIIOMOTa- [Toporosoe

TEJIBHOTO coJepaxanue

BEIIECTBA
ManuuTon (MaHHHT) E421 10r
MoueBnHa 0
Hartpuiiconepskaiiue coeHHeHHS 23 mr/no3a
ITponuIeHrIMKONE U ero 3QHpsI 400 mr/kr

IUTS B3POCIIBIX
200 mr/kr
IUIsL JeTel

[TmeHnYHBIH Kpaxmall 0
Caxap UHBEPTHBIH 0
Caxapo3a 0
Coegoe macio 0
Copburon (copour) E420 0
DeHnIANTaHHH 0
DopManbIerH 0
OpyxkTo3a 0
DTaHon (CIHUPT STHIOBBI) 0

*
Iporientroe coneprkanne (06/00) B KHIKHX JIEKAPCTBEHHBIX (POpMax.




