YTBEPKJIEHBI

Pemennem Coeta
EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

TPEBOBAHUI
K MAPKHUPOBKeE JIEKAPCTBEHHBIX CPEJCTB /Il MeUIIMHCKOI0
NMPUMEHEHHUA U BeTEPUHAPHbIX JIEKAPCTBEHHbIX CPeICTB

|. O0ume nonoxeHus

1. Hacrosimme TpeOGoBaHMS ycCTaHABIMBAIOT TMpaBUia MapKHUPOBKH,
pa3MelIeHHOW Ha yMaKOBKaX JIEKAPCTBEHHBIX CPEJCTB IJISI METUIIUMHCKOTO
NpUMEHEHUsT (Jajlee — JIEKapCTBEHHBIE CPEICTBA) W BETEPHHAPHBIX
JIEKAPCTBEHHBIX CPEJICTB (Jlajiee — BETCPUHAPHBIC CPEJICTBA), BHITYCKACMBIX B
oOpamieHue Ha OOIIeM pPBIHKE JIEKAPCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro skoHoMu4eckoro cotosa (naiee — Coro3).

2. MapkupoBKa JICKAPCTBEHHBIX CPEACTB (BETCPUHAPHBIX CPEICTB)
HAaHOCUTCA Ha YHNAKOBKY Ha pYCCKOM SI3bIK€ W I[P  HAIUYUU
COOTBETCTBYIOIIMX TpeOOBaHUN B 3aKOHOAATENHLCTBE T'OCYAAPCTB — UYJICHOB
Coro3a (manmee — TOCyAapCTBa-Wi€Hbl) HA TOCYJAPCTBEHHOM  S3BIKE
(rocyapCTBEHHBIX SI3BIKAaX) TOCYAapCTBa-4ieHa, HA TEPPUTOPHH KOTOPOTO
peau3yroTCs JISKaPCTBEHHBIC CpelicTBA (BETepUHAPHBIC CPEICTRA).

JIOTIOTHUTENFHOE KCIOJIB30BAaHUE APYTHX S3BIKOB JIOMYCKAaeTCs MpU
YCIIOBUU TIOJTHOM MJIEHTUYHOCTU UH(OPMALIUU.

MapkupoBKa JIEKAPCTBEHHBIX CPEACTB (BETCPUHAPHBIX CPEACTB) HE
JOJKHA TIPOTUBOPEUYUTh WM HCKa)XaTh CBEACHHS, COJCpKaluecs B

AOKYMCHTAX PCruCTpaliuOHHOIO A10ChC, U HOCUTH peKHaMHBIﬁ XapaKTep.
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3. MapkupoBKa JICKApPCTBEHHBIX CPEACTB (BETEPUHAPHBIX CPEICTB)
JIOJKHA OBITh JIESTKOUUTAEMOM, yA1000UnTaeMOM, MOHATHOU U JIOCTOBEPHOU U
HE BBOJUTHL B  3a0iyxaeHue  mnorpeduteneid  (mpuobOperartesneil)
JIEKAPCTBEHHOI0 MpenapaTra M BETEPUHAPHOTO JIEKAPCTBEHHOIO Ipemnapara
(manee — BeTepUHAPHBIN IIpenapar).

4, JIna mnenert HacTtoAmmx TpeOOBaHUN HCIONB3YIOTCS TOHSTHS,
KOTOPBIE O3HAYAIOT CJIEAYIOIIEE:

«BTOpUYHAsT (TOTPEOUTENHCKAS) YIIAKOBKa» — YIAKOBKA, B KOTOPYIO
IIOMEIIAeTCs JIGKAPCTBCHHBIN Tmpemapar (BEeTepUHApPHBIM mpernapar) B
NEePBUYHOM WIJIM MPOMEKYTOUHOM YIIaKOBKE JIJISl peasii3aliuy MoTpeOuTerto;

«MapKupoBKa» —  uHpOpMAIMsA, HAHECEHHAas Ha  YMaKOBKY
JICKapPCTBEHHOTO CpeIcTBa (BETEPUHAPHOIO CPEJICTBA);

«mepBUYHas (BHYTPEHHSISI) YIIAaKOBKa» — YIMaKOBKa, HEMOCPEACTBEHHO
CONPHMKACAMOIIAsACA C  JICKAPCTBEHHBIM  CPEACTBOM  (BETCpHUHApPHBIM
CPEICTBOM);

«IPOMEXYTOUHAS YIMAKOBKa» — YMaKOBKA, B KOTOPYIO MOXET OBIThH
MOMEIIEHa TEpPBUYHASL YIAKOBKA C II€JIbI0 JIOMOJIHUTEILHON 3alllUThI
JIEKApCTBEHHOr0 Tpernaparta (BETEpUHAPHOTO IMpernapara) WId HCXOJs U3
O0COOEHHOCTEN MPUMEHEHHUS JICKAPCTBEHHOTO Tpenapara (BETEpUHAPHOTO
npernapara);

«YMAaKOBKa» — MaTepual WIA YCTPOWCTBO, TapaHTUPYIOIIEe
COXPaHEHHE KauecTBa JICKaPCTBEHHOIO CpeacTBa (BETEPHHAPHOIO CPEICTBA)
HA  TOPOTSHKCHUM  YCTAHOBJICHHOI'O  CpOKa  TOJHOCTH  (XpaHEHHs),
oOecrieumBaroIiee 3allMTy JICKapCTBEHHOrO CpeiacTBa (BETEPHMHAPHOTO
CPEICTBA) OT TMOBPSKICHUH ¥ TOTEpb, a TakkKe MPeIoXpaHsIoIIee
OKPY’KaIOIIyI0 CPEY OT 3arpsA3HECHUM;

«sI4elKoBas KOHTypHas ymakoBka (OiucTtep)» — rulkas ymakoBKa ¢

JICKapCTBEHHBIM CPEJICTBOM (BETEPUHAPHBIM CPEJACTBOM) B OT(OPMOBAHHBIX
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sT9eiikax, M3 KOTOPBIX JIEKAPCTBEHHOE CPENCTBO (BETEpUHAPHOE CPENICTBO)
W3BJIEKACTCS ITyTEM BbIIABINBAHUS.
NHble TOHATHS HCHOJIB3YIOTCS B  3HAYCHHUSX, ONPEACICHHBIX
MEXIYHAPOAHBIMU IOIOBOPAMHU U aKTaMH, COCTaBIsronuMu rpaso Corosa.
TpeboBanus k oOpa3llaM W MakeTaM YIIaKOBOK YCTaHOBJICHBI
IIPaBWJIAMH PETUCTPAlMA M DKCIHEPTU3bl JICKAPCTBEHHBIX CPEICTB UL
MEIULIUHCKOI'0 IIPUMEHEHUS, YTBEPKIAEMBIMU EBpaszuniickon

PKOHOMMYECKON Komuccuei (nanee — Komuccus).

I1. OGuue TpeGoBaHMs K MAPKUPOBKE

5.Ha nepBuyHOIl (BHYTpEHHEW) YIaKOBKe (Jajnee — MEpBUYHAs
yIIakoBKa)  JIGKAPCTBEHHOIro  Mpemapara  (BeTEpMHApHOTO  Ipernapara)
(3a WCcKITIOUYEHUEM JICKAapCTBEHHOTO Mpernapara (BeTepuHApHOTO Tpernapara),
MPENCTABISIIONIETO CO00# (DaCOBAaHHOE JICKAPCTBEHHOE PACTUTEIHLHOE CHIPhE)
YKa3bIBAETCS CIEAYIOIIas HHPOpMaIus:

a) TOProBoe HAaUMEHOBAHHE JIEKapCTBEHHOTO npemnapara
(BeTepHHApHOTO Ipenapara);

0) MexXIyHapOJIHOE HeMaTeHTOBaHHOE HanMmeHoBaHue (nanee — MHH)
(Mpu HaNMMYUK) WIK OOIIENPUHSTOE (TPYIIIUPOBOYHOE) HAMMEHOBAHME,

B) JIeKapCcTBEHHas (opma;

) IO3UPOBKA WJIM AaKTUBHOCTh U (WJIM) KOHIEHTpauus (eciu
NPUMEHNMO) aKTUBHOW  (apmareBTUuecko cyOcTaHmmu (aKTHBHBIX
dbapmaneBTUUECKUX CyOCTaHIIUI);

1) KOJINYECTBO JI€KapCTBEHHOTO npenapara  (BETEpUHAPHOTO
npenapara) B ynakoBKe;

€) MyTh BBEJICHUS,
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’K) HAUMEHOBAaHWE WJIM JIOTOTUIl JIep>KaTelsl PErucTPallMOHHOTO
YAOCTOBEPEHUS UM TMPOU3ZBOAUTEINS (MPU HEOOXOIUMOCTH) JIEKAPCTBEHHOTO
npenapara (HauMeHOBaHUE W JOTOTUI npaBooOIagaTess
PErUCTPAIMOHHOTO YAOCTOBEPEHUS BETEPUHAPHOTO MperapaTa);

3) HOMEp CepuH;

M) JlaTa CTEUCHUS CPOKA FOJTHOCTH («TOACH J10...»).

6. Ha mepBuuYHO# ymakoBKe B BHUJE SUEHKOBOM KOHTYPHOW YMAaKOBKH
(bmucrepa) (manee — s4YEHKOBas YMakKOBKa), KOTOPYIO IOMEIAIOT BO
BTOPUYHYIO (MTOTPEOUTENTHCKYI0) YIIAKOBKY (7jajiee — BTOPUYHAS YIAaKOBKa),
JOMyCKaeTcss  HE  yKa3blBaTh  MH(OpMALHIO, IPETYCMOTPEHHYIO
MOJIITYHKTAMH «BY», «JI» U «e» MyHKTa 5 HacTosmux TpeboBaHUM.

7. Ha nepBu4HON ymakoBKe HEOOJBIIUX pa3MmepoB (oOmas mionaib
TEKCTOBOTO 1oJIs He Gomee 1,5 cM°), Ha KOTOPOil HEBO3MOXKHO Pa3sMECTUTh
BCIO  HeoOXxoaumyio  uH(pOpMaluio, JOMyCKaeTcs He  yKa3bIBaTh
UH(GOPMALINIO, TPETYCMOTPEHHYIO MOAMYHKTAMU «I», «€» U <GK» MyHKTa 5
HacTosimux TpeGoBaHUM.

8. Ha BTOpHYHON yNakoBKe, a MpPU €€ OTCYTCTBUU — HA MEPBUYHOU
yIaKOBKE JIGKQpCTBEHHOrO0  Tpermapata (BeTepMHApHOIO  Iperapara)
yKa3bIBaeTCs cienytouas HHpopMalus:

a) TOProBoe HAaMMEHOBAHUE JIEKApCTBEHHOI'O npenapara
(BeTepuHapHOTO MIpemapara);

0) MHH (mpu sHanmuuuu) wid OOIIENPUHATOE (TPYyHIUPOBOYHOE)
HAaMMEHOBAHMUE;

B) HAMMEHOBAHUS JIepXKaTeNsl PErUCTPALMOHHOTO YAOCTOBEPEHUS U
IPOU3BOAUTEIS JIEKapCTBEHHOTO npenapara (HauMeHOBaHUS
npaBooOJagaTeNsl PErucTPAlMOHHOTO YIAOCTOBEPEHHS M IMPOU3BOJIUTENS

BETEPUHAPHOTO IIpenapara);
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r) agpec  JepKaTeyss  PEruCTPAllMOHHOTO  YJIOCTOBEPEHHUS U
NPOU3BOAMTENS JIGKAPCTBEHHOTO mpemapata (ampec mpaBooOiagaTens
PErHCTPALIMOHHOIO  YJIOCTOBEPEHUSI M  MPOU3BOJAUTENS] BETEPUHAPHOIO
npemnapara);

1) JIeKapcTBeHHas popma,

€) 103UpOBKa, W (WJIM) AKTHUBHOCTb, M (WJIM) KOHIIGHTpauus (eciu
NPUMEHUMO) AaKTUBHOW  (papMalEBTUYECKOW CyOCTaHIMM  (AKTUBHBIX
(dapMaleBTUUECKUX CyOCTaHIIUI);

’K) KOTMYECTBO  JIGKAPCTBEHHOTO  Mpemnapara  (BETEpUHAPHOTO
npernapara) B yIakoBKE;

3) uH(pOpMaLIMSI O COCTABE JIEKAPCTBEHHOTO Ipenapara (BeTepUHAPHOTO
npemnapara);

1) HOMED CEepuHu;

K) J1aTa MPOM3BO/ICTBA,;

J) 1aTa UCTEUYCHUSI CPOKA TOJHOCTH («TOJIEH J10...»);

M) YCIOBHMSI ~ XpaHEHUs M 0OpU  HEOOXOJUMOCTH  YCJIOBHS
TPAHCTIOPTHUPOBKH;

H) MyTb BBEJCHUS;

0) YCJIOBUS OTITYCKa;

1) NpeayNnpeaAUTENbHbIE HaJITUCH.

9. lns mpemapaToB, BBITYCKaeMbIX KaK C KOHCEPBAHTOM, Tak M 0e3
KOHCEpPBAHTA, MpPHU BBIMYCKE MPOAYKIMU O€3 KOHCEpPBAaHTA IOCJE MEepeyHs
BCIIOMOTaTeJIbHBIX BEIECTB Ha YMAaKOBKAaxX YKa3bIBaeTCs CleIylolas
undopmanus: «He cogepkut KoHCepBaHTay.

10. [TpomexyTouHasi ymakoBKa, HE TMO3BOJSIONMIAas O€3 HapyIIeHUs ee
LEJIOCTHOCTU MIPOoYecTh HH(POPMAIINIO HA IEPBUYHON YITAKOBKE, KAK MUHUMYM

JOJKHA MOBTOPATH MH(GOPMALIMIO, YKA3aHHYIO HA IEPBUYHON YITAKOBKE.
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11. Ha ymakoBke aKTHUBHBIX (hapMalleBTUUECKUX  CyOCTaHIIMI
yKa3bIBAETCs Cleytomias HHpopMaIus:

a) TOProBO€ HAMMEHOBAHUE AKTUBHOW (papMalleBTUYECKOW CyOCTaHIUU
(Tpu HATMYMK);

0) MHH unu o6menpunsToe (rpynnupoBOYHOE) HAMMEHOBAHHUE;

B) HAUMEHOBAHUE u aapec IPOU3BOAUTEIS aKTUBHOM
dapmarieBTHUECKON CyOCTaHIUY;

I') HOMEp CEepUH;

1) 1aTa MpOU3BOJICTBA;

€) KOJIMYECTBO aKTUBHOM (hapMalleBTUUECKON CyOCTaHIIUU B YIIAKOBKE;

) JaTa MCTEYEHHUS CpOKa TOJHOCTH («TOJIeH J0...») WIH, €CIH
PeyCMOTPEHO, JaTa IOBTOPHOT'O UCITBITAHMUS;

3) YCJIOBHS XpaHEHUS;

1) Ha3HAYECHUE.

12. lns  komruiekTa (JIEKapCTBEHHBINM Tpenapar (BeTEepHHAPHBIN
npernapar) ¢ pacTBopureiieM (paszdoaBureneM)) win Habopa (KOMIUIEKTa U3 2 1
Ooyiee JIEKapCTBCHHBIX MperaparoB (BETEPHHAPHBIX IMpermapaTroB)) Ha
BTOPUYHOM  yMaKOBKE  JOMOJHHUTENHHO  YKa3bIBa€TCSd  CIEAYIOLIas
uHdopMmaIus:

a) CBEJICHHUS O KOMITOHCHTAX KOMILIEKTa (Habopa):

HAaUMEHOBAHUSI KOMIIOHEHTOB;

O3UpOBKa M (WJM) AaKTUBHOCTh, W (WJM) KOHIEHTpamus (eciu
OPUMEHUMO) aKTUBHOM  (papmaleBTUYECKOW CcyOcTaHIMH  (aKTMBHBIX
dbapmaneBTUUECKUX CyOCTaHIIUM);

uH(pOpMaIus 0 COCTaBe;

YHUCIIO €UHUIIL;

HOMEep cepun (B cooTBeTcTBUM ¢ TyHKTamMu 29 u 30 HacTOSIIMX

TpeboBanuii);
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0) cBeZIeHUS O HAJIMYUU BCIIOMOTATEIbHBIX MEIUITMHCKUX HW3IEIHM
(WTPHIIBI, TAMIIOHBI, YCTPONCTBA JJIsl BBEICHUSA U T. II.).

13. He nmomyckaeTrcsi HAHOCUTh Ha YIMAaKOBKY BBIOOPOYHBIE CBEICHUS,
yKa3aHHbIE B pa3/iellaX «KIMHUYECKUE JaHHBIE» U «(papMaKOTUHAMUICCKUEC
CBOMCTBa» OOIIEH XapaKTePUCTHKH JAaHHOTO JIGKAPCTBEHHOTO Iperapara u
OKBHBAJICHTHBIX pa3eiaXx HMHCTPYKIMH 10 MEIUIUHCKOMY TPHUMECHEHHIO
(JIMCTKa-BKJIAJbIIIA) TAHHOTO JIEKAPCTBEHHOTO Ipenapara.

JlomyckaeTcss HAHOCUTh Ha YHAKOBKY TEKCT WHCTPYKIHUUA TIO
MEAUIMHCKOMY  NPUMEHEHHUIO  (JIMCTKa-BKJAJbIIa)  JIEKAPCTBEHHOI'O
npernapaTta M TEKCT HHCTPYKUMHM IO NPUMEHEHHIO (JIMCTKa-BKJIabIIIA)
BETEPUHAPHOTO Mperapara.

14. lonyckaercs pa3MelleHne Ha BTOPUYHOU YIAKOBKE
JEKapCTBEHHOTO TMpemnapara (BETEpPUHAPHOTO Mpemnapara) JOMOJHUTEIHHON
uHbpopMallMM  OpU  YCIOBUU ee COOTBETCTBUSL  JIOKYMEHTam
PETUCTPAIIMOHHOTO A0ChE.

Homnyckaercs pa3MeleHue Ha yIaKOBKE HITPUX-KO/1a,
rojorpa@uuecknux M IPYruX 3allUTHBIX 3HAKOB, CTUKEPOB, AyOIHpOBaHUE
TEKCTa MapKUPOBKU C HMCIIOIB30BAHUEM JPYTHUX SI3BIKOB W mipudTa bpaiins,
pa3MelIeHue CUMBOJIOB WJIHM MUKTOIPaMM, KOTOpbIE MOMOTal0T Pa3bsiCHUTh
uH(GOPMALIMIO O JIEKApCTBEHHOM IIpernapare (BeTepUHApHOM Ipernapare)
noTpedurento (mpuodperarTesro).

15. Tlpy HaimMuuu B TPOMEKYTOYHOW WM BTOPUYHON YITaKOBKE
JIEKapCTBEHHOTO npernapara aKETUKOB (um Ta0JIETOK) C
BJIArOTOTJIOTUTENIEM Ha HUX JIOJDKHA OBITh HAHECEHA MpeayIpeauTebHas
MapKUpOBKa cleAyromero coaepxkanusa: «Cuiukareib, HE CbeI0OHO,
BJIArOMOTJIOTUTENbY.

16. Ha tpancmopTHO# Tape ymakoBKH HepachacoBaHHON MPOTYKIIUU

yKa3bIBaeTCs Cleayroias HHPOpMaIus:
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a) TOProBoe HAaUMEHOBaHHE JIEKapCTBEHHOTO npenapara
(BeTepHUHApHOTO Ipenapara);

0) nekapcTBeHHas popma,

B) MHH;

T') I03UPOBKA;

11) HAUMEHOBAHUE MTPOU3BOUTENS, CTPAHA;

€) KOJIMYEeCTBO YMAaKOBOK B TPAHCHOPTHOW Tape (€ciau MpOIayKITUs
Hepac(acoBaHHas, MOXKET OBITh YKa3aHa Macca HETTO U Macca OpyTTo);

) YCIIOBHSI XpaHEHUS;

3) HOMEpP CEepuUH;

W) AaTa IPOU3BOJICTBA;

K) JlaTa UCTCYCHHS CPOKA TOJHOCTH («TOJICH J0...»).

[Ipu HEOOXOAMMOCTH MOXKET OBITh yKa3aH JIOTOTHIT MPOWU3BOJIHUTEIS
MPOIYKIIMH, YCIOBHUS TPAHCIIOPTHUPOBKHU, MPEAYNPEAUTEIbHBIC HAAMUCH U

MAHUITYJIATOPHBIC 3HAKH.

I11. TpeGoBaHMs K TEKCTY MapKUPOBKHU

17. Toprosoe HAaNMEHOBAHUE JIEKApCTBEHHOTO npemnapara
(BeTepuHApHOTO Mpernapara) YKa3blBa€TCSd Ha YIAKOBKE B HMEHUTEIHLHOM
nazJexe.

JInsi  neKapCTBEHHBIX PACTUTEIBHBIX MPENaparoB JIOMOJIHUTEIHHO
YKa3bIBACTCSI HAUMEHOBAHUE JIEKAPCTBEHHOIO PACTUTEIBHOIO ChIPbsl WJIU
aKTUBHOM (papMarieBTUYECKON CyOCTAaHIIMM PACTUTEIIBHOTO MPOUCXOXKICHUS
Ha JIATUHCKOM S3bIK€ (32 MCKIIOUEHHEM HaWMMEHOBaHUs COOpOB) BO
MHO>KE€CTBEHHOM 4HCIIE (32 MCKIIIOYEHUEM CIIOB «TpaBa» U «KOpa») U BHUIA
dacoBaHHOW  TPOAYKIMHM  (HApPUMEp,  «IETbHAs»,  «U3METBFICHHAs,

«TTOPOIIIOK» H T. II.).
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18. MHH axkTtuBHBIX (apMaleBTUYECKUX CyOCTaHIIMH B COCTaBe
JIEKapCTBEHHOIO TIpenapara (BETEpUHAPHOIO Ipernapara) yKas3bIBaeTcs Ha
pycckoM u (WIM) aHIJIMICKOM s3bIKaX (B COOTBETCTBUM C AHIJIMUCKOU
penaknueii nepeudss MHH BcemupHoii opraHuzaiiuu  31paBOOXPaHCHUS)
B IMEHUTEIIBHOM IaJIEXKE.

B cnyusae orcyrctBus  MHH  ykasmiBaeTcs — oOmienpuHsSTOE
(rpynmupoBoYHOE) HAMMEHOBAaHME Ha PYCCKOM S3bIKE B HMCHUTEIBHOM
MaJeKE.

Homyckaercs  He  ykaspiBath MHH  wunmum oOmenpunsitoe
(rpynmmupoBOYHOE) HAaUMEHOBAHHE JIEKAPCTBEHHBIX penaparoB
(BeTepuHApHBIX MPENApaToB) B CIIyvae €ro MOJHOTO COBMAIACHUS C TOPTOBBIM
HAaMEHOBAaHHEM.

B OTHOIIEHMM TETEPOJIOTUYHBIX CHIBOPOTOK  YKa3bIBACTCS  BU/I
YKUBOTHOTO, U3 KPOBHU WJIM TIa3Mbl KOTOPOT'O OHU MOJTYYEHBI.

JIns  JeKapCTBEHHBIX — IpernaparoB  (BeTEpHMHApPHBIX  IPENapaToB)
OMONOTMYECKOTO  TMPOUCXOKIeHuss npu  orcyrctBun MHH  wnm
OOIICTIPUHSATOTO (MPYNIMPOBOYHOIO) HAUMEHOBAHHUS YKA3bIBACTCS HMCTOYHHMK
MOJIyYEHHUS TIpenapara.

Jns pagrodapMalieBTHICCKHUX JIGKAPCTBEHHBIX CPEICTB (BeTEpUHAPHBIX
CPEIICTB) YKa3bIBAIOTCS CHMBOJI XHMHUECKOTO DJJIEMCHTa C HMHJICKCOM
PAIMOHYKIINIA U MEXKTYHAPOHBIN CUMBOJ PAJUOAKTUBHOCTH.

19. HaumeHoBaHus JeprKareliss PEerucTPallMOHHOTO YJAOCTOBEPEHUS U
MIPOU3BOJAUTENS JIEKapCTBEHHOTO npemnapara (HaUMEHOBaHUS
npaBooOiagaTeNsi PErucTPallMOHHOTO YIOCTOBEPEHHUS] U TMPOU3BOJUTENS
BETEPUHAPHOTO TIpernapara) yKa3blBAlOTCI B HMEHUTEIBHOM  MaJIEXKeE.
B cnydae ecnm B IPOU3BOACTBE YYAaCTBYKOT HECKOJIBKO ITPOM3BOJIUTEIIEH,

00s13aTEIBLHO YKa3bIBACTCA HaMMCHOBAHHC IMPOU3BOAUTCIIA,
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OCYILECTBISIOUIETO BBIMYCKAIOIIUI KOHTPOJIb KauecTBa JIEKAPCTBEHHOI'O
cpencTia (BETEpUHAPHOTO CPEJICTBA).

B cnyuae coBmajgeHuss HaMMEHOBAHWI JiepKarenisl perucTpalroOHHOIO
YAOCTOBEPEHUS u POU3BOJIUTEIS JIeKapCTBEHHOTO npemnapara
(HaMeHOBaHWH TPaBOOONANATENSI PETHCTPAMOHHOTO YIOCTOBEPEHHS H
NPOW3BOJUTESI ~ BETEPUHAPHOTO  TIperapara)  yKa3plBaeTCs  TOIBKO
HAauMEHOBAaHUE JepKaTens PErUCTPALIMOHHOTO yI0CTOBEPEHUS
JeKapCcTBEHHOro  mpenapara  (mpaBooOiajgaTenss  PErUCTPAIMOHHOTO
yIIOCTOBEPEHHS BETCPUHAPHOTO TIperapara).

[Ipuy HEOOXOMMMOCTH YKa3bIBa€TCSi HAMMEHOBAHUE OpraHHU3alUH,
ocymiecTBistonield (hacoBky u (MITH) YIAaKOBKY, C MPEAMICCTBYIONIMM CIIOBOM
«pacdacoBaHO» U (MJIH) «yHAKOBAHOY, KYIAKOBIIHK.

20. Anpeca yka3pIBaIOTCSl COKPAICHHO (CTpaHa WM CTpPaHa U TOPOJ)
WJIY TIOJTHOCTBIO, JAOMOJHUTENHHO JOIyCKAaeTCs yKa3aHUe HOMEpPOB Tee(oHa,
daxca, agpeca AMEKTPOHHOM MOYTHI.

B cnywae ecnm JnepkaTeneM pErucTpalMOHHOIO YJIOCTOBEPEHUS
JEKapCTBEHHOro  mpemnapara  (mpaBooOjiafaTesieM  PErMCTPallMOHHOIO
yJAOCTOBEPEHHUs BETEPUHAPHOIO TMpernapara) SBISETCS MPOU3BOIUTEIND
JIEKapCTBEHHOTI'O ITpenapara (BETEpHHAPHOTO Mperapara), yKa3blBaeTCsl TOJIBKO
anpec JepKarenas PErucTpalMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npemnapara (mpaBoOONamarenss  PErucTPalMOHHOIO yYI0CTOBEPEHUS
BETEPUHAPHOTO Ipernapara).

21. Jlo3upoBKa, U (WJIKM) aKTUBHOCTb, U (MJIM) KOHUEHTpAIUsl aKTUBHOM
dapmalieBTUYECKO cyOcTaHIIMM (aKTUBHBIX (hapMalleBTUYECKUX CYOCTaHIIMIA)
YKa3bIBAIOTCS € 00513aTENbHBIM YKa3aHUEM €IMHHI] U3MEPECHUS.

22. Konmn4ecTBO JEKapCTBEHHOTO CpeAcTBa (BETEPHHAPHOTO CPENCTBA)
B YIAKOBKE YKa3bIBAa€TCsl MO Macce, O0bEMY WM KOJIWYECTBY EIUHUI

AO3UPOBAHUA B 3dBUCHUMOCTHU OT HeKapCTBeHHOﬁ (bOpMBI M THUIIA YIIAKOBKH.
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J1J1st IeKapCTBEHHBIX PACTUTENBHBIX MPENApaTOB Macca JIEKapCTBEHHOTO
PaCTUTENBHOTO ChIPhsl W (WJIM) AaKTHUBHOM (apMalleBTUYECKON CyOCTaHIUu
pPACTUTEIBHOTO TMPOUCXOXKJICHUSI YKa3bIBAETCS IMIPU HMX ONpPE/IeICHHON
BJIQKHOCTH.

Jlo3upoBKka (aKTUBHOCTB) OMOJOTHYECKOTO JICKAPCTBEHHOIO Ipernapara
BBIPA)KAETCS B COOTBETCTBUM C TpPeOOBaHUSIMU K MHCTPYKIUU TIO
MEIUIIMHCKOMY TPUMEHEHHMIO JIGKQPCTBEHHBIX TMperaparoB U OOIIei
XapaKTepPUCTUKE  JICKAPCTBEHHBIX  MpenaparoB Ui MEAUIIMHCKOTO
IIPUMEHEHNS, YTBEepKIaeMbiMu Komuccuen.

s paanodapmarieBTHIeCKuX JIEKapCTBEHHBIX penaparoB
(BeTepuHapHBIX ~ TpeEmaparoB)  YKa3bIBAaeTCSd  KOJMYECTBO  CIMHHUII
PaAMOAKTUBHOCTHU B J103€ WJIM NIEPBUYHOMN YITaKOBKE.

23.B  cocraBe  JNEKapCTBCHHBIX  MpenaparoB  (BETEPUHAPHBIX
npenaparoB) YKas3bIBAIOTCS AaKTHBHBIC (hapMalleBTUUCCKHE CyOCTaHIIUU
(KOMITOHEHTHI) U UX KOJMYECTBO.

24. B o0s3aTeIbHOM  TIOPSIIKE  BCTIIOMOTAaTelIbHBIC  BEIIECTBA
(KOMITOHEHTHI) YKa3bIBAIOTCS B CICAYIOLIUX CIIydasix:

a) JUIsl JIEKAPCTBEHHBIX MpenaparoB (BETEPUHAPHBIX MpPENapaToB) IS
pueMa BHYTPb HA MEPBUYHON U BTOPHUYHOW YITAKOBKAX, €CJIU OHU BKIIFOUEHBI
B IE€pPEYCHb BCIIOMOTATEIbHBIX BEMIECTB, YKa3bIBAEMbIX Ha IEPBUYHBIX U
BTOPHYHBIX  YIAKOBKAaxX JICKAPCTBCHHBIX  TpernapartoB  (BETEpUHAPHBIX
npernaparoB) JUis MpPHEMa BHYTPb, COIVIACHO NPHJIOXKCHHIO K HACTOSIIAM
TpebGoBanusiv;

0) U1l JIEKapCTBEHHBIX MpENapaToB (BETEPUHAPHBIX IPEnaparoB) s
MHBEKIIMHA HA BTOPUYHOMN YITAKOBKE B ITIOJTHOM COCTABE;

B) /Ui JIEKAPCTBEHHBIX MpENaparoB (BETEPUHAPHBIX MpeHaparoB) s

WHT AN HA BTOpH‘IHOﬁ 151 HCpBH‘IHOﬁ yIaKOBKax B IIOJTHOM COCTaBE,
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) A1 JIEKapCTBEHHBIX IpenapaToB (BETEPUHAPHBIX IPENaparoB) IS
MECTHOTO ¥ (WMJIM) Hapy)KHOTO TMPUMEHEHHsS] Ha BTOPUYHON W TEPBUYHOUN
YIIAKOBKaXx B IIOJIHOM COCTAaBe;

1) Ui JIEKApCTBEHHBIX INpenaparoB (BETEpUHAPHBIX IPENaparoB),
IPUMEHSEMBIX B O(DTaIbMOJIOTMM Ha BTOPUYHOM YIIAKOBKE B TIOJTHOM COCTABE;

e) st ”HQY3UOHHBIX paCTBOPOB Ha BTOPHYHOM U MIEPBUYHON yITaKOBKaX
B IIOJIHOM COCTAaBE.

Jepxarenb  pEerucTpalldOHHOIO  YAOCTOBEPEHUS  JIEKAPCTBEHHOIO
npenapara (mpaBooOIaaTensb PErucTpaliMOHHOIO YAOCTOBEPEHU
BETEPUHAPHOIO  IIpenapara)  BOpaBe  yKa3arb  IIOJNHBIM  COCTaB
BCIIOMOTaTeJIbHbIX BEIIECTB (KOMIIOHEHTOB) Ha YIIAKOBKaX.

JIJis MH(PY3HUOHHBIX PacTBOPOB HA MEPBUYHON M BTOPUYHON YyHNAKOBKaX
yKa3bIBACTCS TEOPETHUECKOE 3HAUCHUE OCMOISIPHOCTH (OCMOIISIIBHOCTH).

JInsl IMMYHOJIOTUYECKUX JICKAPCTBEHHBIX MpernaparoB (BeTepUHAPHBIX
NpernapaToB) Ha BTOPUYHOW YIAKOBKE YKAa3bIBaeTCsS KOJIUYECTBEHHOE
cofiep>KaHHEe KOHCEPBAHTOB, COPOCHTOB U abIOBAHTOB.

25. CocraB TOMEOTATUYECKUX JIeKapCTBEHHBIX pernapaToB
(BeTepuHapHBIX ~ TpEMapaToB)  yKa3bIBaeTCsl  COIIACHO  TEPMUHOJIOTHH,
IOPUHATOM B TOMEOMNATHU: Ha3BaHMsSI TOMEONaTHYecKuX (hapMaleBTHUECKUX
cyOCTaHIMI NPUBOJISATCS HA JIATUHCKOM SI3bIKE C YKAa3aHUEM IIKaJIbl U CTENECHU
X Ppa3BENCHUSA, HA3BaHMs BCIIOMOTATENIBHBIX BELIECTB IPUBOMATCSA Ha
PYCCKOM $3BIKE COITIACHO TOKYMEHTaM PErUCTPALMOHHOIO TOCHE.

26. JInsi  JIeKapCTBEHHBIX  PACTUTENBHBIX  MpenaparoB, KOTOpPbHIE
NPEACTABISAIOT €000 (pacOBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE,
COCTAaB YKa3bIBAETCSI TOJIBKO JIJIs1 COOPOB.

27. 1lna MHOTOKOMIIOHEHTHBIX MHMTATENbHBIX CpPEI U PACTBOPOB,
IIPUMEHSAEMBIX IIPU  KYJBTUBUPOBAHUU KYJIBTYp KIJIETOK, JIOIIyCKaeTCs

YKa3bIBATh UX O6I_I_Iel'lpI/IHHTBIe HaMMEHOBaHHUs 0e3 paCH_II/I(I)pOBKI/I coCTaBa.
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28. CcbUIKM Ha CTaHAApPThl KOHTPOJIS KadecTBa JJI aKTHBHBIX
dapManeBTHUECKUX CyOCTaHIMi W (WJIM) BCIIOMOTATEIBHBIX BEIIECTB HE
YKa3bIBAIOTCA.

29. JlomyckaeTtcst He yKa3bIBaTh JaTy MPOU3BOICTBA, €CJIM OHA BKJIIOUEHA
B HOMEp CEPHUH.

30. [lns xomruiekta (JICKapCTBEHHBIM mpermapar  (BeTepUHAPHBIN
npernapar) ¢ pacTBopureseM (pa3daBureneM)) Wik Habopa (KOMIUIEKTa U3 2 U
Ooilee  JICKApCTBEHHBIX  MpemaparoB  (BETEpUHAPHBIX  IIpEIaparoB))
JOTIOJTHUTENFHO HA BTOPUYHYIO YIAKOBKY HAHOCSITCS HOMEpa CEpUil BCeX
JICKapCTBEHHBIX MpernaparoB (BETCPUHAPHBIX IPEMApaToB), BXOAAIIMX B
KOMILJIEKT (Ha0O0p), MJIK HOMEP CepUM KOMILIEKTa (Habopa).

31. IIpy HaHeCceHUU NaThl UCTEYEHUSI CPOKA TOJHOCTU JIEKAPCTBEHHOIO
npemapara (BeTepHHAPHOTO Ipemnapara) Ha YHaKOBKE YKa3bIBAIOTCS MECSI] U
rof (pu 3TOM MPH yKa3aHUHM MeCsIa Mo JaTod UCTEUCHHUSI CPOKA TOTHOCTH
HO/Ipa3yMeBaeTCs MOCICIHEE YHUCIIO YKa3aHHOTO MECSIIa).

[Ipn HeoOXOMMMOCTH YKa3bIBAIOTCS CPOK H YCJIOBUA XpaHEHUS
JIEKapCTBEHHOTO TMpernapara (BEeTepUHAPHOIO Iperapara) Iocie IepBOro
BCKPBITHSI TIEPBUYHOM YITAKOBKM WM CPOK W YCJIOBHS XPaHECHHS IIOCIIE
MIPUTOTOBJICHUSI WJIM pa30aBiIeHUs] pacTBopa (CyCIIEH3WHM) B COOTBETCTBUU C
UHCTPYKIIMCH MO0 MPUMEHEHHIO JIEKApCTBEHHOTO Ipernapara (BeTepuHApHOTO
npemnapara) U JaHHBIMH 10 U3YYEHHUIO CTAOMILHOCTH C YYETOM TIOJIOKCHHM,
YCTAaHOBJICHHBIX ~ TPEOOBAaHUSAMH K HMHCTPYKIIMH 110  MEIMIIMHCKOMY
NPUMCHCHHUIO JIGKAPCTBEHHBIX TMperaparoB © OOl XapaKTepHUCTHKE
JICKApPCTBEHHBIX MPEIaparoB I MEAUIIMHCKOTO TIPUMECHCHHSI.

Jlnst kommuiekTa (JiekapCTBEHHBIN mTpenapar (BeTepUHAPHBIN Mpenapar) ¢
pactBopuTeneM (pa3daBuTeneM)) wiaM HaOopa (KOMIUIeKTa W3 2 W Oojee
JICKapCTBEHHBIX TpENnaparoB (BETEPUHAPHBIX MpENaparoB)) Ha BTOPUUYHYIO

YIAKOBKY HAHOCATCA OAThbl IIPOU3BOACTBA KAKAOTO KOMIIOHCHTA 00 CAHHasn
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Jara BBIITyCKa JaHHOTO KoMmIulekTa (Habopa), a Takyke JAaThl HCTCUCHHS CPOKa
TOTHOCTH KaXJ0TO KOMITOHEHTa JIM0O yKa3bIBaeTCs €AuHas jJara MCTCUCHUs
CpOKa rOJIHOCTH KoMILIeKTa (Habopa).

B cnydae eciam ykazaHbI JIaThl MCTEYCHHS CPOKa TOMHOCTH KaXKJI0TO
KOMITOHEHTAa B OTJICILHOCTH, TO JaTa UCTCUCHHUS CPOKa T'OJHOCTH KOMILICKTA
(Habopa) ompenenseTcs Mo HaudoJIee paHHEeH AaTe UCTEUCHHS CPOKA TOIHOCTH
KOMIIOHEHTOB, BXOJISIIIIUX B KOMILUIEKT (Ha0op).

32. JIns  nmeKapCTBEHHBIX PACTHUTEIBHBIX IPEmapaToB  IPHBOIUTCS
METOJMKA TMPUTOTOBICHUS BOAHBIX W3BJICUCHUM C YKa3aHUEM YCJIOBUU
XpaHEHHUS U CPOKa TOAHOCTH BOTHOTO U3BJICUCHUSI.

33. Cnoco0 mpumeHeHusi (ImyThb BBEACHHS, CIOCOO BBEICHU)
YKa3bIBa€TCS B COOTBETCTBUM C OOIICH XapaKTEPUCTHKONW JaHHOTO
JICKApCTBEHHOTO TIpernapara ¥ WHCTPYKIHMEH 10 TPUMEHEHHUIO JaHHOTO
BeTepUHApHOTO Tmpemapara. I[lyTe BBemenus (cmoco® BBEACHUS) HE
YKa3bIBAETCS, €CIM OH BKJIIOYEH B HAa3BaHUE JIEKAPCTBEHHOU (HOPMBEI.
JlommyckaeTcss HE yKa3bIBaTh CIOCOO MPUMEHEHHs Jisi TaOJIETOK W KarcCyl,
NpeIHa3HAYCHHBIX JIJIS TIpUeMa BHYTPb.

JlommyckaeTcss HAaHOCUTh HAAMKUCh CIeayromero coaepxkanus: «Crmocob
NPUMEHEHHS: CM. HMHCTPYKIMIO 0 MEIUIIMHCKOMY MPUMEHEHHUIO (JTMCTOK-
BKJIQJIBII)» JJIs1 JIEKApCTBEHHOTo mpemapara win «Crnoco0 NpUMEHEHUS:
CM. HWHCTPYKIHIO MO MPUMEHEHUIO (JIMCTOK-BKJIAABIII)» NIJIi BETEPUHAPHOTO
npernapara.

34. Ha mepBUYHON YIMAaKOBKE HEOOJBIIMX pa3MepoB (00Ias Iuiomaasb
TEKCTOBOTO OISt He Gonee 1,5 cM’), Ha KOTOPOii HEBO3MOKHO Pa3MECTHTH BCIO
HEOOXOMUMYI0 HWH(GOPMAIIUIO, JIOMYCKAeTCs HCMOJIb30BaTh  CICAYIOIINE
OOIIETIPUHATHIE COKPAIICHHS ITyTH BBEICHUS WHBEKIIMOHHBIX JIEKAPCTBEHHBIX
npenaparoB (BeTEpHHAPHBIX IMPEHapaToB): «B/B» (BHYTPHUBEHHOE BBEICHHC),

«B/M» (BHYTPUMBIIIIEYHOE BBEACHHE), «I1/K» (MTOJIKOKHOE BBEICHHUE).
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35.1lpy HanuuMM [AOCTATOYHOTO TEKCTOBOIO TIOJII HA YIAKOBKE
NPEINOYTUTEIIBHO HAHECEHUE TMOJIHOM MH(OpMaIK O croco0e MPUMEHEHUs
JIEKapCTBEHHOIO TMperapara B COOTBETCTBUM C OOIIEH XapaKTepUCTUKOMN
JAHHOTO JICKApCTBEHHOIO TMpemapara, a BETEpUHApHOTO Mpernapara —
B COOTBETCTBUU C MHCTPYKIIUEH MO €T0 MPUMEHEHHIO.

36. OcobeHHoctu MapKHpPOBKHU JIEKapCTBEHHBIX Ipernaparon
(BeTepMHApHBIX TPENAPATOB), OTHOCAIIMXCS K HAPKOTHYCCKUM CPEIICTBaM,
MICUXOTPOMHBIM ~ BEHIECTBAM M MX MpPEeKypcopaMm, YyCTaHABIMBAIOTCS
B COOTBETCTBUU C 3aKOHOAATEIHCTBOM T'OCYIapCTB-WICHOB.

37.YcnoBust OTHMycKa JIEKAPCTBEHHOTO Tpemapara  YKa3bIBarOTCS
B COOTBETCTBHHM C OJOOPEHHOW MpH PErucTpallid KaTeropuel OTIycKa,
IPUCBOCHHOM C YYETOM NIPaBWJI ONPEIEICHHs] KaTeropuil JIEKapCTBEHHBIX
IpernaparoB, OTIyCKaeMbIX 0O€3 peuenrta M IO PEelenTy, YTBEPKIAEMbIX
Komuccuei, a yciioBus oTycka BETEpUHAPHOIO Mpernapara — B COOTBETCTBUU
C UHCTPYKIIMEHN IO €ro MPUMEHEHUIO.

Jlns  JIeKapCTBEHHBIX — NpenaparoB  (BETEpUHApPHBIX  IPEMaparoB),
peanu3yeMbIX TOJBKO JUIs CTallMOHapOB, Ha YHAKOBKE YKa3bIBAETCS
cienyomas uHpopmanus: «Jis crauroHapoB», MPU 3TOM YKa3aHHUE «IIO
perienTy» («0e3 perenTtay) He MPUBOIUTCS.

38. Ha BTOpMuHYyIO YIAKOBKY 00s3aTe€IbHO HAHOCSTCS CIEIYIOIIIE
MpeaynpeAUTEbHbIC HAJIMUCH U CUMBOJIBI:

a) «XpaHUTh B HEAOCTYITHOM JIJISl IETEN MECTEY;

0) «CtepriibHOY» (VTSI CTEPUIILHBIX JICKAPCTBEHHBIX CPEIICTB);

B) «AnTtutena k BUU-1, BUU-2, Bupycy renaruta C U MOBEPXHOCTHBIN
aHTUTCH BUpYyca renaruta B He oOHapykeHbI» (I JICKapCTBEHHBIX CPEJICTB,
TIOJTYYCHHBIX U3 KPOBH, TIJIa3Mbl KPOBH, OPI'aHOB M TKaHEH YeI0BeKa);

r) «(COMEOIIATUYECKU» (TpOTITUCHBIMU OyKkBamMu U1t

TOMEOIIATHYECKUX JICKAPCTBEHHBIX MTPENapaToB (BeTEpUHAPHBIX MPEIIApPaToB));
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1) 3HaK pajuanioHHOW omacHocTH (s paguodapMareBTUICCKIX
JIEKapCTBEHHBIX CPEICTB (BETEPHUHAPHBIX CPE/ICTB));

e) «[Ipomykrmus poIuIa paraIMOHHBIN KOHTPOJIb
(st JCKapCTBEHHBIX  IpemaparoB  (BeTEpPHMHAPHBIX  IIPEMaparoB),
HPEICTABISIONINX COO0H (hacOBAaHHOE JICKAPCTBECHHOE PACTUTEIHLHOE ChIPhE);

X) «J1J11 BEeTEpPUHAPHOTO MTPUMEHEHHSD» (711 BETEPHHAPHBIX CPEJICTB).

[Ipy HEOOXOMMMOCTH Ha YIAKOBKY HAHOCATCS JApyrue HAAMHWCH U
CHUMBOJIBI TIPEAYIPEIUTEIHPHOTO XapakTepa, €CIM OHHW TPETyCMOTPEHBI B
HOPMAaTHUBHOM JIOKYMEHTE TI0 Ka4eCTBY Ha Mperapar.

39. B MapkupoBke TrOMEONaTUYeCKOro JIEKapCTBEHHOIO IMpemnapara,
3apErUCTPUPOBAHHOTO 1O  YIPOIIEHHOM  TpOIEAype  perucTpaiuu
(B COOTBETCTBHH C TMpaBUJIAMH PETUCTPAIIUU U IKCIEPTU3BI JIEKAPCTBEHHBIX
IpermaparoB JUIsl MEIUIIMHCKOTO TPUMEHEHUs), MOJDKHBI OBbITh YKa3aHbI
VCKITFOUUTEBHO ClIeyIolre (M HUKAKUE APYTUE) CBEICHMUS:

a) Hay4yHOe HAMMEHOBAHUE TOMEONAaTUYECKON HACTOMKH
(roMeonaTuyecKux HACTOCK) C YKa3aHHEM CTeleHH ee¢ (MX) pa3BelcHUS
(c wucmomp30BaHMEM CHMBOJIOB (hapMakoller, KOTopas yKa3aHa JUis JaHHOM
NPOLEAYPHl PETUCTPAIIMU TOMEOIIATHYECCKUX JIEKAPCTBEHHBIX IIPEIapaToB
B COOTBETCTBUHU C TMpPaBUJIAMH PETHUCTPAIMA U SKCIEPTHU3bI JIEKAPCTBEHHBIX
npenaparoB i MEIWIMHCKOTO MpuMeHeHus). Eciu  romeomarnueckuit
JICKapCTBEHHBIN TpernapaT COCTOUT U3 2 1 0oJiee TOMEONAaTHIECKUX HACTOEK,
JOIYCKaeTCs JIOMOJIHATh HAyYHOE€ HAaWMEHOBAaHHE HACTOCK TOPTOBBIM
HAaUMEHOBAHHUEM;

0) HaMMEHOBaHUS W ajgpec  Jep)Karens  PerucTpaloOHHOTO
YAOCTOBEPEHHUS U MPU HEOOXOIUMOCTH MMPONU3BOUTEIIS;

B) CIIOCO0 BBEICHUSI U TIPH HEOOXOAMMOCTH ITyTh BBEICHHUSI,

T') JaTa UCTEYCHUS CPOKa TOJHOCTHU (MECSII U TON);

1) IekapcTBeHHas hopma;
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€) conepkanue (popmbl BHITYCKa,

) CTIeIMaIbHbIC YCIOBUS XpAaHEHUS (MPU HAJIUYUN);

3) ClIeNUANIBHOE MPEAyNpexaeHuE (TIPU HEOOXOIUMOCTH);

1) HOMEP CEpPUH MPOU3BOIUTETIS;

K) PETUCTPALIMOHHBIN HOMED;

n) 3amuck. «TOMEOIIATUYECKUI nexapcTBeHHbIl mpemapar 0e3
O00OPEHHOT0 NOKa3aHusl K IPUMEHEHUION;

M) OpEAYNpEeXRICHUE O HEOOXOAUMOCTH OOpallleHusT K Bpady IpH

COXpPaHEHHUH CUMIITOMOB 3a00JIC€BaHUS.
IV. TpeboBaHus k cmocodam HaHECEHHUS] MAPKUPOBKH

40. B MapkupoBKe JICKQpPCTBCHHBIX CPEICTB (BETCPHUHAPHBIX CPE/ICTB)
IBET HAJIUCEH, 3HAKOB, CHUMBOJIOB JOJKEH OBbITh KOHTPACTHBIM IO
OTHOUIEHUIO K (JOHY, HA KOTOPHI HaHEeceHa MapkupoBka. Criocod HaHEeCeHUsI
MapKUPOBKHU JIOJKEH 00ECTIeUnBaTh €€ COXPaHHOCTh B TEUEHUE BCETO CPOKa
TOAHOCTH JICKAPCTBEHHOI'O CpEACTBAa (BETEPUHAPHOIO CPEACTBA) IpHU
COOJTIOZICHUH YCTAHOBJICHHBIX YCIIOBUM XPaHECHUS.

TpeboBaHUs K COCTABJICHUIO U BEPCTKE MHCTPYKIIUU MO MEIUIIMHCKOMY
MIPUMEHEHHUIO, YCTAHOBJICHHBIC TpeOOBaHUSIMU K UHCTPYKIUU
M0 MEIUIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHBIX IMpenaparoB U oO0uiei
XapaKTEPUCTUKE  JIEKAPCTBEHHBIX  MpEnaparoB  JJIE  MEAUIMHCKOTO
MPUMEHEHHUSI, TPUMEHUMBI M K MApPKUPOBKE JIEKAPCTBEHHBIX IPENaparos.
Pasmep Bcex CHMBOJOB B MapKHPOBKE JICKAPCTBEHHBIX IPENapaToB
(BeTepHHApHBIX IPEMAparoB) JOJDKEH COCTABIIATh KaK MHHUMYM 7 IIYHKTOB
(w1 kerb mpudTa, TMPU KOTOPOM BBICOTA CTPOYHOM «X» COCTABIISAECT HE

MeHee 1,4 mMMm), a paccTosiHuEe MEXIy CTpokamu He MeHee 3 MMm. Tekct Ha



18

HEOOJIPIINX YIAKOBKAX JOKEH UMETh MAaKCUMAJIbHO KPYIHBINA Kerib mpu@Ta
B IIEJIIX CHUKCHUSI BEPOSATHOCTH OIIMOOK MPUMEHEHUSI.

41. Cnenyer  HauiaydlidM  OOpa3oM  HUCIOJIb30BaTh  JIOCTYIHYHO
MOBEPXHOCTh NEPBUYHON U BTOPUYHOM YIAaKOBOK JIEKAPCTBEHHBIX MPENApPaToOB
(BeTepuHaApHBIX TpenapatoB). BakHble cBemeHHWsS ISl TPABHIBHOTO |
0e30macHOr0 MPUMEHEHHs JIEKapCTBEHHOIO Mpenapara (BETEpUHAPHOIO
npernapara) I0JKHbI YKa3bIBaThCS MAaKCUMAJIbHO KPYIHBIM KerieM mpudra Ha
HanboJiee ONTUMATBHBIX TOBEPXHOCTSIX YITAKOBOK.

HaumenoBanue mnpenapara, J03UPOBKY M, €CIM HPUMEHUMO, OOIiee
COZIEp)KaHHWE AaKTUBHOW (hapMalleBTUUECKOM CyOCTaHIIMM, a TakXke IMyTh
BBEJCHHUA HEOOXOAUMO pa3MeliaTb B OJHOM I[0JIE€ 3pPEHUsl, HUCHOIb3YS
MaKCUMaJIbHO KpyHHBIM Kermib IupudTa. Eciu Ha HEOOJIbIION YIakoBKe
HEBO3MOKHO OTpPa3UTh BCE KPUTUYECKHE CBEJAEHUS B OJHOM IOJE 3pEHUf,
JIOMyCKaeTCcsl WX pasMelleHne B  pa3Hbix nomix. s coxpaHeHus
yA000YUTAEMOCTH MPEACTABISEMBIX CBEICHHI HEOOXOIMMO HCIHOIb30BAThH
palMoHaNbHOE IO OTHOIIEHUIO K pa3Mepy HCHONb3yeMoro mpudra
paccTosTHUE MEX]Ly CTPOKaMHU U MPOOEIbI MEKY CJIOBAMH.

42.1lpy HamMYuM MecTa Ha MEPBUYHOM M BTOPUYHOM YyHaKOBKax
JIOMyCKAeTCsl yKa3bIBaTh JIOTOTUIBI W THUKTOTpamMMbl (hapMaleBTUYECKON
KOMIaHUH ((UPMBI-TIPOU3BOAUTENS) MPU YCIOBUHM, YTO OHU HE HApPYIIAIOT
yA000UYUTAEMOCTh 00S13aTENIbHBIX CBEICHUM.

43. Jlnss  oOecriedyeHus TPaBWIbHOM WIAEHTU(UKAUMA U  BbIOOpa
JIEKapCTBEHHOTO TIpernapara (BETEpUHAPHOIO Tpernapara) MNOTPEeOUTENIsIMU
(mpuoOpeTaTensiMu), a TaKXke MPU OrPaHMYEHHOCTH MECTa Ha YIMAKOBKE IMpHU
pa3paboTKe Iu3ailHa YMAKOBKM BO3MOXKHO HCIIOJIb30BAHME WHHOBAI[MOHHBIX
METO/IOB.

44, HeoOxomumo  wm30erarb  HCIIOJB30BAaHMS  CO3MAIONIEH  OJIMKA

FHHHHGBOﬁ, OBETAa MCTaJIJINK 1501041 WHOM YIIAKOBKH, CHIDKaromen
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yao0ountaeMocth uHpopmanuu. He pexoMeHayeTcs  HCIONb30BaHUE
pa3’MyYHbIX I[BETOB HIpU(]Ta B HAUMEHOBAHWHU JIEKAPCTBEHHOIO INperapara
(BeTepuHApHOrO IIpenapara) WM B  OTHEIbHBIX OyKBax (CHMMBOJax)
HAaMMEHOBAHMS, TOCKOJIbKY 93TO HEraTMBHO BIMSET HAa MPAaBHIBHOCTb
pacro3HaBaHUs JIEKAPCTBEHHOIO IIpenapara.

Bo wu3bexxaHue pucka HEMPaBWILHOTO MPUMEHEHHUS JIEKapCTBEHHOI'O
npenapara (BETEpUHAPHOTO IMpenapara) BCIEACTBUE CXOJICTBA €r0 YIaKOBKH C
yHakoBKaMM  JPYrMX  JIGKAPCTBEHHBIX  MpenaparoB  (BeTEpUHAPHBIX
IpEernapaToB) CieAyeT NPUMEHSATh OCOOYI0 IIBETOBYIO HJICHTU(PHKAIUIO
YIAKOBKA M MHBIE CIOCOOBI, MOBBIIIAIOUINE BU3YAJIbHOE PA3JINYCHHE
ynakoBoK. KonnuecTBo LIBETOB, HCMOIB3YyEMBIX B AU3aNHE YIAKOBKH, JOJIKHO
ObITb  palMOHAJIbHO OOOCHOBAaHO, YTOOBI MAaKCUMaJIbHO  HUCKJIIOUUTH
BEPOSITHOCTD eIy ThIBAHUS NOTPEOUTEIMU (mpuoOpeTaTessIMm)
JIeKapCTBEHHOIO Tpemnapara (BeTepuHapHoro mnpemnapara). s obecrneueHus
NPaBWIbHON HACHTU(DUKAIIMM W TPUMEHEHHs JICKapCTBEHHOIO Mpernapara
(BeTepuHApHOTO TMpemapara) MOTpeOuTesIMU  (TIpUOOpeTaTeNisIMKi)  MpU
MapKUPOBKE MEPBUYHON YMAKOBKHU CIIEIYET MCIOJb30BaTh TOT K€ I[BETOBOMU
JA3aiH, 4YTO U IIPU MAPKUPOBKE BTOPUYHOU YITAKOBKH.

45. MapkupoBKa JoJKHa ObITh €IUHOM IS JICKaPCTBEHHBIX MPENapaToB
(BeTeprHApHBIX TPEMAPATOB), BHIMYCKAEMbBIX B OOpallleHHEe Ha TEPPUTOPUSIX
rocynapctB-aieHoB. [Ipu Hamuuum pasznuyaromieiicss nHbopmaiyu (ycIoBUS
OTITyCKa M T. I1.) €€ YKa3bIBAIOT C UCIOIB30BAHUEM JIOTIOJHUTEIBHON STUKETKH
(cTukepa) B CIELMaIbHO OTBEACHHOM I10JI€ BTOPUYHOM ymakoBkH. Ecnmu Ha
BTOPUYHOM YMAKOBKE MPEAYCMOTPEHO MpeIHa3HaYeHHOE MJisl CreluaibHOU
uHpOpMaIK TOCYyAapCTBa-WICHA IM0JIe, B HETO JI0MYCKAETCsl HAaHECEHUE TaKon
uHpopmalu (HarmpuMmep, pa3HbIil CTAaTyC OTIYCKa W3 anTeYHOW CETH WU

cricouraJibHast I/IH(b opMarusi. «YIIAaKOBKa JIIA CTalMOHAPOB», «I10
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rOCYIapCTBEHHBIM IporpaMmam» # Jp.) 0e3 HCIOIb30BaHUSI ATUKETKU
(cTukepa).

Pasmep mons s pa3MemieHdss CTUKEPOB HE JO/HKCH TPEBHIIIATh
1/6 oOmie#t maom@aaM BTOPUYHON YIAKOBKH, IPH 93TOM JaHHOE IIOJIC
HE JODKHO 3aKpbiBaThb HWH(OPMAILUIO, TMEPBOHAYAILHO HAHECEHHYIO Ha
BTOPUYHYIO YIIAKOBKY.

46. JIns  opdaHHBIX TpemaparoB, a TakkKe U1 OTACThHBIX
JICKApPCTBEHHBIX IMTPETNapaToB, MO COMIACOBAHUIO C YTIOTHOMOUYEHHBIM OPraHOM
rOCy/IapCTBa-4JieHa, OCYIIECTBIISIIOIIIM PETUCTPALIMIO TAKOTO JIEKAPCTBEHHOTO
mpemapara, JOIYCKaeTCs HAHECEHHWE MAapKUPOBKA C HUCIHOJIb30BaHUEM
JIOTIOJITHUTEILHON ATUKETKU (CTUKEPA).

47. Tlpu MapKUpPOBKE pPA3IMYHBIX TO3UPOBOK (KOHIICHTPALMH M T. II.)
JICKApPCTBEHHBIX TIPETNapaToB, BBIMYCKAEMBIX B BHIE OJHOM JIEKAPCTBEHHOM
(GbOpMBI, TOIDKHO OBITH MPEAYCMOTPEHO PAa3IMYHOE IIBETOBOE DPEIICHWE WITU
WHOM croco0, 00eCTeuynBalOMUi Y€TKOE BU3yaJbHOE BBHIACICHUE TO3UPOBKU
(KOHIICHTPAIMH U T. 11.).

PaznyyHble JO3UMPOBKM OMHOTO M TOTO K€ JIGKAPCTBEHHOTO IIperapara
CIIeAyeT yKa3bIBaTh oauHaKoBO (Hampumep, 250 mr, 500 mr, 750 mr, 1000 wmr,
a He 1 r). He nomyckaercsi ykas3piBaThb KOHEUYHBIC HYJIH B JPOOHOH YacTH
no3upoBku (cieayer ykaseiBath 2,5 wmr, a He 2,50wmr). He cuemyer
WCTIONB30BaTh JACCATUYHBIA pa3feiuTeNb (3amiTyr0), €CIM 3TOTO MOXHO
uzobexarh (ciaemyer ykaswpiBarhb 250 mr, a He 0,25 r). U3 cooOpaxeHuit
0€30MacHOCTH HEOOXOAMMO IMHCATh CIOBO «MHKPOTpaMMy IOJIHOCTBIO, a HE
cokpamarh ero. OmHAaKO B OTACIBHBIX CiIy4dasX IPH BO3HUKHOBEHUU
3aTPyIHEHUH, KOTOPbIE HEBO3MOXKHO YCTPAHUTh YMEHBIIEHUEM KeTJs
mpudTa, TOmycKaeTcs MpU HAJTUIUA OOOCHOBAHHWM M OTCYTCTBHH OIACEHUN B

OTHOIIIEHNH 0€3011aCHOCTH MCIIOIL30BaTh COKpaIICHHYTO (I)OpMy «MKI».
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48.1lytp BBelmeHUs JODKEH COBNAAaTh C YKa3aHHbIM B 0OIel
XapaKTEPUCTUKE AAHHOTO JIEKAPCTBEHHOTO Ipemnapara Wid WHCTPYKLIHH I10
IIPUMEHEHHIO JaHHOTO BETEPUHAPHOIO MpENapara U CTPOro COOTBETCTBOBATH
CTaHJApTHBIM TepMUHaM. He cieyeT ucnoiab30BaTh HETaTUBHBIE BBIPAKECHUS
(marmpumep: «He s BHYTPUBEHHOTO BBEIEHHUS»). [lOMyCTUMBI TOJNBKO
CTaHJapTHBIEC COKpalleHus (Hampumep, B/B, B/M, 1/K). [Ipodne HecTanapTHbie
ITyTH BBEJICHHUS CIIEAYET YKa3bIBaTh ITOJIHOCTHIO. ECIM manueHTam He 3HAKOMBI
IIyTH BBEJAECHUA, B HHCTPYKIMM IO MEIWLUHCKOMY HIPUMEHEHUIO
JIEKapCTBEHHOTI'O Ipernapara JIOJKHbI ObITh JaHbl pa3bsiCHEHHSI. DTO 0COOEHHO
B&XHO B OTHOLICHUM JIEKAPCTBEHHBIX MIPENAparoB, JOCTYNHBIX IS
CaMOCTOSITEIIBHOTO IIPUMEHEHMS.

49. Eciin Ha nepBUYHON M (WJIM) BTOPUYHOM YIAKOBKaX MCIOIB3YIOTCSA
TEKCThl HA HECKOJIbKMX SI3bIKaX, HEOOXOAMMO OO0ECHEeUUuTh YETKOEe
pasrpaHUYeHUE TAKUX TEKCTOB.

50. Bce nmanHble, HaHECEHHBIE HA SYCHKOBYIO YITAKOBKY, JIOJKHBI
OCTaBaThCsl TOCTYIHBIMU ISl TOTPEOUTENS BIUIOTH 10 U3BJICUEHUS MOCIETHEH
103bl. ECIM HEBO3MOKHO HAHECTH BCE CBEACHUS HA KAKIYIO SUEHKY TaKOU
YHaKOBKH, IOMYCKAETCS COCO0 UX CIIyYalHOTO HAHECEHUs], P KOTOPOM OHU
pacrojararorcsi ¢ MaKCHMaJlbHOM 4YacTOTOM Ha TMOBEPXHOCTH SYEUKOBOM
yIakoBKH. Jlomyckaercs HaHOCHTh HOMEp CEpPUM M J1aTy HUCTEYEHUs CPOKa
TOAHOCTA Ha Kpal S4YEMKOBOM YIAKOBKU. [Ipy Haimnumu TEeXHUYECKOU
BO3MOXKHOCTH CIIE[yeT HAHOCUTh JTH CBEIEHUSI Ha 00a Kpas Kaxiou
A4YeKOBOM ymakoBku. Bce TpeOyemble B OTHOIICHHWM MEPBUYHBIX YHAKOBOK
CBEICHHSI HEOOXOAMMO HAaHOCUTh Ha KaXAYIO0 €IMHUILY 103bl (DOPMBI BBITYCKA,

coliepKanier OHOA030BbIC TYEUKOBBIE YITAKOBKH.




I[MTPUJIOXXKEHUE

K TpeOoBaHUSIM K MapKUPOBKE
JIEKAPCTBEHHBIX CPEACTB JIJII METUIIUHCKOTO
MIPUMEHEHUS U BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB

IIEPEYEHD
BCIIOMOT'aTeJIbHBIX BELIECTB, YKA3bIBAEMbIX HA NEPBUYHBIX
U BTOPHUYHBIX YIIAKOBKAX JIEKAPCTBEHHBIX MPENapaTos
(BeTepHMHAPHBIX NPENapaToB) AJIA IPUEMa BHYTPb

Kon
BCIIOMOTa- IToporoBoe
TEJILHOTO coJiepKaHue
BEIIIECTBA
A30KpacuTenu:
COJIHEUHBIM 3aKaT JKEJThIN E110 0
a30pyOuH (KapMya3HH) E122 0
ITYHIIOBBIH (1TOHCO 4R, KOIIEHUIEBbIM KpacHbINA A) E124 0
OpwiIanToBbIN yepHblii BN E151 0
(uepHsblit Onectsmumit BN, uepnbrit PN)
ApaxucoBoe Macio 0
Acnapram E951 0
["anakro3a 0
['moko3a (mexcTpo3a) 0
['munepon (rauuepuH) 10 r/no3a
N3omanbT (M30MaIbTHT) E953 0
Kanuiiconeprkamue coeIMHEHUS 39 mr/no3a
KacTopoBbie Maciia moimITOKCHIIHPOBAHHBIE (MaKpoOTroja 0
[IIMLEPUIPUIIMHOIIEAT, MAaKpOroJia
TIHIEPUWITHAPOKCUCTEAPAT)
KoHcepBaHThI 0
Kcumuron (kcumur) 10T
KyHxyTHOE Macio 0
JIakTHTOI (JTAKTHT) E966 0
JlakTo3a 0
JlaTtexc (kay4yk HaTypaIbHBIN) 0
ManbTuToNn (MaJbTUT) E965 0




Kon

BCIIOMOTa- [Toporosoe
TEIHHOTO coJiepKaHue
BellecTBa
MaHHUTON (MaHHUT) E421 10r
MoueBuHa 0
Harpuiiconepxaiiue coeuHeHUs 23 mr/no3a
[TponmieHrIMKOIb U €r0 3PUpHI 400 mr/kr
JUISL B3POCIBIX
200 mr/kr
JUISL JeTen
[TieHnyHBIi Kpaxman 0
Caxap UHBEpTHBII 0
Caxaposa 0
CoeBoe macio 0
CopOuTton (copour) E420 0
DeHmIaIaHuH 0
dopMarbaerua 0
OpykTO3a 0
Sranon’ (cTIUPT STUIIOBBIN) 0

" [ponenTtHoe cozepKanue (06/06) B KUIKHX JEKAPCTBEHHBIX POPMaX.




