Pa3MemeHO Ha canTe MuHMCTEPCTBA OCTULUM
[IpunoHecTpOBCKOV MosmaBCKOM PecrnyOamku
B pasznelie «OpuumasibHOE ONYyOJIMKOBAHUE

[TPUKA3
MMHUCTEPCTBA 3IPABOOXPAHEHUA
[MPUJHECTPOBCKOU MOJIJABCKOU PECITYBJIMKA

006 ytBepxxaernu TpeboBaHMI K MAPKUPOBKE M OPOPMIICHHIO JICKAPCTBEHHBIX CPECTB
JUISL MEAUIIMHCKOTO TPUMEHEHUS U U3/1€JIMH MEIULIUHCKOrO Ha3HAYEHUs1, TPOU3BOAMMBIX
Ha tepputopuu [IpuaaectpoBckoit Monnasckoii Pecrry0nuky 1 BBO3UMBIX Ha TEPPUTOPHIO
[IpuanecTpoBckoit Monaasckoit PecryOimku hapManieBTHIeCKUMU OpraHu3ausIMu

B cootBercTBuM co cTatheld 14 3akona [IpuaHecTpoBckoit MonnaBckoit PecriyOmuku ot 25 sHBaps
2005 roma Ne 526-3-1I1 «O dapmaneBtuueckoir aestensHoctd B [IpuaHectpoBckoit MommaBckoit
Peciyomuke» (CA3  05-5) B gnelictByromeit penmakmuu, Ilocranosiennem IlpaBuTtenncTBa
[TpunnectpoBckoit Mongasckoit PecmyOonmuku ot 6 ampenst 2017 roma Ne 60 «OO0 yTBepkaeHHH
[TonoxkeHus, CTPYKTYypbl M TPEICIbHON IITaTHOW YUCICHHOCTH MUHHCTEPCTBA 3paBOOXpPaHEHUS
[IpunuecrpoBckoit Monnasckoit Pecnybnmuku» (CA3 17-15) ¢ u3MeHEHUSIMU M JIONOJHEHUSIMH,
BHECEHHBIMHU TOcTaHOBIeHUsIMH [IpaBurtenncra [IpugnectpoBckoit Monnasckoi PecnyOnuku ot 14
utoHst 2017 roma Ne 148 (CA3 17-25), ot 7 nexabps 2017 romga Ne 334 (CA3 17-50), ot 17 oktsi0ps
2018 roga Ne 352 (CA3 18-42), ot 14 nexabps 2018 roga Ne 448 (CA3 18-51), ot 26 ampensa 2019
rona Ne 143 (CA3 19-17), ot 8 aBrycra 2019 roma Ne 291 (CA3 19-30), ot 15 Hosi6pst 2019 roma Ne
400 (CA3 19-44), npuka3biBato:

VYrBepaute TpeOoBaHMs K MapKUpOBKE M O(GOPMIICHUIO JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO MPUMEHEHHS U U3JIeTINI MEIUIIMHCKOTO Ha3HAYECHHUS, TPOU3BOJUMBIX Ha TEPPUTOPUU
[IpugnectpoBckoit MoingaBckoit PecryOnmuku u BBO3MMBIX Ha Tepputopuio [IpugHecTpoBckoit
MonnaBckoit PecnyOnuku ¢apmanieBTUYECKUMU OpraHu3alusMu, coryacHo [IpunokeHuro K
Hacrosumemy [Ipuka3sy.

2. PyxoBoaurtensM (apmaneBTHUECKUX OpraHu3alMid, OCYLIECTBISIONIMX MPOM3BOJICTBO Ha
tepputopun [Ipuanecrposckoit Monaasckoil PecriyOnviku u BBo3 Ha TeppuToputo IIpuaHecTpoBckoii
MonnaBckoil PecmyOnuky JeKapCTBEHHBIX CPEACTB JUIsl MEAULMHCKOTO NPUMEHEHUS W H3JeNuit
MEAUIMHCKOTO Ha3HAYEHUs!, pyKOBOJCTBOBAThCs HacTosIuM [Iprkazom.

3. Hactosmmii Ilpuka3z BcTymaeT B CHUIy CO JHS, CIEAYIOIIETO 3a JHEM €ro OQHUIMaIbHOIO
OMyOJIMKOBAHUS.

Munuctp K. AJIBYIJI

r. Tupacnonb
22 nrong 2020 r.
Ne 654

[Tpunoxenue k [Ipukazy

MuHucTepcTBa 31paBOOXpPAaHEHNUs
[TpunuectpoBckoit Monaasckoit PecrryOnuku
ot 22 urons 2020 roga Ne 654

TpeboBaHMs K MAPKUPOBKE M OPOPMIICHHIO JIEKAPCTBEHHBIX CPEJCTB JUISI MEAULIMHCKOTO TPUMEHEHUS
Y W3J1eTIMI MEUIIMHCKOTO Ha3HAYEeHUs1, IPOU3BOAUMBIX Ha TeppuTopuu [IpuaHnecTpoBckoin
Momnnasckoit Pecniy6inku n BBO3UMBIX Ha Tepputoputo [TpuanectpoBckoit Monnasckoii PecriyOnuku
(bapMareBTHYECKUMH OpraHU3aLUsAMHU

1. OO01Me noJI0KEHU

1. Hactosimme TpeGoBaHMs ycTaHABIMBAIOT MpaBHJIa MAPKUPOBKH, Pa3MEIIEHHOW Ha yMaKOBKax
JIEKapCTBEHHBIX CPEJCTB JUIsl MEAUIMHCKOro npuMmeHeHus (nanee — JIC) u usnenunii MeAULIMHCKOTO



Ha3HaueHus (manee — VIMH), Beimyckaemblx B oOpareHue Ha TeppuTopuu I[lpumHecTpoBCKOH
Monnasckoii PecriyOnukm.

2. MapxkupoBka JIC HaHOCUTCS Ha YIIaKOBKY Ha PYCCKOM fI3bIKE U MPU HAIMYUU COOTBETCTBYIOIIUX
TpeOOBaHUI B 3aKOHOJATEIILCTBE CTPAH-NIPOU3BOJMUTENCH — HAa TOCYAapCTBEHHOM  SI3BIKE
(rocynapcTBEHHBIX S3bIKaX) CTPAaH-NIPOM3BOJUTENEH, Ha TeppUTOpUH KoToporo peanusytorcs JIC.
JIOTIOJIHUTENBHOE UCIOIb30BAHUE IPYTUX S3bIKOB JIOIYCKAETCS MPU YCIOBUU MOJHOW WIEHTUYHOCTU
unpopmanuu. Mapkuposka JIC He J0KHA TPOTUBOPEUUTDH MIIM UCKAXKaTh CBEICHUS, COAepKaIIecs
B JOKYMEHTaX PErUCTPALIMOHHOIO JOChE, U HOCUTh PEKJIAMHBIN XapakTep.

3. Mapkuposka JIC nomkHa OBITH JIETKO YMTAEMOMU, yI000YNTAEMOM, MOHITHOW U JOCTOBEPHOH H
HE BBOJIUTH B 3a0JIy’)KJIeHHE MMOTpeduTenel (mpruodperaresieil) JIeKapcTBEHHOTO Ipenapara.

4. Jlns ueneit Hactosiux TpeOoBaHU UCTIONB3YIOTCS MOHSATHUS, KOTOPBIE O3HAYAIOT CIICTYIOIIEe:

a) «BTOpUYHas (HOTpeOUTENbCKAsl) YIAKOBKa» — YyIaKOBKa, B KOTOPYK IOMEIAeTcs
JIEKAPCTBEHHBIM IIpernapar B IMEPBUYHOM WIM IPOMEXKYTOYHOM YIAKOBKE Ul pealu3alnuu
MOTpeOUTEIIO;

0) «MapKHpOBKa» — MH(OpMAaIHs, HAHECEHHAs Ha YIIAaKOBKY JICKapCTBEHHOI'O CPE/CTBa,

B) «TlepBUYHAs (BHYTPEHHSIs1) YIIAKOBKa» — yIaKOBKa, HETIOCPEJCTBEHHO conpukacatomasics ¢ JIC;

I) «IPOMEXKYTOUYHAsl YIAKOBKa» — YIAKOBKA, B KOTOPYIO MOXKET OBITh IOMEIlEHA INEepBUYHAs
yIIaKOBKA C IIEJIbI0 JIOTIOJHUTEIbHOW 3alUThl JIEKAPCTBEHHOI'O TMpernapara HIW HCXOAS U3
0co0eHHOCTEeH MPUMEHEHHS JICKApCTBEHHOTO Mperapara,

1) «yHaKkoBKa» — MaTepuaj WIM YCTPOHCTBO, TapaHTHpyolnee coxpaHeHue kaudectBa JIC Ha
MPOTSDKCHUHM  YCTAaHOBJIEHHOTO CpOKa TOJIHOCTH (XpaHeHus), obecmneuuBatomiee 3ammrty JIC ot
MOBPEKACHHUM U TTOTEPh, a TAKKE MPEAOXPAHIIOINIEE OKPYKAIOIIYIO Cpey OT 3arpsi3HEHUN;

€) «I4eiKkoBas KOHTypHas yrakoBka (Omuctep)» — rubOkas ynakoBka ¢ JIC B ordopmoBaHHBIX
sueiikax, u3 kotopbix JIC u3Bnekaercs myreM BblIaBIUBaHUSI.

2. O6mue TpeboBaHMs K MAPKUPOBKE

5. Ha nepBuuHOil (BHYTpeHHEH) ymakoBKe (Jajgee — IepBUYHAs YINAKOBKA) JEKApCTBEHHOI'O
npenapaTta (3a UCKJIOYEHHMEM JIEKApCTBEHHOIO Ipemnapara, HpeICTaBisIoero coboi (acoBaHHOE
JIEKapCTBEHHOE PaCTUTENILHOE ChIPbE) YKa3bIBACTCA ClEAYIONIas HH(pOpMaIHs:

a) TOproBoe HaMEHOBaHHUE JIEKApCTBEHHOTO Npenapara,

0) MeXIyHapoJlHOE€ HemaTeHTOBaHHOe HauMeHoBaHue (mamee — MHH) (nmpu Hamuuum) wim
o0uienpuHsAToe (rpyNnMnupoBOYHOE) HAUMEHOBAHUE;

B) JIeKapCTBeHHas GopMa;

r) JO03UpOBKa M (WIM) AKTUBHOCTh W (MJIM) KOHILIEHTpauus (eciaud NPUMEHUMO) aKTHUBHOMN
(bapmarieBTHUECKON CyOCTaHIIUM (aKTUBHBIX (hapMalleBTHUECKUX CyOCTaHIUH);

1) KOJIMYECTBO JIEKAPCTBEHHOTO MIpernapaTa B yIaKOBKE;

€) MyTh BBE/ICHUS;

) HAaMMEHOBAaHWE WM JIOTOTHI  JEep)KaTesid PEerucTPallMOHHOTO  yIOCTOBEPEHHUS WU
MPOU3BOAUTENS (TMIPH HEOOXOANMOCTH) JISKAPCTBEHHOT'O Mpenapara;

3) HOMEp CepuHu;

1) JlaTa UCTEUEHUS CPOKA TOAHOCTH («TOJEH JI0...»).

6) Ha mepBu4HOH ymakoBKe B BHJE SYEHKOBOW KOHTYPHOH yrmakoBKH (OnmcTtepa) (mamee —
AYeHKOBasl YIAaKOBKa), KOTOPYIO MOMENIAIOT BO BTOPUYHYIO (TOTPEOUTENBCKYIO) YIIAaKOBKY (Hanee —
BTOpHUYHAs YIaKOBKa), JAOMYCKAeTCsl HE yKa3bIBaTh MH(OpPMAILHIO, MPETYCMOTPEHHYIO MOJNYHKTaMU
B) M ) MyHKTa 5 Hactosmux TpeGoBaHuii.

7. Ha nepBruyHO ynakoBke HEOOJIbIINX pa3MepoB (001as miomaas TeKCTOBOro nojis He 6omee 10
CM2), Ha KOTOPOM HEBO3MOXKHO pPa3MECTHTh BCIO HEOOXOAMMYI0 HH(OpMAIUIO, JOMYyCKaeTcsl He
yKa3blBaTh MH(GOpPMAIMIO, MPEAYCMOTPEHHYIO MOAMYHKTaMU 0), B) M JK) IMyHKTa 5 HaCTOSIIHUX
TpeboBanmii.

8. Ha BTOpHMYHOH ymakoBKe, a TIPH €€ OTCYTCTBHM — Ha TIEPBUYHON YIAKOBKE JICKAPCTBEHHOTO
mpernapara yKa3bIBaeTcsl cienyromas HHpopMarus:

a) TOproBoe HaMEHOBaHUE JIEKApPCTBEHHOTO Mpenapara;



0) MeXIyHapoIHOE HEMaTCHTOBaHHOS HamMmeHoBaHue (mamee - MHH) (npum Hamwumu) wim
obenpuHsaToe (TpyNnpoBOYHOE) HAMMEHOBAHNE;

B) HAaMMEHOBaHHUS JepXkaTeils  PErucTPAllMOHHOTO  YIOCTOBEPEHHS U IPOU3BOJIUTEINS
JIEKapCTBEHHOI'O IIperapara,

r) aapec Jepkareis PEerucTPAalMOHHOTO YIOCTOBEPEHHS U IPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara,

1) TekapcTBeHHas hopma;

€) JI103UpoBKa, U (WIM) aKTUBHOCTh, W (WJIM) KOHUEHTpamus (ecid MPUMEHHUMO) AaKTUBHOMU
(hapmareBTHUeCKOM CyOCTaHITMU (aKTUBHBIX (papMarleBTUYECKUX CyOCTaHIINM );

) KOJIMYECTBO JIEKAPCTBEHHOTO MIpernapaTa B YIaKOBKE;

3) HHGOPMALIUS O COCTaBe JEKAPCTBEHHOTO Mperapara;

1) HOMED CepuH;

K) JaTa [IpOu3BOJICTBA;

J1) laTa UCTEYEHUSI CPOKA TOJHOCTH («T'OJIEH J0...»);

M) YCIIOBHSI XpaHEHHSI U TIPU HEOOXOJMMOCTH yCIIOBHUS TPAHCTIOPTUPOBKH;

H) MMyTh BBEICHHUS;

0) YCJIOBHSI OTITYCKa;

1) MpeaynpeIuTeIbHbIE HAIIKCH.

9. Jlnst mpemnapaToB, BBITYCKAEMBIX KaK C KOHCEPBAaHTOM, TaK M 0€3 KOHCEPBAHTA, MPH BHITYCKE
MPOAYyKIMK 0e3 KOHCEpBaHTa IOCJIe MEepeyHs BCIIOMOTAaTENbHBIX BEIIECTB Ha BTOPUYHOW YIaKOBKE
yKa3bIBaeTCs cuenyromas nHpopmanus: «He comepxuT KoHCepBaHTay.

10. IIpomexxyTouHasi ymakoBKa, HE IO3BOJISIONIas 0e3 HapyIIeHHUsS €€ I[EJIOCTHOCTH MPOYEeCTh
nHGOPMAIIHIO HA TIEPBUYHON YIAKOBKE, KAK MUHUMYM JOJDKHA MOBTOPSITH HH(DOPMAINIO, YKa3aHHYIO
Ha TIEPBUYHON yIaKOBKE.

11. Ha ymakoBKe aKTUBHBIX (apMaleBTUUYECKUX CYOCTaHIMK YKa3bIBAaeTCA CIEAYIOIIast
nHpopMarus:

a) TOProBOo€ HAMMEHOBAHNE aKTHBHOH (papmaineBTH4ecKoil cyOcTaHmu (TIpH HATHYHUH);

6) MHH unu oOuienpunsaToe (rpynnupoBOYHOE) HANMEHOBAHUE;

B) HAMEHOBAHUE U aJIpec MPOU3BOIUTEINS aKTUBHOMN (hapMalleBTUUECKOM cyOCTaHIInu;

') HOMEp Cepuu;

1) 1aTa MpOU3BOICTBA;

€) KOJINYECTBO aKTUBHOM (hapMalieBTHUECKON CyOCTaHIIMU B YIIAaKOBKE;

) JaTa UCTEUEHHUs] CPOKa FOJJHOCTHU («TOAEH J0...») WIH, €CIIU NMPEAYCMOTPEHO, J1aTa IOBTOPHOTO
UCTIBITAHUS;

3) YCJIOBUSI XpaHEHUS,

1) Ha3HAYCHUE.

12. JIns xomrmiekTa (JIKapCTBEHHBINM IMpemnapar ¢ pacTBopuTelieM (pa3daBHWTeNeM)) WU Habopa
(xoMIutekTa U3 2 U OoJiee JIEKAPCTBEHHBIX MpPENapaToB) Ha BTOPUYHOI YHMAKOBKE JOMOJHUTEIHHO
YKa3bIBAETCS CIEAYIOIIas HHPOPMAIIHS:

a) CBEJCHHS O KOMIIOHEHTaX KOMILJIEKTa (Habopa):

1) HaMeHOBaHKsI KOMITOHEHTOB,;

2) no3upOBKa W (MJIM) aKTUBHOCTh, M (MJIM) KOHIIGHTpamus (eciu NPUMEHHMO) AaKTUBHOMN
(dapmaieBTHUECKOM cyOCcTaHIIMY (aKTUBHBIX (hapMalleBTUYECKUX CyOCTaHIIUM);

3) uHpOpMAIHS O COCTABE;

4) KOJIMYECTRO;

5) HOMep cepuH (B COOTBETCTBUM ¢ TyHKTaMH 28 u 29 HacTosmumx TpeboBaHuii);

0) cBeneHus 0 HaMU4YMK BecriomorarenbHeIXx IMH (1umpuiisl, TaMmoHsl, ycTpoiicTBa i BBEACHUS
U TOMY TI0JTOOHOE).

13. He nomyckaercss HaHOCHTh Ha YIMAKOBKY BBIOOPOYHBIC CBENCHHs, YKa3aHHBIE B paszfeniax
«KIIMHUYECKUE JaHHBbIe» U «papMakoIUHAMUYECKHE CBOMCTBa» OOIIEH XapaKTepUCTUKU JaHHOTO
JICKQpCTBEHHOTO Tperapara W OSKBHBAJICHTHBIX pa3feliaX WMHCTPYKIUH TI0 MEIUIIMHCKOMY
NPUMEHEHHIO (JINCTKA-BKIJIA/IbIIIA) IAHHOTO JIEKAPCTBEHHOTO Mperapara.

JlomyckaeTcsi HAHOCHTh Ha YIaKOBKY TEKCT HHCTPYKITUH 110 MEIUITTHCKOMY TTPUMEHEHHIO (JIMCTKA-
BKJIQ/IBIIIA) JICKAPCTBEHHOTO Mpenapara.



14. JlomyckaeTcsi pa3MelleHHEe Ha  BTOPUYHOM YIAKOBKE JIEKAPCTBEHHOTO IMperapara
JONOTHUTENbHON HMH(OpPMAIMK TPH YCIOBHM €€ COOTBETCTBUS JOKYMEHTaM pPErHCTPAallMOHHOTO
JI0ChE.

JlonmyckaeTcsl pa3MelleHrue Ha YMaKOBKE MITPUX-KOZA, ToJorpapuuecKux U OPYruxX 3alldTHBIX
3HAKOB, CTUKEPOB, AyOJIMPOBAHHUE TEKCTa MAPKUPOBKH C MCIOJIb30BaHUEM JIPYTHX S3BIKOB M mIpudTa
Bpaiins, pazMerienne CUMBOJIOB WIJIM MUKTOTPAMM, KOTOPBIE IMOMOTAIOT Pa3bsiICHUTh MHPOPMAIHIO O
JIEKApCTBEHHOM IIpernapaTe noTpeduTento (IpruodpeTarTerto).

15. [Ipy Hanuuuu B OPOMEXKYTOUYHOM WM BTOPUYHOM YIIAKOBKE JIEKAPCTBEHHOI'O IIperapara
MAaKEeTUKOB(MJIM TaOJIETOK) C BJIArONOITIOTUTENEM Ha HUX JIOJKHA ObITh HaHECEHA MPeylpearTeNbHas
MapKUPOBKa COOTBETCTBYIOIIETO COACPKAHMUSL.

16. Ha TpancmopTHOl Tape ymakoBKH Hepac(hacoBaHHOW NPOAYKIHH YKa3bIBACTCS CIIEAYIOIIAS
nHpopManus:

a) TOProBOo€ HAMMEHOBAaHHUE JIEKAPCTBEHHOT'O Tpernapara;

0) nexkapcTBeHHas popMma;

B) MHH (nipu Hanmuuum) wim o0enpuHsToe (rpymninupoBOYHOE) HANMEHOBAHHKE;

r) J03UpOBKa, W (WIM) aKTHBHOCTh, W (WJIM) KOHIEHTpamus (€Cau NPUMEHHMO) aKTHUBHOM
(bapMarieBTHUECKON CyOCTaHIINH (aKTUBHBIX (DapMaleBTHUECKUX CyOCTaHIINH);

1) HAMMEHOBaHHE MMPOU3BOIUTEINS, aTpec IPOU3BOIUTENS JIEKAPCTBEHHOTO Mpenapara;

€) KOJMYECTBO JIEKAPCTBEHHOTO IIpernapara B YHAaKOoBKe W (MJIM) KOJMYECTBO YIAKOBOK B
TPAHCIIOPTHOM Tape;

) YCJIOBHUS XpaHEHUS U ITPH HEOOXOAUMOCTH YCIIOBHS TPAHCIIOPTHPOBKH;

3) HOMEp CEepUH;

1) J1aTa NIpOU3BOJCTBA;

K) JlaTa UCTEUYEHHUs CPOKA TOJHOCTHU («TOIEH JI0...»).

I[Ipu  HeoOXoaMMOCTH  MOXeT OBITh  yKa3aH JIOTOTUN  TPOM3BOAMTENS  NPOIYKIIWH,
MpeaynpeauTeNbHbIe HAAMNCH U MAaHUITYISTOPHBIC 3HAKH.

3. TpeboBaHMsI K TEKCTY MapKHUPOBKH

17. ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOI'O IIpernapara YKa3blBaeTCs Ha YIAaKOBKE B
VMEHHTEIIBHOM ITaJIeXKe.

JUisi neKapCcTBEHHBIX PACTUTEIbHBIX MPENapaToB, KOTOpPbIE MPEACTaBISAIOT COOOW (acoBaHHOE
JIEKapCTBEHHOE PACTUTEIIBHOE CHIPbE JOINOIHHUTEIBHO YKa3bIBACTCSI HANMEHOBAHHUE JIEKAPCTBEHHOIO
pacTUTENILHOTO  ChIpbsl WM AKTUBHOW  (apMaleBTUYECKOM  CyOCTaHLIMU  pPacTUTENIbHOTO
MIPOMCXOXKACHUS Ha JIATUHCKOM $SI3bIKE (32 UCKJIIOYEHHEM HaMEHOBaHUsS COOPOB) BO MHOXKECTBEHHOM
yuciae (3a UCKIIOYEHUEM CJIOB «TpaBa» U «Kopa») M BHJA (acOBaHHOM HPOAYKLHUH (Hampumep,
«IETBbHAs, «U3METbYCHHAs», KIIOPOLIOK» H TOMY ITOJJO0HOE).

18. MHH akTuBHBIX (apMaleBTUYECKUX CYOCTaHIM B COCTaBe JIEKAPCTBEHHOI'O Ipenapara
YKa3bIBAa€TCSl HA PYCCKOM SI3bIKE B MMEHHUTEIBHOM MAJeKe U aHTJIMMCKOM SI3bIKE (B COOTBETCTBUU C
aHrnuickoi pepakuueit nepeunss MHH BcecemupHo# oprannszanun 31paBoOOXpaHEHHs).

B cnyuae orcyrctBuss MHH ykasbiBaercs oOmienpuHsToe (IrpynnupoBOYHOE) HAaUMEHOBAaHHE Ha
PYCCKOM $I3bIKE B UMEHUTEIBHOM IaJIEHKE.

Homyckaercss He yka3piBaTb MHH wnm obmenpunsrtoe (TpynmnupoBOYHOE) HaMMEHOBaHHE
JIEKapCTBEHHBIX NIPENAPATOB B CIIy4ae €ro MOJIHOIO COBMAAEHUS C TOPrOBBIM HAUMEHOBAHHUEM.

B oTHOmIEHNM reTepOoNOrnYHbIX CHIBOPOTOK YKAa3bIBAETCS BHJ KUBOTHOTO, U3 KPOBH WIH ILIA3MBbI
KOTOPOT'0 OHU IOJIY4EHBI.

Jlyig nexkapCTBEHHBIX MpenapaTtoB OHOJOTHYECKOro MnpoucxoxkiaeHus npu orcyrcrsun MHH wunu
O0IIENPUHATOTO (TPYIIIMPOBOYHOT0) HAMMEHOBAHHUS YKa3bIBACTCSA UCTOUHHUK IOJIyUEHHs Mpernapara.

Hna panuodapmanetuueckux JIC yka3bIBalOTCSI CHMBOJ XHMHUYECKOTO 3J€MEHTa C HHAEKCOM
PafMOHYKIINJA U MEKAYHAPOIHBIM CUMBOJI PaINOAKTUBHOCTH.

19. HawmeHoBaHUS Jep)KaTeNs PErHCTPAMOHHOTO  YIOCTOBEPEHHUS W TPOM3BOIUTEINS
JIEKApCTBEHHOIO IIpernapara yKa3blBalOTCsl B MMEHUTEIBHOM IaJiexke. B cirydae eciii B IpOU3BOACTBE
YYacTBYIOT HECKOJIBKO NPOM3BOAMTENEH, 0053aTEIbHO YKa3bIBA€TCSI HAMMEHOBAHUE MPOU3BOAMUTEINS,
OCYILIECTBIISIOLIETO BBITYCKAIOLIUN KOHTPOJIb KauecTBa JIC.



B cnyuae coBmajeHuss HaMMEHOBAaHMM JepKaTelsl pPErUCTPallMOHHOIO —YAOCTOBEPEHUs U
IIPOU3BOJUTENS JIEKAPCTBEHHOTO Ipenapara YKas3blBaeTCs TOJIBKO HAMMEHOBAaHUE JeprKaTens
PErUCTPaAIIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO ITpenapara.

[Ipu HEOOXOOMMOCTH YKa3bIBAaeTCSd HAWUMEHOBAHWE OPraHU3alUH, OCYLIECTBIIOMEH (PacoBKy U
(uM) YyIIaKkoBKY, € MPEALIECTBYIOIINM CIIOBOM «pac(acoBaHO» U (WIH) «yIIAKOBAHO», «YHAKOBILHUK).

20. Appeca yKa3bpIBalOTCS COKpAlleHHO (CTpaHa WM CTpaHa M TOPOJ) MM IOJHOCTHIO,
JIONOJTHUTENBHO JIOIYCKaeTCsl yKa3aHue HOMepoB TenedoHa, (akca, agpeca 3JeKTPOHHOM MOYTHI.

B ciywae ecium nep)kareneM pEruCTPallMOHHOIO YJIOCTOBEPEHHS JIEKAapCTBEHHOI'O IIperapara
ABJISICTCA TNPOU3BOJUTENb JIEKAPCTBEHHOIO IIpenapaTa, YKa3bIBaeTCs TOJIBKO aJpec JeprKarelis
PErUCTPaAIIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara.

21. Jlo3upoBka, W (WJIM) aKTUBHOCTb, M (WJIM) KOHLEHTpAIMs aKTHUBHOH (apMarieBTUYECKOH
cyOcTaHIIMK (aKTUBHBIX (DapManeBTHYECKUX CYOCTAHIIMN) YKa3bIBAIOTCS C 00s3aTEbHBIM YKa3aHUEM
€IMHUI U3MEPEHUS.

22. Konu4ecTBO JIEKapCTBEHHOI'O CPEJCTBA B YNAKOBKE YKa3blBAe€TCs IO Macce, 00beMy WU
KOJIMYECTBY €AMHHULL JO3UPOBAHMS B 3aBUCUMOCTH OT JIEKAPCTBEHHON ()OPMBI M THUIIA YITAKOBKH.

JUisl eKapCTBEHHBIX PACTUTEIbHBIX HPENapaToB, KOTOPbIE MPEACTaBISAIOT COO0OH (acoBaHHOE
JIEKapCTBEHHOE PAaCTUTENIBHOE ChIPhE, MACCa JIEKAPCTBEHHOT'O PACTUTEILHOTO ChIPbs U (MJIN) aKTUBHOM
(bapManeBTUUECKON CyOCTaHIIMM PACTUTEJIBHOTO MPOUCX0XKICHHS YKa3bIBAETCsl MIPU UX ONPEe/ICHHON
BJIQ)KHOCTH.

Jlo3upoBka  (aKTUBHOCTb) OMOJIOTMYECKOTO JIEKAPCTBEHHOI'O IpenapaTa  BbIpaXaercss B
COOTBETCTBUM C TPEOOBAaHUSMU K HHCTPYKLIUHU MO MEAMIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX
IpernaparoB M o0IIel XapaKTepUCTHKE JEKapCTBEHHbBIX MPENapaToB Ul MEIULIMHCKOIO IPUMEHEHHUS,
YTBEPKAAEMbIMU KOMUCCHEM.

Jns paanodapMalieBTUUECKUX JIEKAPCTBEHHBIX IPENapaToB YKa3bIBACTCS KOJIWYECTBO EIMHHUIL
PaZMOaKTUBHOCTH B J103€ WJIM NEPBUYHON yIaKOBKE.

23. B cocraBe JeKapCTBEHHBIX IIPENapaToB YKa3bIBAIOTCS AaKTHUBHbIE (papMalieBTHYECKHE
cyOcTaHIIMK (KOMIIOHEHTHI) U UX KOJUYECTBO.

24. B o00s3aTenbHOM MOpPSJIKE BCIOMOTraTelbHbIE BELIECTBA (KOMIIOHEHTHI) YKa3bIBAlOTCS B
CIIEYIOIUX CIy4asx:

a) JUId JIEKapCTBEHHBIX IpernapaTroB Ui IMpHeMa BHYTPb HAa BTOPUYHOM YIaKOBKE, €CIM OHHU
BKJIIOUEHBl B TII€pEYEHb BCIIOMOTATENbHBIX BEILECTB, YKa3bIBAEMbIX Ha BTOPUYHOW YIIAKOBKE
JICKapCTBEHHBIX IpenapaToB Uil IpUeMa BHYTpb, coryiacHo [IpuioxkeHH0o K HaCTOALIMM
TpeboBanusim;

0) AJ1s IeKapCTBEHHBIX MpenapaToB /Ui HHBbEKIMN, Ha BTOPUYHOM yIakoBKe B IOJIHOM cOCTaBe 6e3
YKa3aHUS UX KOJIMYECTBA;

B) JUUIsl IEKAPCTBEHHBIX MPENApaToB /sl MHIAALUN Ha BTOPUYHON yIIaKOBKE B IIOJHOM COCTaBe 0e3
YKa3aHUs UX KOJINYECTBA;

I') JUIsl JIEKApCTBEHHBIX MPENapaToB JJsl MECTHOTO U (MJIM) HApYXHOTO MPUMEHEHHUsS] Ha BTOPUYHON
yIaKOBKE B IIOJIHOM cOCTaBe 0€3 yKa3aHUs UX KOJINYECTBaA;

1) JUIs JeKapCTBEHHBIX IpenapaToB, MPUMEHSIEMbIX B OPTaIbMOJIOIMH Ha BTOPUYHON YIMAKOBKE B
MIOJIHOM cOocTaBe 0e3 yKa3aHMsI UX KOJIMYECTBa;

€) U1 MHQY3UOHHBIX PACTBOPOB Ha BTOPUYHOMN M MEPBUYHOM YIaKOBKaX B MIOJHOM COCTaBe.

JlepxaTenb pErucTpaliioOHHOTO YAOCTOBEPEHHUsl JIEKApCTBEHHOrO IIpernapara BIIpaBe yKasaTh
MIOJTHBIN COCTAB BCIIOMOTATENIbHBIX BEIIECTB (KOMIIOHEHTOB) Ha YIaKOBKaXx.

Jis  MHQY3UOHHBIX pacTBOPOB Ha TMEPBUYHOM M BTOPUYHOM YHNAKOBKAaX  YKa3bIBAETCS
TEOPETUYECKOE 3HAUYEHUE OCMOJIIPHOCTH (OCMOJISIIBHOCTH).

JlJis MMMYHOJIOTUYECKUX JIEKAPCTBEHHBIX IIPErnapaToB Ha BTOPUYHOW YMAaKOBKE YKa3bIBAeTCs
KOJINYECTBEHHOE COZIepP)KaHNE KOHCEPBAHTOB, COPOEHTOB U aIbIOBAHTOB.

25. CocTaB roMeonaTHIeCKUX JIEKAPCTBEHHBIX TPENapaToB YKa3bIBACTCS COTIACHO TEPMUHOJIOTHH,
NPUHATONW B TOMEOINATUH: HAa3BaHHUs IOMEONATHYECKUX (hapMaleBTHUECKUX CYOCTaHLUN MPUBOIATCS
Ha JJATUHCKOM $I3bIKE€ C yKa3aHHWEM IIKaJbl U CTENEHU UX pa3BeleHUs, Ha3BaHMs BCIIOMOTraTeNlbHBIX
BELIECTB IIPUBOJAATCSA HA PYCCKOM SI3BIKE COINIACHO JOKYMEHTaM PErUCTPALMOHHOIO JOCHE.

26. Jlnst mexapCTBEHHBIX PACTHUTENBHBIX MPENapaToB, KOTOPBIE MPEICTABISAIOT COO00H (hacoBaHHOE
JIEKapCTBEHHOE PAaCTUTENILHOE ChIPhE, COCTAB YKA3bIBACTCS TOJIBKO JJIsi COOpPOB.



27. CchlIkM Ha CTaHAAPTHI KOHTPOJISA KavyecTBa JJII aKTUBHBIX (hapMalleBTUUECKUX CYOCTaHIUN U
(1K) BCIOMOTraTeNIbHbIX BEIIECTB HE YKa3bIBAIOTCS.

28. Jlonmyckaercs He yKa3bIBaTh JaTy IPOU3BOJICTBA, €CIM OHA BKIIOYEHA B HOMED CEPHH.

29. lna xomruiekTa (JIEKapCTBEHHBIM Tpenapar ¢ pacTBoputreneMm (pazbaBuTeiieM)) wid Habopa
(xomruiekTa U3 2 U Oojee JIEKApCTBEHHBIX IPENapaTroB) IOMOJHUTEIHLHO HAa BTOPUYHYIO YHMAKOBKY
HAHOCSTCSI HOMEpa CEepHil BCEX JIEKAPCTBEHHBIX IPENapaToB, BXOAALIMX B KOMIUIEKT (HaOOp), WiIu
HOMEp Cepuu KOMILUIeKTa (Habopa).

30. IIpu HaHeceHUM JaThl UCTEUEHHs CPOKa T'OJHOCTU JIEKAPCTBEHHOTO Mperapara Ha YMaKOBKE
YKa3bIBalOTCA MeCALl U Tof (IIPU 3TOM MPHU yKa3aHUU MecsIia MOJ JTaTOW MCTEYEHHs] CPOKA TOAHOCTH
M0/Ipa3yMeBaeTcs MOCJIeTHEE YUCIIO YKa3aHHOTO MECSIa).

[Tpu HEOOXOAUMOCTH YKa3bIBAIOTCS CPOK M YCIOBUS XpaHEHHs JIEKAPCTBEHHOTO Ipenaparta Iocie
MIEPBOTO BCKPBITHS MEPBUYHON YIMAKOBKH WM CPOK M YCJIOBHUS XpaHEHUS MOCje MPUTOTOBIICHUS WU
pa3baBneHuss pacTBopa (CyCHEH3MH) B COOTBETCTBUM C HMHCTPYKIHEH 10 MPUMEHEHHIO
JIEKapCTBEHHOI0 IIpermapaTa M JaHHBIMH 10 H3YYCHHIO CTaOWJIBHOCTH C YYETOM TMOJIOXKECHHH,
YCTAaHOBJICHHBIX TPEOOBAHUSMU K HMHCTPYKIHUHA TIO MEIMIIMHCKOMY MPHUMEHECHUIO JEKapCTBEHHBIX
MpernapaToB U oOIIeH XapaKTepUCTUKE JEKAPCTBEHHBIX MPENapaToB ISk MEAUIIMHCKOTO IPUMEHEHHS.

s komiuiekta (JIGKaQpCTBEHHBIM Ipenapar) ¢ pacTtBopureneM (pazbaBurenem)) wim Habopa
(xommiekTa U3 2 U Oojee JeKapCTBEHHBIX IMPENapaToB) HA BTOPUYHYIO YIAKOBKY HAHOCSTCS JaThl
MIPOM3BOJICTBA KAXKIOTO0 KOMIIOHEHTAa JTUOO €IMHAs JlaTa BBITYCKa JAHHOTO KOMIUICKTa (Habopa), a
Tak)Ke JaThl MCTEYCHMS] CPOKa TOJHOCTH KaXKJIOTO KOMIIOHEHTa MO0 YKa3bIBAaeTCs eIuHasl jaara
HCTEUYEHUS CPOKA TOJHOCTH KOMIUIEKTA (Habopa).

B cnyuae ecnu yka3aHbl JaThl HCTEUEHUS CPOKA FTOJHOCTH KaXKIOTO KOMIIOHEHTA B OTIEIbHOCTH, TO
JaTa MCTEYEHHUS CpOKa TOJHOCTHM KOMIUIEKTa (Habopa) ompezaensercss mo Haumbojiee paHHEH naTe
UCTEYEHHUS CPOKA TOJJHOCTH KOMIIOHEHTOB, BXOSIIUX B KOMILJIEKT (Ha0op).

31. Jlnst mexapCTBEHHBIX PACTUTENBHBIX MPENapaToB, KOTOPBIE MPEICTABISAIOT COO00H (hacoBaHHOE
JIEKapCTBEHHOE PACTUTENBHOE ChIPhE, MPUBOAUTCS METOAMKA MPUTOTOBJICHUS BOJHBIX U3BICUCHUI C
yKa3aHUEM YCJIOBHU XpaHEHHUS M CPOKA TOAHOCTH BOJIHOTO U3BIICUCHHUSL.

32. Cnoco6 mpuMeHeHUs (MIyTh BBEACHHMS, CIIOCOO BBEICHHS) YKa3bIBa€TCS B COOTBETCTBUU C
oO11ei XxapakTepUCTUKOM TaHHOTO JIeKapCcTBEHHOTo npenapara. [1yTs BBeeHus (cnocoO BBECHUS) HE
yKa3bIBAETCsl, €CIM OH BKJIIOYEH B Ha3BaHHUE JeKapcTBeHHOH (opmbl. JlomyckaeTcss HE yKa3bIBaTh
CTIOCO0 MPUMEHEHUS ISl TAOJETOK M KaTCyll, PeHa3HaYeHHBIX JIJIsl TPHeMa BHYTPb.

JlonmyckaeTcsi HAHOCHTb HAANUCH cleAyromero conaepxkanus: «Crnoco® NpUMEHEHHs: CM.
WHCTPYKIIHIO TT0 MEAUIIMHCKOMY NMTPHUMEHEHHIO (JTMCTOK-BKIIAJIBII)» IS JIEKAPCTBEHHOTO Mperapara.

33. Ha nepBu4HOl ynakoBke HeOOJBIIMX pa3MepoB (0OIIas Miolias TEKCTOBOrO Mo He Ooiee
10 cMm), Ha KOTOpPOW HEBO3MOXHO Pa3MECTUTh BCIO HEOOXOIMMYIO WH(POPMAIHIO, JOITYCKACTCS
UCIONIb30BaTh  CJEAYIONIME OOIICTIPUHATBIC COKpAIlEHUS MYTH BBEACHHUS  HHDBEKIIMOHHBIX
JIEKapCTBEHHBIX MPENapaToB: «B/B» (BHYTPUBEHHOE BBEICHHE), «B/M» (BHYTPUMBIILIEUHOE BBEJICHUE),
«11/k» (IOJIKOKHOE BBEJICHUE).

34. Ilpu HaMM4MM JOCTATOYHOTO TEKCTOBOTO TIOJS HA YIMAKOBKE MPEANOYTHTEIEHO HaHECEHUE
MOJTHON MH(OPMALUU O croco0e MPUMEHEHUS JIEKapCTBEHHOIO Mpernapara B COOTBETCTBUU € 00ILei
XapaKTePUCTHKON JTaHHOTO JIEKAPCTBEHHOTO TIpernapara.

35. OcoOEHHOCTH MapKUPOBKH JIEKAPCTBEHHBIX MPENapaToB, OTHOCALNIMXCS K HAPKOTUYECKUM
CpeicTBaM, INCUXOTPOITHBIM BEIIECTBAM M MX MPEKypcopaM, yCTaHABIMBAIOTCS B COOTBETCTBUHU C
3aKOHOAATETHCTBOM CTPAH-IIPOU3BOIUTENCH.

36. YcioBHs OTITyCKa JIEKapCTBEHHOTO TIperapara yKa3bIBalOTCS B COOTBETCTBHU C OJOOPEHHOM
MIPU PETUCTPALUM KaTeropuer OTIycKa, MPUCBOSHHOW C y4eTOM MpaBWJI ONpeAeNieHUs KaTeropuit
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMBIX 0€3 pelenTa U 10 PelenTy, YTBePKIaeMbIX KOMHCCHEH.

Jlis  JeKapCTBEHHBIX IMPEmapaToB, peaTn3yeMbIX TOIBKO JUIS CTAallMOHApOB, Ha YIIaKOBKE
yKa3bIBaeTCs cienyromas nadopmanus: «{as craiimoHapoBy», MPH 3TOM YKa3aHHUe «I10 pelenty» («oe3
perenTa) He IPUBOTUTCSL.

37. Ha BTOpHYHYIO yITaKOBKY 00s3aTEIbHO HAHOCATCS CIEIYIOIINE MPEYIPEAUTEIbHBIC HAATUCH
Y CUMBOIIBI:

a) «XpaHUTh B HEJIOCTYITHOM JISI IETEH MECTe»;

0) «CrepunbHOo» (s crepuibHbIX JIC);



B) «AHtHTena k BUU-1, BUY-2, Bupycy renatuta C 1 MOBEPXHOCTHBIN aHTUTEH BUpPYCa rernaruTa
B He oOHapyXeHbD» (IUIsI JIEKQpCTBEHHBIX CPE/ICTB, MOJYYCHHBIX U3 KPOBH, IJIa3Mbl KPOBH, OPTaHOB U
TKaHEH YeloBeKa);

r) «['oMeonaTrHuecKuit» (JIIs1 TOMEONaTHUYCCKUX JICKAPCTBEHHBIX MTPENaparoB);

1) 3HaK paguanioHHO onacHocTH (Ui paauodapmareBTudeckux JIC);

e) «[Ipomykuus mpomnuia paidaliOHHBIA KOHTPOIb» (IS JIEKAPCTBEHHBIX  MPEMapaToB,
MpeICTaBIAIoNINX co00i (pacoBaHHOE JIEKAPCTBEHHOE PACTUTEIILHOE ChIPhHE).

[Tpn HEOOXOAMMOCTH HA YIAKOBKY HAHOCSTCS JAPYTrUe HAAMHUCUA U CUMBOIIBI MPEAYIPEIUTEIIEHOTO
XapakTepa, eIl OHU MPeIyCMOTPEHBI B HOPMAaTHBHOM JIOKYMEHTE 10 KaueCTBY Ha Ipenapar.

38. B mapkupoBKe TIOMEOMAaTUYECKOTo JIEKAPCTBEHHOrO Ipernapara, 3aperuCTpUPOBAHHOTO I10
VIPOIICHHON TpOoIeaype perucTpanuu (B COOTBETCTBUU C MPABUIAMH PETHCTPAIMH M SKCIICPTH3BI
JIEKapCTBEHHBIX MpEmapaToB JJii MEAMIMHCKOTO TMPUMEHEHUs), JODKHBI OBITh  yKa3aHbI
HCKIIIOUUTEIIBHO Clieytolue (M HUKaKue IPyrue) CBEACHUS:

a) Hay4YHOe HAMMEHOBAaHUE FOMEONaTHUECKON HACTOMKHU (TOMEONaTHYECKUX HACTOEK) C yKa3aHUEeM
crereHn ee (MX) pasBeleHHs (C MCIOIB30BAaHMEM CHMBOJIOB (hapMakoleH, KOTOpas yKa3aHa Ui
JAHHOW MPOLIETyphl PETUCTPALMU TOMEONATHUYECKHUX JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU C
MpaBWIAMH PETHCTPAIlMM W JKCIHEPTU3Bl JICKAPCTBCHHBIX MPEMapaToB I  MEIUIIMHCKOTO
npuMmeHenus). Eciu romeonmaTuueckuil JIEKapCTBEHHBIM IMpemapaT COCTOMT u3 2 u  Oosee
TOMEOTIATHYECKUX HACTOCK, JOIYCKAETCs IOIMOIHATh HAyYHOES HAWMEHOBAHHE HACTOCK TOPTOBBIM
HAaUMEHOBAHHEM;

0) HaMMEHOBaHUS W aJpec JAepKaTels PeruCTPAIMOHHOTO YAOCTOBEPEHUS U IIPU HEOOXOIUMOCTH
MIPOU3BOIUTEIS;

B) c1oco0 BBEJIEHUS U IPU HEOOXOJUMOCTHU IIyTh BBEJCHMUS;

I') 1IaTa UCTEYCHHS CPOKa TOAHOCTH (MECSII U TOJT);

1) IeKapcTBeHHAs (hopma,

e) opma BbITycKa;

) CIleMalIbHbIE YCIOBUS XpaHEeHus (Ipy HAIUYHUH);

3) cHeluaibHOe NpeaynpexaeHue (Ipu HE0OXO0IUMOCTH);

1) HOMEp CEepPHH MPOU3BOIUTEIS;

K) 3amuch: «'oMeomaTHYecKHil JeKapCTBEHHBIM Tmpernapar 0e3 O0J00pEeHHOro TMOKa3aHUs K
MIPUMCHCHHUIOY;

J) TOpeaynpexaAeHHe O HEOOXOIMMOCTH OOpalleHHs K Bpady MPH COXPAaHCHHUH CHMIITOMOB
3a00JIeBaHusl.

4. TpeOoBaHMs K CIOCOOaM HAaHECEHHS] MAPKUPOBKHU

39. B mapkupoBke JIC 1BeTr Haamuceu, 3HAKOB, CHMBOJIOB JIOJDKEH OBITh KOHTPACTHBIM TIO
OTHOILICHMIO K (pOHY, Ha KOTOpPBII HaHeceHa MapkupoBka. Crioco0 HaHECEHUs MapKUPOBKH JOJKEH
o0ecrieunBaTh €€ COXPAaHHOCTb B TEUEHHME BCEr0 CPOKAa I'OJHOCTU JIEKAPCTBEHHOI'O CPEJCTBA MpHU
COOJIFOJICHUM YCTAaHOBJICHHBIX YCJIOBUM XpaHeHus. [lomyckaercss HaHeceHHMEe HOMepa CEpHHM, AAThl
IIPOM3BO/JICTBA, CPOKA TOJTHOCTH METO/I0M THCHEHHUS (CUMBOJIBI UMEIOT LIBET (OHA).

TpeGoBaHust K COCTaBIEHHIO M BEPCTKE MHCTPYKIUH IO MEAUIUHCKOMY TPHUMEHEHHIO,
YCTAaHOBJICHHbIE TPEOOBAHUAMHU K HHCTPYKIUHU IO MEIUIUHCKOMY IPUMEHEHHUIO JIeKapCTBEHHBIX
IpernapaToB M o0IIel XapaKTEPUCTHKE JEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHUS,
MPUMEHUMBl U K MapKHpPOBKE JIEKaPCTBEHHBIX IpemnaparoB. PexomeHnyercs, 4ToObl pa3mep Bcex
CHUMBOJIOB B MapKHPOBKE JIEKaPCTBEHHBIX IPENApPATOB COCTAaBJIsLUI HE MEHEE 7 IYHKTOB (MJIM KEIJb
mpudTa, MPU KOTOPOM BBICOTAa CTPOYHOM «X» COCTaBIseT HE MeHee 1,4 MM), a pacCTOSTHHE MEXKITy
cTpokamMu He MeHee 3 MM. TekcT Ha HeOOJBIINX YIMAKOBKAX JOJKEH UMETh MaKCUMAJIbHO KPYIHBIN
KerJb IpHUQTa B LEIAX CHUKEHUS BEPOSITHOCTH OIIMOOK TPUMEHEHUSI.

40. Cnenyer HawiIydmuM oOpa3oM MCIONB30BaTh JIOCTYIHYIO IOBEPXHOCTh NEPBUYHON U
BTOPUYHOM YNAKOBOK JIEKAPCTBEHHBIX IMpernapaToB. BaxHble cBeneHUs s MPaBWIBHOIO H
0e301acHOr0 MPUMEHEHHUS JIEKapCTBEHHOT0 MpernapaTa J0JKHbI YKa3bIBaThbCS MAKCUMAJIBHO KPYITHBIM
kersieM mpudra Ha HarOoJiee ONTUMAIbHBIX IOBEPXHOCTSIX YIaKOBOK.



HaumenoBanue mnpemapaTta, JO3UPOBKY U, €CIM HIPUMEHHMO, OOIIee cojaepKaHHe aKTHUBHOM
(dapmarieBTHUECKON CyOCTaHLIMU, a TAaKXKe IYTh BBEIEHHUS HEOOXOIMMO pa3MellaTh B OJHOM IIOJIe
3peHusi, MHCIOJb3ysd MaKCHMaJbHO KpYMHBIM Kerib mpudra. Ecnu Ha HeOoOnbIION ymakoBke
HEBO3MOXXHO OTpa3UTh BCE KPUTHMUECKHUE CBEJIEHUS B OJHOM IIOJ€ 3pEHMs, JAONYyCKaeTcs WX
pa3MenieHre B pas3HbIX moisax. s coxpaHeHHs yqoOOUYHMTAEMOCTH IMPEICTaBISEMbIX CBEACHUMN
HEOO0XO/MMO HCIOJB30BATh PAMOHAIBHOE MO OTHOIIECHHIO K pa3Mepy HCHOJIb3yeMoro mpudta
paccTosiHue MEXy CTPOKaMH U MTPOOEIIbI MEKIY CIIOBAMHU.

41. Tlpm Hanuuuu MecTa Ha NEPBUYHOM W BTOPUYHOM YIAKOBKAaxX JOIYCKAeTCs YKa3bIBaTh
JIOTOTUIIBI M TMHUKTOTPaMMbl (apMaleBTUYecKoi KoMmaHuu ((UPMBI-IPOU3BOIUTENS) TIPU YCIOBUH,
YTO OHU HE HAPYIIAIOT y1000YMUTaEMOCTh 00513aTENbHBIX CBEICHUH.

42. Jlns oOecriedyeHus MPaBWIBHON HICHTU(UKAMKA W BHIOOpA JICKApCTBEHHOTO IIperapara
norpedurensiMu (mpuoOperarensiMi), a TaKXKe MpPU OrPaHUYEHHOCTH MecTa Ha YIaKOBKE MpH
pa3paboTke Au3aiiHa YIaKOBKH BO3MOXKHO HCIOJIb30BAHNE HHHOBAIIMOHHBIX METO/IOB.

43. HeoOxomumo u30eraTh MCIOIL30BAHHUSA CO3JAIOINEH OJHMKH TJISHIEBOH, I[BETA METAIIUK WU
WHOW YIaKOBKH, CHWXaIeH ymobountaemMocts mHpOpMamnmu. He pekoMeHIyeTcs MCIOJIb30BaHUE
Pa3IMYHBIX LBETOB IIpU(Ta B HANMEHOBAHUHU JIEKAPCTBEHHOTO MperapaTa Wiu B OTIEIbHBIX OyKBax
(cuMBOJaX) HAaUMEHOBAHMSI, IOCKOJIBKY 3TO HETaTHMBHO BJIMAET HA IPABWIBHOCTb PACIO3HABAaHUS
JIEKapCTBEHHOT'O Ipernapara.

Bo wuzbexanue pucka HENpPaBUIBHOIO NPUMEHEHHUs JIEKapCTBEHHOTO Ipenapara  BCJEACTBUE
CXOJACTBAa €r0 YMAaKOBKU C YMAaKOBKAMH APYTUX JIEKAPCTBEHHBIX MpPENapaTtoB ClEAyeT MPUMEHSTh
0coOyI0 IIBETOBYIO HJICHTH()HUKALMIO YIIAKOBKM W HWHBIE CHOCOOBI, MOBBIMIAIONINE BH3YAIbHOE
pasnuyeHre yrnakoBOK. KonnuecTBO ILIBETOB, HCMOJb3YEMbIX B JIM3aifHE YMAKOBKH, OJHKHO OBITh
panmMoHaTbHO O0OOCHOBAaHO, 4YTOOBI MAaKCHMAaJbHO HCKIIOYUTH BEPOATHOCTH MEPENyTHIBAHUS
notpeduTensiMu (mpuoOpeTaTensiMi) JeKapCTBEHHOro mpemnapara. Jlns obecrieueHus: MpaBUIBHOM
UACHTU(UKAIIMHA U IPUMEHEHHUS JIEKApCTBEHHOTO Mperapara noTpeOuTensiMu (IpruodpeTaTessiMi) npu
MapKUpPOBKE TMEPBUYHON YIMAKOBKH CIEAYeT HCIOJIb30BaTh TOT K€ I[BETOBOM AM3aiiH, YTO U MpHU
MapKUpPOBKE BTOPUYHOHN YIIAaKOBKH.

44. Tlpu nHanmuuuu paziuyaronieiics uHbopManuu B MapKUPOBKE (YCIOBUSL OTIYCKa U TOMY
0/100HOE) €€ YKa3bIBalOT C MCIOJIb30BAaHUEM JIOMOJHUTENBbHON 3TUKETKH (CTHKEpa) B CIIELHAIbHO
OTBEJICHHOM II0JIE BTOPMYHOM YNAakoBKM. Ecim Ha BTOPUYHOM yIHAaKOBKE IPELYCMOTPEHO
MpelHa3HAYeHHOE ISl CIeNualbHOM MH(OpPMalMM TOJe, B HEro JOIMYCKAeTCs HAaHECEHHWE TaKou
uHpopmanuy (HampuMep, pasHbI CTaTyCc OTOycKa U3 AaNTeuyHOW CeTH WM CleluaibHas
nH(pOpMalKA: «yNaKOBKa AJisl CTAal[MOHAPOB», «I10 TOCYAAapCTBEHHBIM INpOrpaMMam» U Jpyrue) 0es3
MCIOJIb30BaHUS ATUKETKH (CTUKeEpa).

Pazmep monst msis pazMenieHus CTUKEPOB HE JTOJDKEH MPEBBIMATh 1/6 001iel miomaad BTOpUIHOM
YIIaKOBKHU, IIPU 3TOM JIaHHOE M0JIe HE JJOJDKHO 3aKpbIBaTh MH(OpMAIHIO, IepBOHAYaIbHO HAHECEHHYIO
Ha BTOPUYHYIO YIIaKOBKY.

45. lna opdaHHBIX MpenaparoB, a Takke AN OTAETbHBIX JIEKQpCTBEHHBIX IPEnapaToB, IO
COTJIACOBAHUIO C  YIOJHOMOYEHHOM  TOCYAAapCTBEHHOW  OpraHu3alueil,  OCYIIECTBISAIOMIEH
rOCylapCTBEHHYIO PErMCTpalMi0 TaKOIro JIEKapCTBEHHOIO TIpernapara, MAOIYCKaeTCsl HAHECEHUE
MapKUPOBKH C UCIOJIb30BAaHUEM JIONIOJHUTENBHON 3TUKETKH (CTHUKEPA).

46. Ilpu MapKuUpOBKE Pa3TUYHBIX JO3UPOBOK (KOHIIEHTPAIMA U TOMY MOJOOHBIM) JEKapCTBEHHBIX
MIpernapaToB, BBITYCKAEMBIX B BHUJE OJHOW JIEKapCTBEHHON (DOPMBI, JOJKHO OBITH MPEAYCMOTPEHO
pa3NIUYHOE 1IBETOBOE PEIIeHUE MM MHOW Croco0, 00ecneunBaroui YeTKOe BU3YaIbHOE BbIJICICHUE
JO3UPOBKH (KOHIIEHTPAIMH U TOMY TTOJJ00HOE).

Pa3nnuHble 03MPOBKM OAHOIO M TOTO JK€ JIEKAPCTBEHHOI'O IIpernapara ClelyeT yKa3blBaTh
onuHakoBo (Hampumep, 250 mr, 500 mr, 750 mr, 1000 mr, a He 1 r). He nomyckaercs yka3bIBaTh
KOHEUYHbIE HYJU B IPOOHOMN YacTu JO3UPOBKH (clenyeT ykasbiBaTh 2,5 mr, a He 2,50 mr). He ciexgyer
WCIIONh30BaTh JIECATUYHBIN pPa3feNuTeNb (3amsaTyl0), €CId HSTOTO MOXHO wu30exaTh (ciemyer
ykaspiBath 250 wmr, a He 0,25 r). M3 cooOpaxeHuit 0e30MacHOCTH HEOOXOAMMO MHUCATh CIIOBO
«MHKpPOTpaMM»» MOJHOCTBIO, @ HE COKpalaTh ero. OHaKo B OTAENBHBIX CIydasX NP BOZHUKHOBEHUU
3aTpy/HEHUH, KOTOpble HEBO3MOXXHO YCTPaHUTh YMEHBIIEHHEM Kerjs Ipudra, ToMmycKaeTrcs Mpu
HaIM4YuM OOOCHOBAaHMH M OTCYTCTBUM OINACEHWH B OTHOIIEHHWH O€30MACHOCTH HCIIOJIb30BATh
COKpAILEHHYIO (POPMY «MKI».



47. Ilytp BBeneHUs JODKEH COBNAAATh C YKa3aHHBIM B OOIIEH XapaKTepUCTHKE JaHHOTO
JIEKApCTBEHHOI0 IIperapara B UHCTPYKLUHU 110 IIPUMEHEHHUIO U CTPOr0 COOTBETCTBOBATH CTAHIAPTHBIM
TepMuHaM. He cienyeT ncnonib30BaTh HeraTUBHbIE BbIpaxkeHHs (Hanpumep: «He 171 BHYTpUBEHHOTO
BBEJICHUA»). JlOomyCcTUMBI TOJIBKO CTaHJApTHBIE COKpalleHus (Hampumep, B/B, B/M, 1/k). Ilpoune
HECTaHJapTHbIC IIYTH BBEICHUS CIENYET yKa3blBaTh MOJHOCThIO. ECcu manueHTaM He 3HAKOMBI IyTH
BBEJICHUS, B UHCTPYKLIUU 110 MEAULIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO Npenapara JOJKHbI ObITh
JaHbl Pa3bsICHEHUsI. DTO OCOOCHHO Ba)KHO B OTHOIICHHUH JIEKAPCTBEHHBIX MPENapaToB, TOCTYITHBIX AJIs
CaMOCTOATEJILHOI'O IPUMEHEHHS.

48. Ecnu Ha mepBUYHOM U (WJIM) BTOPUYHOM YMaKOBKax HMCHOJIB3YIOTCS TEKCThl HA HECKOJIBKHX
S3bIKaX, HEOOXOAMMO 00ECIIEUUTh YETKOE Pa3rpaHUUYCHHUE TAKUX TEKCTOB.

49. Bce naHHble, HAHECEHHBIC HA SYCHKOBYIO YMAKOBKY, JOJDKHBI OCTaBaTbCA JOCTYMHBIMHU JIJIS
MOTpeOUTENs BIUIOTH /10 U3BJEUEHUS MociaeaHel 103bl. Ecian HEeBO3MOXKHO HaHECTH BCE CBEICHUS Ha
KQX/IYI0 STUeHKY TaKOW yIaKOBKH, JOMYCKAETCs CIIOCO0 MX CIIy4aifHOrO HaHECEHUSs, TP KOTOPOM OHU
pacrnosiararoTcsi ¢ MakCUMaJIbHOW YacTOTOW Ha IOBEPXHOCTHU SYEWKOBOM ynakoBku. Jlomyckaercs
HAaHOCUTb HOMEpP CEpUM M JaTy MCTEYEHUs CpPOKa IOJAHOCTH HA Kpal S4YEMKOBOM yNakoBKH. IIpu
HAJIMYUU TEXHUYECKOW BO3MOXKHOCTH CJIEIyeT HAHOCUTh JTH CBEICHHMS Ha o0a Kpasg Kaxiaou
sA4eKoBOM ymakoBku. Bce TpeOyemble B OTHOLIEHHM NEPBUYHBIX YINAKOBOK CBEAECHUS HEOOXOJUMO
HAHOCHUTHb HAa KXY €IUHUILy J03bl (POPMBI BBIMYCKA, COJEpKAIIe OJHOIO030BbIE SUCHKOBBIC
YIIAKOBKH.

MapkupoBka U OQOpPMIICHHE JIEKapCTBEHHBIX CPEICTB, M3TOTOBJICHHBIX B (hapMaleBTHUECKON
OpraHM3alyM, JOJDKHBl COOTBETCTBOBATH TPEOOBAaHUSAM, YCTAaHOBJIEHHBIM  YIOJHOMOYEHHOMN
[IpaButensctBoM IIpuaHectpoBckoit MongaBckoit PecyOonuku opranuzaiueil Ha IpoBeAeHne padoT
10 perucTpalnuu U cepTuUKay JEKapCTBEHHbIX CPEACTB Ul MEIUIIMHCKOTO IPUMEHEHMUS.

[Tpunoxenne xk TpeGoBaHUSIM K MAPKHPOBKE

1 0(hOPMIICHUIO JIEKAPCTBEHHBIX CPE/ICTB

JUTSL MEAMIIMHCKOTO IPUMEHEHNUS U U3/1eJINN
MEAMIMHCKOTO Ha3HAYEHM S, IPOU3BOIUMBIX

Ha teppurtopuu [Ipunnectpockoit MonaaBckoit
PecniyOnuky 1 BBO3MMBIX Ha TEPPUTOPHUIO
ITpunuectpoBckoit Monaasckoii PecriyOnuku
(bapMareBTHUECKUMH OpraHU3alUusAMHU

IIepedyeHb BCIIOMOraTENbHBIX BEIIECTB, YKa3bIBAEMbIX Ha BTOPUYHOU YIIAaKOBKE JIEKAPCTBEHHBIX
IpenaparoB JiIs IpueMa BHYTpPb

Konx

BCIIOMOTa

TEJILHOTO [Toporosoe
HaumenoBanue BemecTs BEIIleCTBA coJiepkaHne
A3zokpacurenu:
COJIHEYHBIH 3aKaT KeNnThIil E110 0
a30pyOuH (KapMya3uH) E122 0
MYHIOBEIH (TIOHCO 4R, KOIIeHMIEBBIH KpacHBIN A) E124 0
OpwimmaHTOBEIM depHBIE BN (uepHBIN OnecTsmunit
BN, uepHnsrit PN) E151 0
ApaxucoBoe Macio 0
crapram E951 0
lanaxTo3a 0




T'moko3a (IeKcTpo3a) 0
Imanepon (rmnepuH) 10 r/mo3a
WzomansT (M30MabTUT) E953 0
Kannifconepsxamue coennHeHUs 39 mr/no3a
Kactopossie Macia MOJIUATOKCHINPOBAHHBIC
(MakporomarmuIepuIpHINHONEaT,
MaKpOTOJaTIHIEPIITHAPOKCHCTEapaT) 0
KoncepBanTsl 0
Kewnnuron (kemur) 10T
KymxytHoe Macio 0
Jlakturton (JaKkTUT) E966 0
JlaxTo3a 0
Jlarekc (Kay4dyKk HaTypabHBIH) 0
ManbTuToNn (MaJIbTHT) E965 0

‘ ManHHHTO (MAaHHHUT) E421 10T

‘ MoueBuna 0

‘ Harpuiicongepxaiiye coeTuHEHUS 23 mr/mo3a

400 Mr/kr pis

B3pocibix 200
MI/KT IS

[MponmieHrnuKonb 1 ero 3¢Gups! Jerei

‘ [TmennyHeIi Kpaxman 0

‘ Caxap MHBEpTHBIN 0

‘ Caxapo3a 0

‘ CoeBoe macio 0

‘ Copburon (copbwur) E420 0

‘ denunananux 0

‘ dopmanbaerus 0

‘ ®dpykro3za 0

‘ OTaHoi (CIIUPT STHIOBBIN) 0




