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0T 29.12.2015 N 178 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
(pen. ot 17.09.2024) [aTa coxpaHeHus: 16.11.2024

"O MNpaBunax onpeaeneHus Kar...

KONNErms EBPASUNCKONU 3KOHOMUYECKON KOMUCCUU

PELLEHUE
oT 29 pnekabps 2015r. N 178

. O NMPABUJIAX
ONMPEAENEHNA KATETOPUU NNIEKAPCTBEHHbBIX NMPEMAPATOB, OTIMYCKAEMbIX
BE3 PELIENTA U NO PELENTY

Crrcox M3MEHSOIUX JOKYMEHTOB
(B pen. pemienus Komnernu EBpa3uiickoii 5KOHOMUYECKONH KOMUCCHH
ot 17.09.2024 N 107)

B cootBerctBum co crarbeii 30 JloroBopa o EBpa3uiickoM 3Kk0HOMHUYECKOM coro3e oT 29 mas 2014
roga, cratbaMu 3 u 4 CornamieHus O €IWHBIX NMPHUHIMIAX U MpaBUiIax oOpalleHusi JeKapCTBEHHBIX
cpeacTtB B paMmkax EBpasmiickoro skoHomuueckoro coro3a ot 23 gekaOps 2014 roma, myHkTom 30
npuioxenus N 2 k Permamenty pabotsl EBpa3uiickoil SKOHOMHUYECKOW KOMHCCHH, YTBEPKIECHHOMY
Pemennem Briciiero EBpasuiickoro skoHoMuueckoro coseta ot 23 nexadps 2014 r. N 98, u Pernennem
Bricmero EBpaswuiickoro skonomuueckoro cosera oT 23 nmekabps 2014 r. N 108 "O peanuzarum
CornamieHuss 0 €IUHBIX NPUHIUIAX U MpaBuiax oOpallleHusl JIEKApCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro skoHomuyeckoro corosza" Komierus EBpazuiickoil 53KOHOMUYECKON KOMUCCUU peluia;

1. YrBepnuth npunaraemble [IpaBuia ompeneneHus KaTeropuil JE€KapCTBEHHBIX IpenapaTos,
OTITyCKaeMBbIX 03 pelenTa u 1o perenry.

2. Hacrosimee Pemienune BcTymaer B cuiny no uctedeHuu 30 KalleHOApHBIX JHEW C JaThl
BCTyIUIeHUsT B cwity CorjameHuss O €JUHBIX MPUHIMIIAX W TMpaBWiIax OOpalieHus JeKapCTBEHHBIX
cpencTB B pamkax EBpa3uiickoro 3KOHOMHYECKOTO coro3a oT 23 nmekabps 2014 roma nubo ¢ nmathl
BCTyIUIeHUs1 B cwity llpoTokona, moamucanHoro 2 nekadbps 2015 r., o mpucoenunennun PecryOnuku
Apmennst k CoriameHuo O €IUHBIX MPHUHIMIAX U MpaBUiaX oOpalleHusl JIeKapCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro S5KOHOMHYECKOTO coto3a oT 23 aexabps 2014 roga B 3aBUCUMOCTH OT TOTO, KakKas
nara sBIseTcs OoJiee MO3QHEH, HO HE paHee 4yeM mo uctedyeHMH 30 KaleHIApHBIX JTHEW C JaThl
ounmaneHOTO OIMyOIMKOBAaHUS HacTOSIIETO Pemenust.

[Ipencenarens Komneruun
EBpasuiickoil 3KOHOMUYECKOU KOMUCCUU
B.XPUCTEHKO

[Ipunoxenue

K Pemennro Komterun

EBpa3niickoil 53KOHOMHYECKOW KOMUCCUHU
ot 29 nekabps 2015 . N 178

NMPABUIA
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0T 29.12.2015 N 178 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
(pen. ot 17.09.2024) [aTa coxpaHeHus: 16.11.2024

"O MNpaBunax onpeaeneHus Kar...

ONMPEQENEHNA KATETOPUA NEKAPCTBEHHbIX MPEMAPATOB, OTNYCKAEMbIX
BE3 PELIENTA U NO PELENTY

Crncoxk M3MEHSOIMUX JOKYMEHTOB
(B pen. pemienus Komnernu EBpa3uiickoii 3KOHOMUYECKONH KOMUCCHH
or 17.09.2024 N 107)

. Obwme nonoxeHus

1. Hacrosimue IlpaBuia pa3paboTaHbl B COOTBETCTBHM ¢ COIVIAINICHUEM O €IMHBIX MPUHIMIIAX U
mpaBmiIax oOpallleHus IEeKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMUYECKOTo cor3a oT 23
nexadps 2014 roga u onpeaensoT:

NOPSAOK W KPUTEPUM OTHECEHHUsS JIEKapCTBEHHOI'O Ipenapara K KaTeropuM JEeKapCTBEHHBIX
MpernaparoB, OTITyCKaeMbIX Oe3 pemenTa (majee - Oe3pemenTypHbIE Mperaparbl) WK JIEKapCTBEHHBIX
IIPENapaToB, OTIYCKAEMBIX 110 PeLenTy (fajee - peenTypHble IpenapaTsl);

Tpe6OBaHI/I${ K JaHHBbIM, IPCACTABIISICMBIM JCPIKATCICM PCTUCTPALMOHHOIO YAOCTOBCPCHHA IIPH
BHECEHMH HW3MEHEHUI B PErUCTpalliOHHOC NOOCHE JICKAPCTBCHHOTO IpfCIlapaTa € LECJIbHO HN3MCHCHUS
KaTCropuu €ro OTIiycka.

2. Hacrosmue IlpaBuna mnpuMeHsIOTCS opraHaMu rocyjgapcts - uieHoB Coroza (nasee
COOTBETCTBEHHO - TocyaapcTtBa-wieHbl, Co0103), YIOJHOMOYEHHBIMH B cdepe oOpameHus
JIEKapCTBEHHBIX CPEJCTB (Janee - YNOJHOMOYEHHBIE OpraHbl), B LEISIX COACHCTBHS MpOLECCY
rapMOHM3alluid  3aKOHOJATEJIbCTBA  IOCYAAPCTB-WICHOB B YacTH  ONpPENEICHMs  KaTeropui
JIEKapCTBEHHBIX MPENapaToB, OTIYCKaeMbIX 0€3 pelenTa 1 Mo peLenry.

3. Hacrosimue IlpaBmiia NpUMEHSIOTCS AepKaTelsIMU PETUCTPALMOHHBIX YIOCTOBEPEHHUH IIpU
perucTpayy, MOATBEPKICHUN PETUCTPAH (TIEpeperucTpaliii) 1 BHECCHUH U3MEHEHUH, TPeOyIOMxX
JKCIEPTU3bl 0KUAAEMON IOJIB3bI K BO3MOKHOMY PHCKY, B PETMCTPALMOHHOE JOCHE JICKAPCTBEHHOTO
mmpernapara.

4. Hacrosmue [IpaBuia pactipocTpaHAIOTCs HA JIEKAPCTBEHHBIE MIPENAPAThI, 3apETUCTPUPOBAHHbBIE
B TOCYJapCTBax-4j€HaX B COOTBETCTBUHU C NPABUIAMH PETHUCTPALMU U DKCIIEPTU3bI JIEKApPCTBEHHBIX
CPEACTB ISl MEAULMHCKOIO IIPUMEHEHHUs, YTBEPKAaeMbIMU EBpa3uiickol 3KOHOMUYECKOW KOMHUCCUEHN
(manee - Komuccus).

5. OTHeceHHe JeKapCTBEHHOI O IpernapaTa K pelenTypHbIM Uil Oe3pelenTypHbIM JIeKapCTBEHHBIM
rpernapaTaM OCYIIECTBISIETCS MPHU PErucTpanuu JIeKapCTBEHHOro mpernapara. M3MeHeHHe KaTeropuu
OTIIyCKa JIEKAPCTBEHHOT'O MpernapaTa BO3MOKHO P MOATBEPKICHUN PETUCTpalluu (IIepeperucTpaimm)
U BHECEHHHM HW3MEHEHHUH, TPEeOYIOUIMX HKCHEPTU3bl OXKUAAEMOH TMONb3bl K BO3MOXKHOMY PHCKY, B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOT'O Mperapara.

6. s neneit Hactoaumx [IpaBuil ncnonp3yoTcs NOHATHS, KOTOPBIE 03HAYAIOT CIEAYIOLIEE:

"JexapCcTBEHHbIE IpenapaThl, OTHycKaeMmble 0e3 perenta’ - JeKapCTBEHHbIE MpenapaTsl, OTIYCK
KOTOPBIX MAIMEHTY OCYILECTBISETCS 0€3 MpeIbsBICHHs paOOTHUKY allTeKH MMallMeHTOM PEelenTa;

"JeKapCTBEHHbIE Mpenapathl, OTIIyCKaeMble MO pelenTy" - JeKapCTBEHHbIE Mpenapartbl, OTIYCK
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KOTOPBIX MAalMEHTY OCYIIECTBISETCS TOJIBKO IMOCHE MPEAbSBICHUS PAOOTHHKY amnTeKd MalUeHTOM
peuenTa, BBIIMCAHHOTO B COOTBETCTBUM C MpPaBUJIAMH, YCTAaHOBJICHHBIMU 3aKOHOJATE€IbCTBOM
roCy/1apCTB-YJICHOB;

"OrpaHMYEHHBIM TOPSAIAOK OTIyCKa" - OTIYCK JIEKapCTBEHHOT'O Ipemnapara, OCYLIECTBIIEMBbIH 10
CHelHaJbHBIM TPEOOBAaHUSAM TOJIBKO B YUPEXKACHHUS 3/paBOOXpaHEHUs, O3 OTIyCKa MaleHTaM 4yepe3
anTeKu;

"0COOBII pEeLeNnTypHBIA MOPSIOK OTIYyCKa" - OTHYCK JIGKapCTBEHHOrO Ipenapara HaldeHTy,
OCYLIECTBIISIEMBII TOJIEKO TIOCIIE PEABSIBICHHS paOOTHUKY aNTEKH MAI[MEHTOM pPEIENTa, BHIITHCAHHOTO
Ha CHeNHaIbHOM OJlaHKe W OQOPMIECHHOTO OCOOBIM 00pa3oM B COOTBETCTBHHM C IPaBUJIAMH,
YCTaHOBJICHHBIMHU 3aKOHOJIAaTEILCTBOM I'OCYapCTB-YICHOB.

Il. MpaBuna onpeageneHus KaTeropmnm oTnycka
neKkapcTBeHHbIX NpenapaToB

1. NMpaBuno 1
7. Ilpm peructpauuy JEKapCTBEHHOIO IIpemapara, NpH MOATBEPKICHUH PETUCTpaLUuU
(mepeperucTpanyy) 1 BHECEHWH B PETUCTPAIIMOHHOE JOChE JICKAPCTBEHHOTO IIpernapara W3MEHCHHI
(eCJ'II/I TaKUu€ HN3MCHCHUA Tpe6y10T 9KCIICPTU3bL 0)KPII[aeM0ﬁ MOJIb3bl 1O CPAaBHCHHUIO C BO3MOXHBIM

PHUCKOM) YIIOJTHOMOYEHHBIE OPTaHbI JIOJKHBI OMPEIEIUTh MPUHAIIEKHOCTh JICKAPCTBEHHOTO Tpernapara
K OJIHOM M3 CJIEAYIOINX KaTerOpuil OTIIyCKa:

a) pelenTypHbIe MpenaparThl;

0) Ge3penenTypHbIe TpenapaThl.

8. Jlns ompeneneHus: MPUHAIUICKHOCTH JICKAPCTBEHHOTO Iperapara K KaTerOpuH PerenTypHBIX
MpernapaToB MPUMEHSIOTCS TpeOoBaHUA MyHKTa 9 Hactosimux IlpaBuia. YHomHOMOYEHHBIE OpTraHbl
MOTYT YCTaHOBUTH (BBIICIHUTH) OCOOBIE MOJKATETOPHH PELENTYpPHBIX MpemnapaTtoB. [Ipu sTom criemnyer
MIPUICPIKUBATHCS CIICIYIONICH Ipaaliu:

a) pelenTypHbIE TperapaThl ¢ OOBIYHBIM PELENTYPHBIM OTITYCKOM;

0) peuenTypHble penapaThl, MoJIeKalie 0CO00MY PELENITYPHOMY MOPSAIKY OTITyCKa;

B) peLENTYypHBIE MpernapaTsl, MOyIekKaIINe OTPaHHUYEHHOMY HOPSAAKY OTIYCKa IO CIeNHaIbHOMY
TpeOOBaHUIO U MPUMEHSEMBIE B CIIEIIHAIIEHO OTOBOPEHHBIX LETSX.

2. MNMpaBuno 2

9. JlekapcTBeHHBIE MpenapaTthl MOJJIEKAaT OTHECEHUIO K KaTErOpHH PELENTYpPHBbIX MpenaparoB B
cilydae, eClIM OHU:

a) AaXE IIPpU MNpPaBUJIIbHOM HNPHUMEHCHUHU, HO 0e3 MCOULNHCKOI'O Ha6J'IIOI[eHI/I$I, MOTYT HAaHCCTH
HpﬂMOﬁ WJIM KOCBEHHBIN BpCa 3JO0POBBIO YCIIOBCKA,

0) 4acTo MPUMEHSIOTCSI HEMIPABUIIbHO U, KaK CJIEJICTBUE, MOTYT HAHECTH MPSMOMN WJIM KOCBEHHBIN
BpEJ 310POBBIO YEIIOBEKA,
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B) COACPIKAT BCUICCTBA UJIKN COCIUHCHU, IeUCTBUE KOTOPBIX U (I/IJ'II/I) HEXKECJIATCIIbHBIC PCAKIIUU Ha
KOTOPBIC HEAOCTATOYHO U3YUYCHLIL (HO,Z[JIG)KE[T I[aJ'ILHCI\/'II_I_IeMy I/IBy‘{eHI/IIO);

T') BBOJATCS IAPEHTEPATIBHO (KaK MPaBUilo).

10. B ciyyae, eciu ynoJHOMOYEHHbIE OpraHbl MPEIyCMaTPUBAIOT YCTAaHOBJIEHHE MOJKATETOPUU
pEeLEeNnTypHBIX TMpEenapaToB, MOAJEKAIIUX OCOOOMY PELENTYpPHOMY MOPSAIKY OTIYCKa, OHU JIOJKHBI
IIPUHATH BO BHUMAHUE COOTBETCTBHE JICKAPCTBEHHOI'O IIpEnapara CiaeayonuM KPUTEPUSIM:

a) HaJlM4yhe B COCTaBe JIEKAPCTBEHHOI'O Mpernapara BeLIeCTB, KIacCU(UIMPYEMBIX COIJIACHO
3aKOHOJATEIbCTBY TOCYAapCTBa-4jeHa KaK HAPKOTHYECKHE WIIM TICUXOTPOMHbIE (32 MCKIIOYEHHEM
MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IIPENapaToB, COAEpPXkAIIUX B CBOEM COCTAaBE MaJlble J03bl
HapKOTUYECKUX CPENICTB, MCUXOTPOMHBIX BEUIECTB U UX MPEKYpPCOPOB, HE MOUIEKAIIUX KOHTPOJIO B
COOTBETCTBUHM C 3aKOHOJATEIbCTBOM TIOCYJapCTBa-ui€Ha, MPU YCIOBUU, YTO OHU HE MOTYT OBITh
BBIJICJIEHB] U3 JIEKAPCTBEHHOI'O IIperapara JIErkoJOCTYIIHBIMU CIOCO0aMH B KOJIMYECTBAX, JOCTATOUHBIX
U1 3JI0yHOTpeOJIeHUs STHUMM BELIECTBAMH), TMOAMAJAIOIUX TOJ JAEHCTBHE MEXKIYHApOIHBIX
koHBeHIMN (Enmnas koHBeHImMs o Hapkotuueckux cpeacrBax OOH or 30 mapra 1961 roma m
Kongenius o ncuxorponHbix BemectBax OOH ot 21 despans 1971 rona);

0) BBICOKMH pHUCK 3J0yHOTpPeOJCHHs, BO3HUKHOBEHHUS 3aBUCUMOCTU (IIPH HENPABHIBHOM
MPUMEHEHUN JIEKapCTBEHHOI'O IIpernapaTa) WM BO3MOKHOCTb MCIIOJIB30BaHHMS B IPOTHUBONPABHBIX
LeJIAX;

B) HaJlM4yhMe B COCTaBe JIEKApCTBEHHOIO IIpernapara JeHCTBYIOIIMX BeLIeCTB (aKTHBHBIX
(dapMareBTHUECKUX CyOCTaHLMI), HA KOTOpble B CHJIYy WX HOBU3HBI MJIM CBOMCTB B KaueCTBE MEpHI
MIPEJOCTOPOKHOCTH MOTYT OBITh pacpoOCTpaHEHbl KPUTEPHH, YKa3aHHBIE B MOAMYHKTE "0" HACTOSIIETO
MyHKTA.

11. B cinydae ecnu ynmoJHOMOYEHHBIE OpraHbl MPEAYCMATPUBAKOT YCTAHOBIIEHHE IMOAKATErOpUU
peLENTYpHBIX IMpenapaToB, IOMJIEKAIIUX OrPAHUYEHHOMY HOpPSAKY OTIyCKa II0 CIELUAIbHOMY
TpeOOBaHUIO, OHHU JIOJDKHBI TNPUHATH BO BHUMAaHHE COOTBETCTBHE JIEKAPCTBEHHOIO Ipenapara
CJIEYIOIIUM KPUTEPUSIM:

a) JICKQpCTBEHHBIM Tpenapar B CHIy CBOMX (apMaleBTUYCCKUX CBOWCTB WM HOBHU3HBI, JTHOO,
HCXOJII U3 WHTEPECOB OOIIECTBEHHOTO 370POBBS, JOHKEH MPUMEHSATHCS UCKIIOYUTENIBHO B YCIOBUSX
CTalMoHapa;

0) JeKapCTBEHHBIM MpenapaT NPUMEHSAETCS IJis JICUEHHUS COCTOSHHM, KOTOpble MOTYT OBbITh
IUArHOCTHPOBAHBl B YCJIOBUSAX  CTallMOHAapa WM  YYPEXKIEHHH C  COOTBETCTBYIOIIUMU
JMArHOCTHYECKUMHU BO3MOXKHOCTSIMH, HECMOTPSI Ha BO3MOKHOCTh MIPUMEHEHUS U HAOIOICHUS B JIFOOBIX
YCJIOBHSIX;

B) JIEKAPCTBEHHBIA TMpernapaT MpeaHa3HadeH JUisi amMOYyJaTOPHOTO TMPUMEHEHHs, HO MOXKET
BBI3BIBATh OUYCHb CEPHE3HBIC HEXKEIATENbHBIE pPEaKIUHU, YTO TPeOyeT BBINKUCHIBAHUS peEIenTa |
MOCIIEAYIOIIEro HabII0JEHHUS CO CTOPOHBI CIIELUATHCTA.

12. VYronHOMOYEHHBII OpraH MOXKET HE MNPUHMMATh BO BHUMAaHHME YCIOBUS WM KpPUTEPHH,
yKa3zaHHble B myHKTax 9 - 11 Hactosammx Ilpasui, ucxons us:
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a) BEJUYUHBI MaKCHUMAaJbHOM pa30BOM WM CYTOYHOM O3Bl JIEKAPCTBEHHOTO Tpernapara,
YTBEPK/I€HHON B COOTBETCTBUU C HAIMOHAIBHBIMU CTAaHAAPTAMU JICUEHUS, TO3UPOBKU JICKAPCTBEHHOTO
mpermapara, ero JeKapCTBEHHOU (OPMBI, ONIPEICTICHHBIX BUIOB YITAKOBKHY;

0) mpouux OOCTOATENLCTB NMPUMEHEHHUS JIEKAPCTBEHHOr'O IMpernapara, KOTOpble UM CHEIHaIbHO
OTOBOPEHBL.

13. Ecnu ynonHOMOYEHHBIH OpraH He BBIIENSAET IOAKATErOPUU JIEKAPCTBEHHBIX IpenapaToB,
MIPEYCMOTPEHHBIX MYHKTOM 8 HacTosmux [IpaBui, TO Mpu OTHECEHUH JIEKAPCTBEHHOTO Ipernapara K
peLenTypHBIM MpenapaTaM He0OX0IMMO YYUTHIBATh MookeHust MyHKToB 10 u 11 HacTosmmx [IpaBu.

3. NpaBuno 3

14. BespenentypHble mpenapaTsl HE IOJDKHBI COOTBETCTBOBATH HU OJHOMY M3 TpeOOBaHUIA,
yKa3aHHBIX B TMOJpasfene 2 HACTOAIIEro paszena, W JOJDKHBI COOTBETCTBOBATH CIELIUAIBHBIM
KPUTEPHSIM JUIsl OTJCNBHBIX JEHCTBYIOINX BEIIECTB COINIACHO MPUIIOKEHUIO.

(B pen. pewenus Komnernu EBpa3zuiickoil s3xonomuueckoi komuccuu ot 17.09.2024 N 107)

4. Npasuno 4

15. VYmnomHOMOuYeHHBIE OpraHbl COCTaBISIOT I€peUYeHb pPELENTYPHbIX MpPErnapaTroB MU
Oe3pelenTypHbIX MPENnapaToB U B MOCIEIYIOMEM He pexxe ueM | pa3 B o OOHOBIISIOT 3TOT MEpEeUYCHb
(c yxazaHueM npu HEOOXOTUMOCTH MOJIKATETOPUil OTITYCKa JIEKAPCTBEHHBIX MTPETIapaToB).

5. NpaBuno 5

16. HpI/I YCTAHOBJICHUH HOBBIX (l)aKTOB OTHOCHUTEJIBHO AESHCTBUS U MMPUMCEHCHUA JICKapCTBECHHOI'O
npenapara YIIOJIHOMOYCHHBIC OpraHbl IMOCJIC HX HU3YUYCHUSA (HpI/I HCOGXOI[I/IMOCTI/I), PYKOBOIACTBYSCH
IMOJIOKCHHUAMU  [IOJpasaciia 2 HACcToOAIICTO pasaciia, BHOpaBEC HU3MCHUTL KaTCrOpruro OTIIyCKa
JICKApCTBCHHOT'O IIperiapara.

6. NpaBuno 6

17. YHOmHOMOYEHHBIE OpraHbl KaKIOIO0 M3 TOCYJapCTB-WIEHOB €XErOAHO HaIpaBJIAIOT B
Komuccnio ¥ yHOJTHOMOYEHHBIE OpraHbl APYTHUX TOCYAApCTB-WICHOB HWH(POPMALKMIO O MEPEUHAX
JIEKAPCTBEHHBIX IPENApaToB, YKa3aHHbIX B nonapasnaene 4 pasnpena Il Hacrosmmx [IpaBwmin, npu ux
MIPUHATHH, a TaKXKe YBeIOMIIIOT KoMuCCHIO M IpyrHe yIIOJIHOMOYEHHBIE OPTaHbl FOCYJapCTB-4JIECHOB
00 U3MEHEHUSX B ATUX NEPEUHSIX.

lll. Kputepumn oTHeceHMA nekapCcTBEHHOro npenapara
K KaTeropuu 6e3peLenTypHOro Ui peuenTypHOro oTnycka

1. Kputepum onpeneneHus Bpena 340poBbLIO YerioBeka, HQHOCUMOro
npMMeHeHMeM fneKapCTBEHHOro npenapara

18. Ilpu omnpeneneHuu Bpeda 3A0POBBIO UYEJIOBEKa HEOOXOIMMO YUYUTHIBATH CIEIYIOIIUE
KPUTEPHUH:

a) mpsiMoii Bpex (ucxoas u3 mpoduist 6€301MacHOCTH ) JIEKAPCTBEHHOTO MTPeTapara;
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0) KOCBEHHBI! Bpe[ JIEKApCTBEHHOI'O IpenapaTa;

B) BO3MOYKHOCTb BBIIIOJTHEHUS MAIIUEHTOM CAMOOLIEHKH COCTOSIHUS;

') PUCK HENPABUIILHOTO IPUMEHEHMSI U ITOCIEACTBUS TAKOTO IPUMEHEHHS;
1) uH(opmanus o IEKapCTBEHHOM ITpenapaTe, JOCTyIHasl ISl MalieHTa.

19. Tlpu npaBUIILHOM MPUMEHEHHH JICKAPCTBEHHOTO TIperapara MarueHTOM COTIIaCHO HHCTPYKITUU
0 MEIUIIMHCKOMY TPUMEHEHHIO (JUCTKY-BKiIaneimry) (mamee - KMIT (JIB)) mpsmoit Bpen
JICKQpCTBEHHOTO TIpenaparta 3akjIi4YacTcss B BBICOKOM PHCKE TOKCHYHOCTH, JIEKAPCTBEHHBIX
B3aMMOJICHCTBUAX U HEXKeNaTeNbHBIX PEeaKIHsIX. be3penenTypHblii mpenapar XxapakTepusyeTcs:

a) HU3KOM OO0IIel TOKCHYHOCTHIO U KIIMHUYECKH HE3HAYMMBIMH PENPOAYKTUBHONW TOKCUYHOCTHIO,
T€HOTOKCUYHOCTBIO M KAHLIEPOT€HHOCTBIO;

0) HHU3KUM DPHCKOM BO3HUKHOBEHHUS CEPbE3HBIX HEXKENaTeNbHbIX peakuuid Tuma A (peakuuw,
0o0yCJIOBJIEHHbIE  yCHJIEHHEM  (DapMaKoJOrMYEcKOro  JeHCTBHA  JIEKapCTBEHHOIO  Ipernaparta,
IPUMEHSEMOI0 B TEPAaNeBTHUYECKUX J103aX, KOTOpbIE OOBIYHO HOCAT [0303aBUCHUMBIH XapakTep) B
MONYJIALIMY B LIEJIOM;

B) OYE€Hb HM3KUM PUCKOM BO3HUKHOBEHUS CEPhE3HBIX peakuuil Tuna B (peakunu, BOSHUKHOBEHUE
KOTOpPBIX HEBO3MOXKHO IIpeJicKa3aThb Ha OCHOBE (DapMaKOJOTHYECKUX CBOWCTB JIEKAPCTBEHHOI'O
npernapara), OTCyTCTBUEM MNoOouHbIX peakuuil Tuna C (peakiuu, BO3HHMKAIOUIME MPHU UIUTEIHHOM
UCIIOJIb30BAaHNU JIEKAPCTBEHHOI'O IIperapaTra, BKIIOYas TOJEPAHTHOCTb, PAa3BUTHE 3aBUCUMOCTH,
KyMYJISTUBHBIE 3 (EKThl, CHHIPOM OTMEHBI WJIM PUKOIIIETA);

') OTCYTCTBHEM MMOOOUYHBIX peakuuii Thna D (oTcpodeHHbIe HeOIAaronpusATHBIE PeaKlnu, BKIOYast
KaHIEpOTreHHbIE, MyTareHHbIE, TepaToreHHbIe 3P (eKThI);

1) HU3KUM PUCKOM CEepbe3HbIX OOOUHBIX peakuuil (oueHpb penakue no yactore: menee 0,01% win
1 mo6ounast peakuus Ha 10 000 BpaueOHBIX HA3HAUYECHU);

€) HHU3KMM PHCKOM pa3BUTHS TPU HCHOJb30BaHMM B coorBercTBuu ¢ KMII (JIB)
OpTraHOMOBPEKAAIOIIETO (KapIMOTOKCUYECKOTO, renaToTOKCHYECKOro, He(POTOKCUYIECKOTO,
reMaTOTOKCUYECKOT0, HEHPOTOKCUYECKOT0, MyJIbMOTOKCHUECKOT0) JIEHCTBUS;

) OTCYTCTBUEM JIEKAPCTBEHHBIX B3aUMOAECUCTBUH C JIGKAPCTBEHHBIMU IIperapaTami,
BBI3BIBAOIIIMMH CCPLE3HBIC HEXKCIJIAaTCIbHBIC peakuuu u MPUMCHAIOIUMUCS JJIA JICUCHU A
pacrpocTpaHeHHBIX 3a00JIEBaHMUI;

3) INOKa3aHUSAMU JId HNPHUMEHCHHA TOJIBKO IIPH COCTOAHUAX, TCUCHUE, IPOAOJIKHUTCIBHOCTH U
KOHTpPOJIb CHMIITOMOB KOTOPbIX, a TaKXE TMOCICACTBUA ITIpUEMa MNAOUCHT crocoo0eH OLICHHUTH
CaMOCTOATCIIbHO,

1) CONOCTaBUMOM 0€30MaCHOCTHIO 110 CPABHEHUIO C AIbTEPHATHBHBIMU BUIAMH JICUCHUS.
20. Kpurepuii mpsiMmoro Bpea JIEKapCTBEHHOTO Tperapara He MPUHUMAETCS BO BHUMAaHHUE TPU

BO3MOXXHOCTH OCYILECTBJICHHUS MPEBEHTHBHBIX Mep (HalpUMep, CEepbe3Hble peakuuu Thma A
JOMYCTUMBl Juld Oe3pelenTypHOro Ipernapara, €cild 4YeTKO YCTAHOBJEHAa TIpylla pucka Uil HX
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BO3HUKHOBEHHUS M TaKHE MAIlMEHThI MOTYT OBITh HE JOMYIICHBI K MPUMEHEHHIO Oe3pelenTypHOTO
mpemapara Jaxe 0e3 MeJUIIMHCKOTO HAOII0ICHN).

21. KocBeHHBIM BpeJIOM JIEKAPCTBEHHOI'O IIpenapara, 1aXe €Clii OH IPUMEHSETCS B COOTBETCTBUU
¢ UMII (JIB), sBistoTcsi OOCTOSITENIBCTBA, TPH KOTOPBIX CHUMIITOMATHYECKas Tepamusi MOXKET
3aMacKUpOBaTh (CKPBITh) OCHOBHOE 3a0o0yieBaHHE, TpeOyloliee MEIUIIMHCKOTO BMEIIATeIbcTBA |
HaOmtoneHus. B TakoM ciydyae npuMeHeHHe JIEKapCTBEHHOI'O IIpenapara MOXKET OTCPOUYUTh ITOCTAHOBKY
JMarHo3a M Haydajao ONTHMalbHOM TEpamuu M CHU3UTh BEPOATHOCTh OyarompusTHoro ucxona. s
UCKJIIOYEHHUS] KOCBEHHOI'O BpeAa JIEKapCTBEHHOI'O IIpernapaTa M pa3BUTHUS CEPHE3HOTO HApyIIECHUs
COCTOSIHMSI TanueHTa BcieacTBue d¢¢exra mackupoBanus, B HWMII (JIB) wim MapKupoBKYy
JIEKapCTBEHHOI'0 Ipernapara JOJDKHBI OBITh BHECEHbI COOTBETCTBYIOIIME IMpeaynpexacHus. Takue
MpeIynpexaeHUs JOKHBI OTpaXaTh CPOK, IO UCTEUEHUU KOTOPOTO B CIydyae COXpPaHEHHUS CUMITOMOB
3a0o0jeBaHUs HEOO0XOIMMO OOpaTUThCS 3a MEJUIMHCKOM momomblo. be3penentypHslii mpenapat
JIOJKEH OBITh pa3pelleH MPeuMYIIECTBEHHO JUIsl KPaTKOCPOYHOTO NPUMEHEHHUs, B T€UeHHE KOTOPOTo
3¢ deKT MackupoBaHUs He OyAeT UMETh KIMHUYECKH 3HAYMMBbIX TIOCIIEICTBHMA.

22. KocBeHHBIN Bpel JIEKAPCTBEHHOI'O IIpernapaTa BO3HMKAET, €CIM IIMPOKOE IPUMEHEHHE
JIEKapCTBEHHOI'0 Ipenapara (B MOIMYJALHWUA B LEJIOM) MOKET MOBBICUTH PE3UCTEHTHOCTh K HEMY [0
TaKOM CTENEHH, YTO 3TO MPUBEIET K CHIDKEHUIO ero 3((EeKTUBHOCTH; WM €CIU CUMIITOM SBIISETCS
BHEIIHUM NPOSIBIIEHUEM HECKOJIBKUX PA3IMUYHBIX 3a00JIEBaHUI M MAIMEHT CaMOCTOSATEIBHO HE MOMKET
UACHTUPUIMPOBATE 3a00JI€BaHUE, SIBUBLIEECS €r0 MPUUUHOM.

23. TlanueHT JOMKEH OBITh CIOCOOEH CaMOCTOSITEIbHO OLIEHUTHh COCTOSHHE WM CHMITOM, IO
MOBOAY KOTOPOTO TpUMEHsieTcs Oe3pelenTypHbI Mpernapar, U CyMeTb HNpPUMEHHTb ero 0e3
MeJIUIMHCKOTO HaOmoneHus. IlanueHT nomkeH OBITh CITOCOOEH CaMOCTOSITEIbHO UCKITFOUUTH ITOXO0KUE
COCTOSIHMSI, JUISl JIEYEHHsI KOTOPBIX Oe3pelenTypHbIi mpenapar He npumenserca. [Ipu stom ciemyer
IPUHATP BO BHUMAaHME HaJIWMYME JAOCTyla MAalUeHTa K MEIMIMHCKMM HCTOYHMKAM HH(pOpMaluy,
KOTOpbIE MO3BOJSIOT €My JOCTUTHYThb JTHX Lesned (BKIYas NHCbMEHHYI0 HH(OpManumo o
JIEKapCTBEHHOM IIperapare, peKOMEHJallui pabOTHHUKA allTeKH U APYTUX MEIUIIUHCKUX paOOTHHUKOB).

24 HaI_II/IeHT JOJIDKCH CaMOCTOATCIBbHO HpaBI/IHBHO OILICHHUBAThHb C€CTCCTBCHHOC TCUCHUC
3360H€BaHI/I5[ niIn COCTOAHUA, AJIUTCIBHOCTh CUMIITOMOB, BO3SMOXHOCTh 1 BO3HUKHOBCHUC pCHI/II[I/IBOB
3a00JIEBAHUS U UX ITOCIENCTBHSL.

25. ITanueHT A0mKeH OBITh CIIOCOOCH MPaBHIIBHO MHTEpIIpeTupoBath umetomuecs 8 UMII (JIB)
MIPOTUBOMOKA3aHUs, JIEKAPCTBEHHbIE B3aUMOACHCTBUS, MEPHI MPEJOCTOPOKHOCTH U MPEAYIPEKACHHUS.
[Ipu 3TOM clieqlyeT yuuThIBaTh, MOATBEPIKICHA JIH 3T COCOOHOCTH pe3ybTaTaMU MOTPEOUTETHCKOTO
tectupoBanusi UMII (JIB).

26. Ilpu onieHKe pUCKa U MOCIEACTBUN HEMPAaBUILHOTO IPUMEHEHHUSI CIIEAYET YUECTh:

a) HaJW4Me BBICOKOM pacHpOCTpaHEHHOCTH cOCTOsHUM, ykazaHHbix B WMMII (JIB) B Takux
pa3genax, Kak IPOTUBONOKA3aHUs, Mepbl IPEJOCTOPOKHOCTH M  NpeAylpexIeHus oOmei
XapaKTepUCTUKH JIeKapcTBeHHOro npenapata (nanee - OXJIIT), uau BBICOKOW 4acTOThI MPUMEHEHUS
JIEKAPCTBEHHBIX IIPENapaToB, B3aUMOACUCTBYIOIIMX C JAHHBIM JIEKAPCTBEHHBIM IIPEIapaToM,
IIPUBOJAIIMX K ITOBBIIICHUIO BEPOSTHOCTH M BO3PACTAHUIO PUCKA HENPABUIIBHOIO IPUMEHEHMS TAKOTO
JIEKapCTBEHHOI'0 IpernapaTa (B COOTBETCTBUH C yKa3aHUAMHM ITyHKTOB 29 - 30 Hactosmux [Ipasuin);

0) crmOCOOHOCTB JIEKAPCTBEHHOTO MperapaTa HAaHOCUTh TOJIBKO HE3HAYUTEIIbHBIN yIIepO 3/I0pPOBHIO
TPH:
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MPUMEHEHUH HE M0 TOKa3aHUsIM;
MPEBBIIICHUH PEKOMEH/I0BAHHOM JJIUTETbHOCTH NPUMEHEHUS WM JI03bI;
HECOOII0OICHUN MEP MPEAOCTOPOKHOCTH MIIM ITPOTUBOIIOKA3aHUM.

27. OnucaHue MOCJIEACTBUI HENMPAaBWIBHOTO NMPUMEHEHMsI JEKapCTBEHHOTO Ipernapara sBIIsSeTcs
HEO0OXOUMBIM KOMIIOHEHTOM ero npoguis 6e30MmacHoCTH U JOKHO ObITh oTpaxkeHo B UMII (JIB) u
IIPU HEOOXOIMMOCTH B MapKUPOBKE JIEKAPCTBEHHOI'O TIpenapaTa.

28. B oeax OHpeACICHUA OTCYTCTBHA BpEAa 3J0POBLIO YCJIIOBEKA, HAHOCUMOTO MPUMCHCHHEM
JICKApCTBCHHOT'O IIperiapara, 6€3pCHeHTypHBIﬁ Ipernapar XapakKTCpu3yCTcCs:

a) OTCYTCTBHEM CIIOCOOHOCTH K KyMYJISIIMM, IIMPOKMM TEPAleBTUYECKUM IHAla30HOM
(TepaneBTUYECKOM MUPOTON JIEKAPCTBEHHOTO Mpernapara);

0) HaTMYKUEeM KOPOTKOTO TMepHo/Ia MOJIyBbIBeIeHUs (He OoJiee 12 4acoB), CTEMEHBIO CBSI3BIBAHUS C
OenkaMu 11a3Mbl MeHee yeM Ha 90% wiu oObeMoM pacnpezeneHus: 60biie 35 TUTPOB, OTCYTCTBUEM
KIMHUYECKH 3HAYUMBIX B3aUMOJICHCTBUN C JAPYTUMHU JIEKapCTBEHHBIMHU MpenapaTtaMu, TpeOyIOIIX
W3MEHEHUsl peXuMa JO3UPOBAHUS JAHHOTO JIEKAPCTBEHHOTO IpernapaTra WIM B3aUMOJEHCTBYIOIIUX C
HUM JIEKAPCTBEHHBIX MPEMapaTOB;

B) OTCYTCTBHEM OTPAHUYECHUI 1JI1 IPUMEHEHHU y JAeTel JII000ro Bo3pacTta, Ipy yCIOBUU HAIUUUs
JIEKapCTBEHHOM (DOPMBI JTaHHOTO JIEKAPCTBEHHOTO MpernapaTa B JI0O3UPOBKaX, MpeIHAa3HAYEHHBIX IS
MPUMEHEHHUS Y JeTeH; MpH HAIMYMU Y JIEKAPCTBEHHOI'O Tperapara OrpaHHYCHUN ero peanu3aius 0e3
peuenTa Bpaqa BO3MO>KHA TOJIBKO HpI/I YCJ'IOBI/II/I YCTKOIo yKa3aHI/I$I B03paCTHOFO auaria3oHa B HNMII
(JIB);

') OTCYTCTBUEM MEIMIMHCKUX MPOTHBOIMOKA3aHUN TPU OEPEMEHHOCTH U JIAKTALIUH.

29. Nudopmanus o JEKapCTBEHHOM Ipernapare, npeIHa3HauCHHAs IS MalMeHTa, JTOJDKHA OBITh
COCTaBJICHA C YUETOM CIIEAYIOIINX OCOOCHHOCTEH:

a) crnoco0 MpUMeHeHHsl Oe3pelenTypHOro npenapara, Kak NpaBuio, OTJIMYAETCS OT TAKOBOTO IS
peLenTypHBIX MPEnapaToB, 1axe MPH YCIOBUHM COBIAJECHUS MOKa3aHUH Win o0nacTi npumeHenus. [lpu
3TOM CJeyeT MUHUMH3UPOBATh PUCK TOTO, YTO MALMEHT MOCYUTACT Oe3pelienTypHbIi npenapar Ooee
0€30MacHbBIM 10 CPABHEHUIO C PEIETITYPHBIM MPEMApaToM U OTKAXKETCS OT pUeMa MOCIIEIHEr0;

0) mucemenHas wH(popmarus (mpuBeneHHas B MMIT (JIB) m mapkupoBke JEKapCTBEHHOTO
npernapara) JoJDKHa:

croco6cTBoBaTh 3 (HEeKTUBHOMY U O€30MacHOMY NPUMEHEHHIO Oe3pelenTypHOro mpemnapara;

OJITHO3HAYHO OOBSACHSATH, KaK NMPaBHJIBHO MPUMEHATh Oe3pelenTypHbIil mpenapar, Ipu 3TOM OHa
JIOJDKHA TIPaBHJIBHO BOCTIPMHHMMATBCS MAI[MEHTOM M CIIOCOOCTBOBATh HAAJICKAIIEMy NPUMEHEHHIO
JICKApCTBEHHOTO TIpernapaTta (4TO MOXKET OBITh IOATBEPXKACHO pe3yabTaTaMu MOTPEOUTEIHCKOTO
tectupoBanus UMII (JIB));

B) NHUCbMEHHAasl MH(OpMalMs, CONMPOBOXKIAIOIIAsl JIEKAPCTBEHHBIN Mpernapar (B JOINOJIHEHUE K
peKOMeHAaLusAM paOOTHUKA aTEKH, €CIIM MPUMEHHUMO), T0JKHA ObITh MIPEJOCTaBIECHA B IOCTATOYHOM
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00beMeE, YTOOBI:
3aMEHHUTh COOOM MEIUIIMHCKOE HAOIIOICHUE,

npefocTepedb  MAalMeHTa OT I[pUMEHEHHUs Oe3pelenTypHOro Ipemapara, Korga 3To
MIPOTUBOIOKAa3aHO UM HEOE30IacHO;

I) TPOTHUBOMOKA3aHUs, JIEKAPCTBEHHBIE B3aWMOJICHCTBHS, MeEpPbl TPEAOCTOPOKHOCTH U
NpeAyNPEeKACHUS. JOIDKHBI OBITh SICHO M3JIOKEHBI Ha JOCTYIIHOM JJIsl TNAIMEHTa S3bIKE M YETKO
npexacrasinensl B UMIT (JIB) (B cooTBeTcTBHM ¢ TpeOOBaHMSAMH K HMHCTPYKLIUH IO MEAUIIMHCKOMY
NPUMEHEHMIO JIEKAPCTBEHHOTO MpenapaTta W oOIIei XapaKTepUCTHUKE JIEKApCTBEHHOIO Mpemnapara Jajs
MEIULMHCKOTO IPUMEHEHHUs, yTBepxKaaeMbiMu Komuccueii);

(B pen. pewenus Komnernn EBpa3zuiickoil s3xonomuueckoit komuccuu ot 17.09.2024 N 107)

) B LEISIX MUHUMH3AIUM pUCKa M MoBbIeHUS monb3el B UMII (JIB) u, ecnu mpumeHumo,
MapKHpOBKE HEOOXOAMMO JEeTaJbHO M YETKO ONUCaThb CUTyalMM, IpPU KOTOPbIX IPUMEHEHUE
Oe3pelenTypHOro mnpemnapara HEJOIyCTUMO (C yd4eToM TpeOOBaHMH MyHKTOB 26 - 28 HacTOSIIUX
[IpaBui).

30. B UMII (JIB) Ge3penentypHOro mpernapara cieayeT MpeACTaBUTh MalMEeHTy PEKOMEHIAINH,
KaK TIOCTYIIUTh, €CIU IKEeJAeMbIi TepaneBTHYECKUH JPQPEeKT He HJOCTHUTHYT WM BO3HHKIIO
HEeXeJlaTeIbHOE SIBJICHHE, B TOM YHCJIE HH(POPMAIMIO O COOTBETCTBYIOIIUX JICHCTBHUSAX, HAIIPHMEpP, O
HEO0XOIMMOCTH OOpaIleHUs K Bpauy WM paOOTHUKY alTeKu B YKa3aHHBINA CPOK.

2. Kputepuu onpegeneHusi BO3MOXHOCTU 4YacTOro HenpaBUbLHOIoO
NPUMEHEeHMNA NeKkapcTBeHHOro npenapara

31. Ecou JICKApCTBCHHEBIC MPETIapaThbl 4aCTO MPUMCHAKOTCA HECIIPABUJIIBHO U, KaK CIECACTBUC, MOTYT
OpeaACTaBJIATL IPAMYIO HJIM KOCBCHHYIO OIIACHOCTb JUJIA 3J0pPOBbsA UYCIOBCKA, OHHU OOJI’KHBI OBITh
OTHECCHBI K KaTCropruu pCUCUTYPHBIX IIPCIIAPATOB.

32. Ilpu omnpeneneHUM YACTOTHI HEMPABWIBHOIO MPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara
HEOOXOUMO  YYHTHIBATh yCTAHOBJICHHBIE (AaKThl HEMPABUIBHOTO MpUMEHEHHs. VI3BecTHOE
HEMPaBWILHOE TPUMEHEHUEe Oe3pelenTypHoro mpenapara (HampuMmep, B HEIX ycwieHus s¢dekra
AJIKOTOJIS1) MOXET CIY)KHTh OCHOBAaHWEM JJISI OTPAHWYCHUS €r0 MPUMEHEHHS WM OTHECCHHS €ro K
KaTerOpHH peLEeNnTypPHBIX IPENapaToB.

3. Kputepuu onpegeneHmsa Heo6xoAMMOCTU AanbHeNLLero nsy4eHus
AencTBus n (UNn) HexxenaTternbHbIX peakuun 4EeNCTBYHOLWMX BELLECTB,
KOTOpble COOAEePXKUT NeKapCTBEHHOro npenapara

33. Ilpm omnpeneneHud HEOOXOAUMOCTH JAJIBHEHMIIEr0 W3y4YeHHS JCHCTBUA ©  (WIN)
HEeXKENaTeNbHBIX PEaKIMi JeHCTBYIOIUX BEUIECTB, KOTOPHIE COMEPKUT JIEKapCTBEHHBIA Mpemnapar,
HEO0OXOUMO YYUTHIBATh CTEMEHb OTPAHUYCHHS OMBITA WX MPAKTUYECKOTO MPUMEHEHHUsS, a Takke
HOBHU3HY IpeIaraéMoi J03UPOBKHU U CIoco0a MPUMEHEHHUS.

34. Ilpu omeHKe CTENEeHH OTPAHWYEHHUS OMNBbITA MPAKTUYECKOTO MPUMEHEHUsS JICKapCTBEHHOTO
npernapara cleAyeT UCXOAUTh U3 CIEIYIOMIHNX TPeOOBaHUIHA:

a) JIeKapCTBEHHBIM mpemnapaT MOJICKUT JalbHEMIIEeMy U3YYEHHI0O U peallu3yeTcss Kak
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pELENTYpHBIN, €CIU IEHUCTBYIOLEE BEIIECTBO, KOTOPOE BXOAUT B COCTAaB 3TOrO JIEKAPCTBEHHOI'O
npernapara, OTHOCHUTEIBHO HEZAaBHO ObUIO pa3pemieHo Ui MPUMEHEHHs Yy dYeloBeKa WM MMEeTCs
TOJILKO OTPAaHMYEHHBIN OIBIT €ro MPUMEHEHHs (HAampuMep, BCIEICTBHE Majoro obbema MpoJax).
HeoOxonumMo mpuHMMaTh BO BHUMAaHHUE ONBIT NPUMEHEHHS JIEKapCTBEHHOIO Ipenapara B IpYyrHx
rocyJapcrBax-wieHax H B MHBIX TOCYAAapCTBaX, B KOTOPBIX IPOBOJAWJICS  IOJIHOLEHHBIN
MOCTPErUCTPALIMOHHBI MOHUTOPUHT 0€30IIaCHOCTH IPUMEHEHUS TAKOI'0 JIEKAPCTBEHHOI'O IIpenapara;

0) OMBIT MOCTPETUCTPALIMOHHOTO MTPUMEHEHUS JIEKApCTBEHHOTO Mpernapara UMeeT MPenMyIecTBO
HaJl ONBITOM NPUMEHEHUS JIEKAPCTBEHHOTO IMpenapara B paMKax KIMHUYECKHX HMCCIIEOBAaHUU (B TOM
YHUCJIC €CIIA OIBIT TAKUX KIMHUYCCKUX UCCIICIOBAHMI 3HAYUTEIIBbHBIA M IMOJ0KHUTEIbHBIN ). Heo0xommmo
yOenuThCcsi B 0OE€30MacCHOCTH TMPUMEHEHUs JaHHOTO JIEKapCTBEHHOTO TIperapara, KOorja B paMKax
KJIMHUYECKUX MCCIIEAOBAaHUNA JIEKaPCTBEHHOrO TMpernapara W3y4YeHHE €ro JeWCTBUS Ha OTIEJbHBIX,
OCOOEHHO YS3BHUMBIX TpYIax MAaUeHTOB (HalpuMep, MOXKWIBIX JIUI, JeTel, OIpeAeICHHBIX
STHUYECKUX WIW (EHOTHIMYECKUX TPYII, MAIUEHTOB C OMNpPEIeJICHHBIMU 3a00JeBaHUSIMHU) HE
BBIIIOJIHSJIOCh.

35. Ilpu oueHKe CTeneHU HOBU3HBI JO3UPOBKH, J103bI, MYTU BBEACHHS, MOKAa3aHUs, BO3PACTHOU
TPYNIBI WK KOMOMHAIIMH JEHCTBYIOMINX BEIIECTB, CIEAYET UCXOJAUTh U3 CICIYIONINX TPSOOBAHMIA:

a) Kak INpaBUiio, TpeOYIOTCS JIOTOJIHUTENbHBIE MCCIEAOBAaHUS, €CIM Mperojaraercs, 4ro
JIEKapCTBEHHBIN Ipernapat OyaeT 0e3pelienTypHbIM IpernapaTtoM B HOBOM JI03UPOBKE HIIK J03€, C HOBBIM
MyTeM BBEJEHUS, B HOBOW BO3PACTHOM Tpynme WK MO HOBOMY IOKa3aHHIO, OCOOCHHO €Cli IO
JTAHHOMY TMMOKa3aHMIO JIEKaPCTBEHHBIN Mpenapar paHee ObUT PelenTypHBIM MpenapaToM. B oTHomeHUn
Oosiee HU3KHX 703 M JIO3UPOBOK IPOBEICHHUE JOTOIHUTEIBHBIX UCCIEAOBAaHUA HE TpeOyeTcs, 0JHAKO
BaYKHO MOATBEPAUTD, YTO OHU COXPAHSIIOT CBOIO 3()(PEKTUBHOCTS;

0) HECMOTps Ha TO, YTO Mpoduis 6E30MaCHOCTH PELENTYPHOIO Ipernapara Xopouo U3y4yeH, Mpu
NEepeBOJIE €ro B KaTErOpHI0 Oe3pelenTypHOro mnpenapara HEOOXOIUMO OCYIIECTBUTH IEPEOLCHKY
COOTHOIIEHUs "monb3a - puck". Eciu nexapcTBeHHBIH MpenapaT Mo HOBOMY NOKa3aHHIO WM B HOBOW
7103€ HIMPOKO HE MPUMEHSJICS M YKa3aHHYIO IEPEOICHKY COOTHOIIEHHs '"Mojb3a - PUCK" CI0XHO
BBIIIOJIHHUTD, B OTACJIBHBIX CIIydasaX AOIYCKACTCA IMPOBECTU IKCTPAIIOJIALNIO CBCZ[GHI/Iﬁ 1o 0e30macHOCTH
MPUMEHEHHS C CYIIECTBYIOIIETO PEIENITYPHOTO IpenapaTa. Takue ciry4an BKIFOYAOT, B YaCTHOCTH:

HaJM4HE Y JICKaPCTBEHHOTO MIpernapaTa He3HAYUTEIBHOTO KOJTMYECTBA HEXKEIATeIbHBIX PEaKIIHii;
MEHBIIIHE JJ03bl OE3PELENTYPHOTO Mpenapara B CPaBHEHUU C PELENITYPHBIM [IPerapaToM;

HalMeHThl, KOTOPIMU OyZeT MPUMEHSTbcS Oe3pelenTypHbI Mpenapar, sBIAIOTCA HOATrPYIIon
T€X MalUEHTOB, KOTOPBIE YK€ MIPUMEHSIIN 3TOT JIEKAPCTBEHHBIN IIPENapaT B Ka4€CTBE PELENITYPHOTO;

B) JIGKAPCTBEHHBIN Ipenapar, cojaepKamuil KoMOMHANIO0 2 JICHCTBYIOIMX BEIIECTB, KXKIOE U3
KOTOpBIX OBLIO OTAEIbHBIM O€3pelenTypHbIM IpEernaparoM HE paccMaTpUBAETCAd KaK HCXOAHO
Oe3penenTypHblil mpenapat. OnpeneneHne KaTeropuii oTimycka Jjisl TaKUX JIEKapCTBEHHBIX MpenapaToB
JOJDKHO OCYIIECTBIIATECS B COOTBETCTBUM C MEXIYHapOAHBIMM JOTOBOpPaMH M aKTaMu B cdepe
oOpallleHus JIEKApCTBEHHBIX CPENICTB, COCTABIAIOIUME NpaBo Coro3a.

4. NMpouyune KpUTEpUN OLLEHKN NEeKapCTBEHHbIX NpenapaTos,
npu onpeaenieHUN KaTeropum otTnycka

36. HeKapCTBeHHHe npenaparbl A MNapCHTCPAIBHOIO BBCACHHUA JOJKHBI OTHOCHUTBCA K
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KaTCeropmuu peuCuTypHbIX NPCapaToB BCICACTBUEC JOIMOJIHUTCIIBHBIX PUCKOB U CIIOKHOCTU BBCICHH.

37. CornacHo nmyHkTy 13 Hacrosimux IlpaBuin nekapcTBEHHBIE Mpenapathl, MOANAJAIOLUINE TOJ
OJIMH M3 KPUTEPHEB PEIENTYypHOrO OTIYCKa, MOTYT Ha3HauaThCs O€3 pelenra, ecilid MaKCHUMajbHas
pa3oBasi WJIM CyTOYHas /1032, JO3UPOBKa, JIEKapCTBEHHasl (popMa UM ONPEIEICHHbIE BUJIbl YIIAKOBKU U
(unu) apyrue oOCTOSTENbCTBA NMPUMEHEHHS] MO3BOJIAIOT MPUMEHSATH JIEKapCTBEHHBIN mpemapaTr 06e3
MeULMHCKOro Ha0roneHus. B aToM cityuae cienyer oco0o IpoaHaTIu3upoBaTh Cieayronue (pakTopsl:

a) YIIakKOBKa JICKAPpCTBCHHOI'O IIpCIiapara:

pasmMep BTOPUYHOHM (IOTPEOUTENBCKONM) YHMAKOBKH JOJDKEH OBITh paccUMTaH Ha JUIMTENBHOCTH
npuMeHeHusd.  OrpaHuyeHue  J103bl  JIGKAPCTBEHHOIO  Ipenapara  HeOOJbIIOH  BTOPUYHOMN
(TOTpeOUTENBCKOI) YITAaKOBKOW SIBIISIETCSI OTHON M3 Mep B O0pb0e ¢ HEMpPaBWIBHBIM €T0 TIPUMEHEHUEM,
0COOEHHO TMepeI03UPOBKOH, a TakXKe 3aJepKKOil 0OpaleHHsl MaleHTOB 3a MEIUIIUHCKOMN MTOMOIIIBIO;

JICKapCTBEHHBIN Mpenapar AOJDKEH OBbITh 3alllMIIeH MEpBHUYHON (BHYTpEHHEH) yIakoBKOM,
KOTOpasi, HACKOJBKO 3TO BO3MOXKHO, JJOJKHA MPETSITCTBOBATh €0 MOMAJaHuI0 B PyKHU JETeH;

0) HEe3aBUCUMO OT NMPaBHJIBHOCTU WM HENPABUWIBHOCTH NMPUMEHEHUs JIEKapCTBEHHOTO Ipernapara
TpeOyeTcsi OrpaHMYeHHE MaKCHMAJIbHOW pPa30BOM WJIM CYTOYHOH J03bI, YTO IO3BOJSIET 3alIUTUTh
MaIeHTa OT TMOTCHIMAIBHOW OMACHOCTH, CBS3aHHOW C mepeno3upoBkoil. Ilpm sToM HeoOXoammo
MOATBEPANTD, YTO B HU3KUX J103aX JIEKAPCTBEHHBIN Mpernapar coxpaHseT cBoo 3 (HEeKTUBHOCTb.

IV. Tpe6oBaHUA K AaHHbLIM, NpeAcTaBsieMbIM AepXaTenem
perncTpaumoHHOro yaoCToOBepPeHUsi NPy NU3MEHEHUU KaTeropum
OTNycCKa NeKkapCTBEeHHOro npenapara

38. IlepeueHb MOKYMEHTOB M JAaHHBIX MO 0e30mMacHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, KOTOpble IPeACTaBISA0TCS A1 000CHOBaHMSI U3MEHEHHUsI €r0 KaTeropuH OTITYyCKa, YKa3aH B
[IPAaBUJAX PETUCTPALlMM M HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS MEAMLMHCKOTO MPUMEHEHUS,
yTBepkaaeMbix Komuccueid, 1 3aBUCUT OT CBOWCTB JEHCTBYIOIIEro BelIecTBa M 00beMa M3MEHEHHUH,
BHOCHMBIX B PEIrHMCTPAL[MOHHOE JIOChE JIEKAPCTBEHHOI'O IIperapara.

39. B o030pe AOKIMHMYECKUX W (WUIM) KIMHUYECKUX HCCICAOBAHHUM (OTYETHI CIEIHAIUCTOB)
MOJYJSI 2 PErHCTPAIMOHHOTO JOChE JIEKAPCTBEHHOIO TIperapara, B COOTBETCTBHHM C IPaBHIIAMHU
perucTpanii ¥ OKCHEPTH3bl  JIGKAPDCTBEHHBIX  CPEIACTB I MEIUIIMHCKOTO  MPUMEHCHHS,
yTBepkaaeMbiMu Komuccuei, CrienuanucT JO/DKEH MPEICTaBUTh KPUTUYECKUN aHaJIn3 BO3MOKHOCTH
OTIpe/IeTICHUs] KaTeropuu JIEKapCTBEHHOTO Tperapara Kak Oe3pelenTypHOTO B TeX J03aX W MO TeM
MMOKA3aHUsIM, KOTOPBIC YKa3aHbl B 3asBJICHUU HA MOATBEPXKICHHUE PETHCTPAINH (IIEPEPETUCTPAIUIO) U
BHECEHHH WM3MEHEHHI B PETUCTPAIIMOHHOE IO0ChE JIEKAPCTBEHHOTo MpemnapaTta. CHenuanucT I0KeH
cOpMYyJIMPOBATh YETKYIO TO3HMIIMI0, OOOCHOBAaTh €€ C yYETOM COBPEMEHHBIX HAyYHBIX 3HAHWH M
JI0Ka3aTh, YTO JIGKAPCTBEHHBIA TpernapaTr He IMOANAJAAaeT HU TOJ OJWH M3 KPUTCPUEB OTHECEHUS K
KaTeropuu PelenTyPHBIX MPEIapaToB.

40. Vkazanus mo ¢GopmaTy MpeacTaBIeHHS 0030pa JOKIMHUYECKUX M (MJIM) KIMHHUYECKUX
UCCIIEI0OBaHUM (OTYETHl CHELMAIMCTOB) MPEACTABICHbl B IPABUJIAX PErHUCTpAlUM U HKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB Ul MEJUIIMHCKOTO IPUMEHEHMS], yTBepKaaeMbIix Komuccueil.

41. Ilpm oOOCHOBaHMHU JOKJIMHUYECKOW M (WIM) KIMHHYECKOM Oe3omacHOCTH B 0030pe
OOKIMHUYECKMX ¥ (WIM) KIMHUYECKUX HCCIEIOBAHUM CHENMAINCTy HEO0XOIUMO YyYecTb W
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MpOoaHaJIN3UPOBATh BCE ITYHKTHI IOAPA3aciia 8 pasaciia IIT macTosmmx HpaBI/IH C MMPpEACTABJICHUEM, €CIIU
MIPUMCHUMO, COOTBCTCTBYIOLIUX 000CHOBAHUH.

42. Ilpu 00OCHOBaHWH TOKIMHHYECKON M (MIHM) KIMHUYECKOW 0e30macHOCTH Oe3perenTypHOro
mpermapara, HeOOX0IMMO YYHTHIBATh CICAYIOIINE TPSOOBAHHUS:

a) B ICJIAX IMOATBCPKIACHUA HU3KOH O6H.[CI71 TOKCUYHOCTH W OTCYTCTBHA KIIMHUYCCKHU 3HAYUMBIX
perOHYKTHBHOﬁ TOKCHUYHOCTH, TI'€HOTOKCHYHOCTH HWJIM KaHHOCPOIrCHHOCTHU IIpH COOTBCTCTBYIOHIeﬁ
SKCIIO3UIIHNH HCO6XO)II/IMO NpeaACTaBUTb COOTBCTCTBYIOLIUE CCBUIKH B O630an WM PE3OME 110
JOKIIMHUYCCKUM U (I/IJ'II/I) KIMHUYCCKUM UCCIICAOBAHUAM,

0) OmBIT MPUMEHEHUs JEHCTBYIOUIETO BEIIECTBA y MALMEHTOB JOJDKEH OBITh 3HAYUTEIBHBIM U
ONKCaH B PErMCTPALIMOHHOM JI0ChE JIEKapCTBEHHOIO Ipemnapara. JleficTByromue BeliecTBa, KOTOpBIE
coJiepKaTcsl B JIEKapCTBEHHBIX Iperaparax, MpeajaraéMbiX K MepeBojay B KaTeropuio O0e3penenTypHbIX
IIPEenaparoB, JAOJDKHBI IIMPOKO NMPUMEHATHCS B T€UEHUE 5 JIET B COCTaBE PELENTypHBIX MPernaparos.
[Ipu ycnoBuM JOCTAaTOYHOCTH JAHHBIX 3TO HE HCKJIIOYAeT OJ00peHHE YHOJIHOMOYEHHBIM OpPraHOM
rocyJapcTBa-wieHa peleHuss o0 ompeeNeHMH KaTeropuH OTIycka 0e3 pelernTa JUis JIEKapCTBEHHBIX
IpernaparoB, COJAEpXKAIIMX TaKue JCHCTBYIOIIME BEIIeCTBA (AKTUBHBIE (hapMaleBTHUECKUE
cyOCTaHIMM), C y4eTOoM Oojiee KOPOTKOIO CpOKa WX NpPUMEHEHHUs (Halpumep, €clid AeHCTBYIoLue
BellecTBa (aKkTUBHBIE (apMalleBTUYECKUEe CyOCTaHIMM) TPUMEHSUINCh HE TOJBKO B COCTaBe
JIEKapCTBEHHOI'0 IpernapaTra (HampuMmep, B COCTaBe€ INPOAYKTOB IUTAHUS) MIM OHHM  SIBJISIOTCS
MeTabOMUTaMU JPYroro M3BECTHOTO JEHCTBYIOIIEro BellecTBAa (AaKTHBHOM (apMmaneBTHYeCKOH
cyocraniun)). HexenarenbHble peakiuu, OOYCIOBJICHHBIE JIEKAPCTBEHHOW (opMoi U (WiIM) MyTeMm
BBEJICHUS U JO3MPOBKOH JIEKAPCTBEHHOI'O Ipemnapara, YJOBJIETBOPAIOIIEIO YKAa3aHHBIM B HACTOSILIMX
[IpaBunax yciioBusSIM M KpPUTEpUSM Oe3pelenTypHOro OTIyCKa, JAOJKHBI ObITh HE3HAUUTENBbHBIMU U
MIPOXOJUTh CAMOCTOSATEIbHO, HE TPeOysl JIeUeHus, 10 OKOHYaHUH MpHeMa JIEKapCTBEHHOTO IIpernapara;

B) HEOOXOAMMO IMPOAHAIU3UPOBATh MH(POPMALMIO O HEXKEIATENbHBIX PEaKUUsIX, BKIHOYAs OIBIT
NPUMEHEHHs JIeKapCTBEHHOIO IpemnapaTa 0e3 MEAMLMHCKOrOo HaOMIOAeHUs (HampuMmep, B JIPYIHX
rocyJapcTBax-4jeHax HJIM B HUHBIX rocynapctBax). llpw aHamu3e W HMHTEpHIpETalMd JaHHBIX
HEOOXO/MMO YYUTHIBATh TakHe (DAKTOpPhL, KaK YHCIO MAIMEHTOB, MPUHUMABIIUX JIEKAPCTBEHHBIN
npernapar, ux JeMorpaduieckue XapakTepUCTHKH, TOKa3aHMsI K TPIMEHEHHIO U J036I,

r) mnpopuib O€30MaCHOCTH HEOOXOAUMO OO0OOMIMTH B COOTBETCTBUHM C OTYETAMH O
NOCTPETUCTPALIMOHHOM ~ HAOJIOACHUM,  KIMHUYECKUMH  HCCICNOBAHUSMH M JaHHBIMH,
OITyOJINKOBaHHBIMH B HAayYHOW MEIHMLMHCKOHM JHTEpaType, 3aTparuBaroiiell Oe30MacHOCTh JTaHHOTO
JIeKapCTBEHHOTO npenapara. Heo6xoaumMo npoaHaiu3upoBaTh U MOSICHUTH!

CBEJICHMSI O CEpbE3HbIX peakuusax tuna A u B;

KakuM 00pa3oM CBEJIEHHS O TPUMEHEHHWH PEIENTypHOTO Tpernapara MOTYT OBITh
AKCTPANOJIMPOBAHBl HAa JIMIl, KOTOpbIE OYAyT NPHHAMATH O3TOT JIGKAPCTBEHHBIM TIpermapaTr Kak
Oe3perenTypHbIi;

I[) HCO6XOI{I/IMO MMPOAHAIIMU3UPOBATE IMOTCHIUAJIBHBIC JICKAPCTBCHHLIC B3aUMOJCUCTBUA U HX
IIOCICACTBUA, B 0COOEHHOCTH C IMAPOKO MPUMCHACMBIMHU JICKAPCTBCHHBIMH IIpCIIapaTaMUu;

€) HeoOXOJMMO TPOAHAIM3UPOBATh CIydyad HEMPABHIBLHOTO MPUMEHEHHS, B TOM YHCIE CIIydau
MPEBBIIICHUS PEKOMEHJIOBAHHOW JUIMTEJBHOCTH JICYEHHS, CIYyYalHOM WM MpPeIHAMEPEHHOU
Tepe03UPOBKU U IPUMEHEHUS JICKAPCTBEHHOTO TIpernapara B 00Jiee BHICOKHUX J03aX;
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)K) HeO6XOJII/IMO MMPOAHAIIM3UPOBATE TTOCJICACTBUA IMPUMCHCHHUSA JICKAPCTBCHHOT'O IpCIiapaTa B
clIydasx HCHpaBHHLHOﬁ OICHKHU MMAallMCHTOM COOCTBEHHOT'O COCTOSIHUS HIIH CHUMIITOMOB,

3) HEoOXOJUMO IPOAHAIM3UPOBATH MOCJIEACTBUS HENPAaBUIBHOM WM 3arlo3/ajiold INOCTaHOBKU
JMarHo3a BCJIEJICTBUE CaMOJICUEHNUs JIEKapCTBEHHBIM IPENapaToM.

43. IIpn o60cHOBaHUU KIMHHYECKON 3 (EeKTUBHOCTH Oe3penenTypHOro mnpenapara HeoOX0IuMo
YUUTBIBATh CIENyIOIUE TPEOOBaHUS:

a) ecIM U3MEHEHHUE KaTeropuy OTITyCKa JIEKApCTBEHHOTO Mpernapara He TpeanoiaraeT N3MeHEeHHI
B TMOKa3aHUSIX K TPUMCHEHHIO W pPEXKHME JIO3MPOBaHHS, NOATBEPKACHHS A(PPEKTHUBHOCTH
JIEKapCTBEHHOTO TIpernapara He TpeOyeTcs;

0) ecnu M3MEHEHUE KaTerOpuu OTIYCKa COIPOBOXKIAETCS W3MEHEHHEM KaKHX-TMOO TaHHBIX O
JIEKapCTBEHHOM Tperapare (Hampumep, IOKa3aHHs K TMPUMEHEHHIO, PEeXHUM JI0O3UPOBAaHUS WIH
JO3UPOBKa), TpeOyeTcsl MpelCTaBIeHUEe HEOOXOAMMBIX JOKYMEHTOB B COOTBETCTBMM C IpaBUJIaMU
perucTpallii M  3KCHEPTH3bl  JIGKAPCTBEHHBIX CPEACTB I  MEIULMHCKOTO  IPUMEHEHUS,
yTBepxkaaembiMu Komuccueii;

B) HEOOXOAMMO 000CHOBATh BBHIOPAHHYIO JUTUTEIHLHOCTD JICUCHHUS MO KAXKIOMY U3 IMpeaaraeMbix
MOKa3aHUM U MPEJICTaBUTh 00OCHOBAHUE, BKIIFOUasi 0O0CHOBAHME MPEJIaraéMoro pazmMepa yrmakoBKH.

44. Tlpu W3MEHEHWHM KAaTETOPUM OTIIYyCKAa CJIEAyeT YYWUTHIBATh CIEAYIONIHE TPeOOBaHHS K
nH(popMaIuu o JIeKapCTBEHHOM Tpernapate, npueaeHHou B ero UMII (JIB) u mapkupoBke:

a) mpenacraBisiemble MapkupoBka u MMII (JIB) Ge3peuentypHoro mpemnapara MOABEPraroTCs
HKCHEPTH3€E JAJIS OLEHKU MOJHOTHl MH(POPMALUU U €€ CIIOCOOHOCTH 3aLIUTUThH MallMeHTa OT Yrpo3 €ro
3JI0POBBIO, CB3aHHBIX C IPUMEHEHHEM 3TOr0 O€3pelenTypHOro penapara;

6) B UMII (JIB) nomxHa copepxaTbcsl MoOJHAas WHGPOpMalus O NPaBUIBHOM HPUMEHEHUU
JIEKapCTBEHHOI'0 TpemnapaTta W OOCTOSTENbCTBAX, IPU KOTOPBIX HEOOXOAMMO OOpaTUThCS 3a
MEJULMHCKONW OMOIIBIO;

B) Ha BTOPHYHOM (MOTPEOUTENbCKOW) yMakoBKe Oe3pelenTypHBIX IpernapaTtoB, a Mpu ee
OTCYTCTBUHM - Ha IEPBUYHOW (BHYTPEHHEH) ymakoBKe HEOO0XOJMMO IPHBECTH PEKOMEHIAIMU IO
IPUMEHEHHIO Oe3peLenTypHOrO Ipenapara;

') IpH HEOOXOJAWMOCTH YKa3bIBAIOTCS TIPOTUBOIIOKA3aHUS M MEPHI TPEAOCTOPOKHOCTH, BKIFOYAs
nHpopMalMi0o 00 OrpaHMYEHHUAX MO JUIMTEIBHOCTH NPHUMEHEHUS WIM O HEOOXOAMMOCTH TpuU
OIIpeJICJIEHHBIX 00CTOATENbCTBAX 00OPATUTHCS K Bpayy;

n) uHpopmanusa o 6e3penentypHoM mpemnapate B ero mapkuposke u UMII (JIB) momxHa OBITH
yno0ounTaeMoil (B COOTBETCTBUM C TPEOOBAHUSAMHU K WHCTPYKIMU IO METUIIMHCKOMY MPHUMEHEHHIO
JIEKapCTBEHHOTO Iperapara U oOlLIel XapaKTepUCTUKE JIEKapCTBEHHOTO Ipernapara Julsl MEJULUHCKOTO
MIpUMEHEHHUs, yTBepxkaaeMbiMu Komuccueit).

(B pen. pewenus Konnernun EBpa3zuiickoii sakonomuueckoi komuccuu ot 17.09.2024 N 107)

45. HpI/I N3MCHCHHH KaTCropruu OTIIYCKa JICKapCTBCHHOI'O IIpC€riapaTta NpeaACTaBIAIOTCA CBEACHUA O
COOTBCTCTBYIOIIEM H3MCHCHUUN HCpBI/I‘lHOﬁ (BHYTpCHHHH) YIAaKOBKH WJIM YIIAKOBOYHOI'O MaTcpHadlia, a
TAaKXC BCA HGO6XO,Z[I/IM3.$I JAOKYMCHTAaI U (CCJII/I HpI/IMeHI/IMO), B COOTBCTCTBUU C MpaBUJIAMH
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PelueHne Konnernv EBpasnitckolt SKOHOMUYECKOW KOMUCCU

0T 29.12.2015 N 178 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
(pen. ot 17.09.2024) [aTa coxpaHeHus: 16.11.2024

"O MNpaBunax onpeaeneHus Kar...

perucTpani ¥ SKCHEPTU3bl  JIGKAPCTBEHHBIX  CPEACTB  JJI  MEJUIMHCKOTO  IPHUMEHEHHMS,
yTBepxkaaeMbiMu Komuccunen.

[Ipunoxenue

k [IpaBriiam onpeneneHus KaTeropuin
JIEKapCTBEHHBIX MIPENapaToOB, OTITYCKaEMbIX
0e3 penenTa U Mo peuentTy

CNEUMANBHBLIE KPUTEPUN
AndA OTAENbHBIX AEUNCTBYHOLWUX BEWECTB, BXOOALLNX B COCTAB
NEKAPCTBEHHbBIX NMPEMAPATOB, OTNYCKAEMbIX BE3 PELIEMNTA
NP COBNOAEHUU ONPEAENEHHbBIX YCNNOBUU

CnHcoK U3MEHSAIIMMNX JOKYMEHTOB
(BBenens! petienrieM Kosternn EBpasuiickoii 5KOHOMUYECKONW KOMUCCHH
ot 17.09.2024 N 107)
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PewweHne Konnernn EBpasunitckolt s3koHOMUYECKOW koMuccun oT 29.12.2015 N 178

(peq. ot 17.09.2024) [okyMeHT npepoctasneH KoHcynbTanTlaroc
,,p A. A [ata coxpaHeHus: 16.11.2024
O lMpaBunax onpegeneHns Kar...

MexnyHapoaHoe ATX kon ITyTh [Tokazanus JlonmoHuTENbHBIE CBEICHUS B M/ BC/] MKB
HEMAaTeHTOBAaHHOE BBEJICHUS MHCTPYKIUHU IO METULIMHCKOMY
HalMEHOBAaHHE MIPUMEHEHUIO
AsenanboBas kuciiora D10AX03  HakoXHO IOBEHWILHBIE aKHE nanueHTsl Muagme 20 jJeT
A3senacTuH ROTACO3  HazanbHO  aJUIEPTUYECKUM PUHUT TPEAYHPEKICHHUE: TOIBKO JUIs 0,1% 0,56 mr

KPaTKOBPEMEHHOTO JICUCHHS Y
B3POCIIBIX U JAETEH cTapuie S5 JieT.
MJI 0,14 mr/0,14 mn

(1 pacnbuieHue)

A3enacTuH S01GX07  Brnaza aJUIepPrudeCcKui pEeayNpexXaACHUE: TOIBKO IS 0,14 mr 0,56 mr
KOHBIOHKTUBUT KPaTKOBPEMEHHOTO
HCII0JIb30BaHUA JTUL[AM CTapie 5
net; MJ1 0,14 mr/0,14 mn
(1 pacnibuieHune)

Amomunus rugpokensy A02ABO1  BHyTpb
AJIFOMUHHS XJIOPUT D10AXO01 HAK0>KHO

AMOpokcon RO5CB06  BHyTpH CpEJCTBA OT Kaluld U OpocTyasl: 60 mMr
9KCIEKTOPAHTHI, MYKOJIUTUKA

Amopondun DO1AEI6  HakoxHO
Anetmincamnnminosag NO02BAO1 BHYTPb y JE€TeH, eClii He UCKJII0UeHA Ha Ir 4r
KHCJIOTa OCHOBaHUU MPOTHUBOINOKA3AHUIA,

MPUMEHSETCS TOJIBKO MO

HAOJIFOJEHUEM MEIUIIMHCKOTO

nepcoHana
Aneruncamuimnosas  BO01ACO06 BHYTpPb TpaH3UTOPHAs 300 mr 300 Mmr
KHCJIOTa HIIEMHUYECcKas aTaKa
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(pea. ot 17.09.2024)
"O MNpaBunax onpegenexHns Kar...

[okyMeHT npeaoctasneH KoHncynbstantlnaroc

[aTa coxpaHeHus: 16.11.2024

AunermncamuipuioBass  BO1AC06  BHyTpb
KHCIIOTA

ALEeTHUIIUCTEUH RO5CBO1 BHYTpb
ALIMKIIOBHUP D06BB03 HaKO0>KHO
AILIMKJIOBHD B D06BB53 HAKO0>KHO
KOMOMHAIUU

bexiomeTrazoHn RO1ADO1 Ha3aJIbHO
beunzankonuit DO08AJO1 HAKO0>XKHO

npopuIakTuKa
1epeOpOBaACKYIISIPHBIX
¥ KapIMOBaCKYJISIPHBIX
TPOMOOTHYECKIX
3aboJeBaHuH, ocie
LTYHTHPOBAHUS

Herpes labialis

JICYEHUE PAaHHUX
IIPOSIBJICHUM U
CUMIITOMOB
peLUANBUPYIOLIETO
Herpes labialis

aJUIepPrUYeCKui
CE30HHBIN PUHUT

CpeAcCTBa OT KallUIA U IIPOCTY AbIL:
OKCIICKTOPAHTBI, MYKOJUTHKHN

B3pOCIIbIC U JIETU cTapiue 12 Jier;
KpPaTKOBPEMEHHOE JICUCHHE
Herpes labialis ("mpoctyast")

HUCKIIOUEHHA. HAaKOKHOE
pUMEHEHUE, MaKCUMaJllbHast
MPOJIOJKUTEIBHOCTh TEPANUU 5
JTHEH;
MMMYHOKOMITPOMETHPOBAHHBIE
B3pOCJIbIE U IETH cTapiue 12 jerT;
M/I: atmukiioBup 5% u
runpoxkoptusoH 1%; MKB: 100
MT aluKIoBup u 20 mr
TUAPOKOPTU30H. PexoMennauu
OTHOCSTCS K JIEKAPCTBEHHBIM
npenaparam, CoJepKamum
anukIioBup 5% u
TUAPOKOPTH30H 1%

B3pocible crapme 18 ner,
KpaTKOBpPEMEHHas Tepanus

100 mr

5% 100 mr

200 mxr 400 Mkr

HafeXxHasa npaBoBas noaaepXxka
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(pea. ot 17.09.2024)
"O MNpaBunax onpegenexHns Kar...

[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

beusugamun AO1ADO2 B rioTky 0,15%
ben3unamun MO02AAO5 HaKOXHO 00JIb U OTEKH I10CIIE KaK HECTEPOUJIHBIE
TYIBIX TPABM, MPOTUBOBOCTIAJIUTEIbHBIE
CyJI0pOT, JIIOMOaro cpenctsa (nanee - HIIBC) mst
MECTHOT'O PUMEHEHHUS TIPH
00JI51X B CyCcTaBax, MBIIIIAX
benzoun nepokcun DIOAEOl  makokHO  JedeHHe acne vulgaris Kak CpeICTBO JUIsl JICUCHUS aKHE 10%
bensokann CO5AD03  HakoXHO
benzokaun D04AB04  Hako)HO
benzokann R0O2ADO1 B rmotky
bucakoaun AO06ABO2  BHyTpH JUIsL KPaTKOBPEMEHHOTO
MPUMEHEHUS
budonazon DO1AC10  HakoxHO
BopHas kucnora DOSAD HAKO0>KHO MPOTUBOIIOKA3aHbI IJIs1 IETEH 110 3%
3 1eT; He HAHOCUTD Ha
OOINpPHBIE TOBEPXHOCTH
bpomrekcnn RO5SCB02  BHyTpB
byramupar RO5SDBI3  BHyTph B Ka4eCTBE IPOTUBOKAIIJIEBOTO 30 mr 100 Mr
CpeacTBa
byreramar BHYTPb 70 mr 200 mr
Bytuickononamun AO03BB0O1  BHyTph B KQUECTBE CPEICTBA IS 10 mr
JedeHus: (PyHKIIMOHATBHBIX
HapyILIEeHUN
YKEITYIOYHO-KUILIEYHOTO TPaKTa
(manee - )KKT)
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(pen. ot 17.09.2024)

"O MNpaBunax onpegenexHns Kar...

[okyMeHT npeaoctasneH KoHncynbstantlnaroc

[aTa coxpaHeHus: 16.11.2024

Bytunckononamun

I'Batienesnn
I'ekcatuauu
I'excuipe3opuux
['enp3eMuH (;kacMUH)
I'enapun

I'mppoxopTuzon

I'mnpoxopTuzon

IM'maporanuur
I'mmexpomoH
I'munepon

['omaTponuu

A03BBO01

RO5CAO03
AO1ABI2
RO2AA12

CO5BAO03
CO5AA01

DO07AA02

A02ADO04
A05AX02
A06AXO01
SO1FA05

PEKTaJIBHO

BHYTPb

B TJIOTKY

B IVIOTKY

BHYTPb

HAKOXHO

PEKTAIbHO  IIPOTUBOIEMOPPOU
JTAJIbHBIE,
IIPOTUBO3YIHbIE
cpencTBa

HAaKO)KHO  KOHTAaKTHBIE
aJIepru4ecKue
JI€PMAaTUTBL, YKYChI
HACEKOMBIX

BHYTPb

BHYTpb

TJIMLEPOT

B I'JIa3a

B KQ4eCTBE CPE/ICTBA IS
aeyeHHst QyHKIIMOHAIBHBIX
Hapymenui XXKT

KaK IPOTUBOI€MOPPOUIATIBHOE
CPEeICTBO, COoEpIKalLee
KOPTUKOCTEPOUIbI

HE JUIsl IPUMEHEHUS Ha
OOIIMPHBIX TOBEPXHOCTSX;
TOJBKO JIJISI B3POCIIBIX;
MaKCHUMaJIbHas
MPOJAOJIKUTEIBHOCTD JICUCHUS 7
HeHn

KaK XCJIYCTOHHOC CPpCACTBO

KaK MUAPUATHK, HUKIIOIIJICTHUK

10 Mr

0,5 mr

1%

1%

200 mr

150 mr
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"O MNpaBunax onpegenexHns Kar...

[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

JIekBanuHUs XJIOPUL
JlekcraHTeHoa

Juknodenak

Jluxnogdenak

JuMeTHicyb(poKcu

JumernnaeH
JAlnMeTHHACH
JudenruapaMux

Hudenruapamun

Judennnnupanux

Jloko3aHnou

Jommiepuion

R02AA02
A11HA30
MO1ABOS5

MO02AA15
MO02AX03

D04AA13
R0O6ABO03
DO04AA32
RO6AA02

RO6AAOQ7

D06BB11
AO03FA03

B TJIOTKY
BHYTpb

BHYTpb

HaKO>KHO

HaKO>XHO

HAK0>KHO
BHYTpb
HAK0)KHO

BHYTDPb

BHYTDb

HaKO>KHO

BHYTDPb

AHAJIBI'CTHK,
AHTHUITNPCTUK

00JIE3HU IBUKECHUS

(KuHEeTO3BbI)

KaK CPEJICTBO JJIsl MECTHOTO
IIPUMEHEHUS [IPU MBIILICYHOU U
CyCTaBHOU 001

netu crapie 6 er. Bxoaur B
CITMCOK IICUXOTPOITHBIX BCHICCTB
KaK CpeACTBO 1A JICUEHUS
0OECCOHHUIIBI U AJJICPTUN

MPEeAyNPEKICHUE: HE IPUMEHSATh
y aeter muaame 12 mer,
MIPOJIOJDKUTEIILHOCTD TIpHeMa
MmeHee 14 nuei

KaK Cpe/CTBO /IS JIEUCHUS
(YHKIIMOHATBLHBIX HAPYIICHHUIH
XKKT. Uckntouenue: 6e3
perenTa Juist B3pOCibIX U AeTel
crapue 12 ner

25 Mr

5%
20%

4 Mr

50 Mr

2 Mr

75 mMr

4 Mr

50 mr

10 mr

750 mr

40 mr

100 mr
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KOHCY/IbTAHTI I/1H0C
(pE.CI.. oT 17092024) ﬂ,OKYMEHT npeaocrtaBeH KOHCY/IbTAHTI UTHOC

, [ara coxpaHeHus: 16.11.2024
O lMpaBunax onpegeneHns Kar...

Jommiepuion AO3FA03  pekrtanbHO KaK CpEJCTBO IS JICUEHUS
(hyHKIIMOHATBHBIX HAPYIICHUHA
KKT. Ucknrouenue: 6e3
perenTa i B3pOCHbIX U AeTel
crapue 12 ner

Kenezo u BO3AEO3  BHyTpH HE MpeHa3HAYEH IS JICUCHUs

MYJIbTUBUTAMUHBI aHEeMHH

Keneso, BO3AEO4  BHyTpH HE MPeIHA3HAYECH JJIs1 JICYEHUS

MOJINBUTAMUHBI U aHEeMHH

MUHEPAIBI

No6ynpoden MOIAEOl  BHyTpB AQHAJIBIE€THK, kak HITBC 400 mr 1200 mr
AHTUIHPETHK,
MPOTUBOBOCTIATTUTEIND

HOC CpCIACTBO

Noynpoden MO02AA13  HakOXHO AQHAJIbIECTHUK, kak HIIBC st mectHOTO 5% 1200 mr
AHTUIHPETHK, MPUMEHEHUs TIpu 00X B
MPOTUBOBOCHAIUTEN  CYCTaBaX, MBIIIIAX
HO€E CPEICTBO

Nnpounnamun MO02AX05 HaK0OXHO
N3okoHazon GOIAF07  BaruHaiabHO
N3okonazon DOTACOS5  HakoxHO KaK MPOTUBOTPUOKOBOE 2%
CPEICTBO ISl MECTHOTO
MIPUMEHEHUS
N3onponamu AO03AB09  BHyTpH KaK CpEJCTBO JJISl JICUEHUS 5 mr
(YHKITMOHATLHBIX HAPYIICHUH
KKT
www.consultant.ru CrpaHvua 20 u3 34
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

Wanomeranuna

HNuanomeranuna

PJIO,Z[

Kanexkcomep

Kanemmit n
KoJeKanbudepon B
KOMOHHAIUU

Kanpumii kapbonat

Kanbnus nodesunar

KapOunokcamuu

Keroxonazon
Kerokxonaszon

Keronpoden

Keroruden

MO1ABO1
MO02AA23

DO8AGO3

D03AXO01

A12AX00

A02ACO1

C05BX01

RO6AAO08

DO1ACO8
GO1AFI11
MO1AEO3

RO6AX17

HaKO>XHO

HaKO>XHO

HaKO>XHO

HaKO>XHO

BHYTpPb

BHYTpPb

BHYTPb XpOHHUYECKAsi BEHO3HAs

HEAOCTATOYHOCTD

BHYTpb

HaKO>XHO
BarmHaJIbHO

BHYTpPb

BHYTpPb

kaxk HIIBC

kak HIIBC gmg mectHOrO
MpPUMEHEHUS IIpU 00X B
CyCTaBax, MBIIIIaxX

B Ka4€CTBC IMOACYIIMBAIOIICTO
CpeacTBa Ipu JICUHCHUHU paH

WCKITIOYEHHE: JIJIsl OPAJIbHOTO
npumenenus; M/I: 600 ME
Kosekanbludepona

500 mr
KpPaTKOBPEMEHHOE IIPUMEHEHUE
IIPU AJJIEPTUYECKOM PUHUTE; HE
IIPUMEHSETCS y I€TEH B BO3pPACTE
o 24 MecsIieB

2%

MaKCUMaJTbHAS 25 mr 75 mr
IIPOAODKUTEIBHOCTD TEPAIIUU 5
THEN
NpeayIpEXKICHUE: B3POCIBIE U I mr 4 mr

JIeTU cTapie 6 et

375 mr

120 mr
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

Knemactuna RO6AA04
Knuoxunon DO08SAH30
KnoGyrunon RO5DB03
Knorpumazon GO1AF02
Knorpumaszon DO1ACO1
Kpomornuuuenas S01GX01
KHCJIOTa

Kpomornunnesas ROTACO1
KHCJIOTa

Kcunomerasonun RO1AA07

BHYTPb

HaKO>XHO

BHYTDPb

BarmHaJIbHO

HaKO>XHO

B rjia3a

Ha3aJIbHO

Ha3aJIbHO

pEeayNPEKACHUE: HE I mr
MIpUMEHsETCs y AeTen 1o 12 ner.
[IpumensaTh He Oosiee 2 HEACb

KaK aHTUCENTHUK U Je3UH(PEKTAHT
B JIEpMATOJIOTU U

2% (500
MT)
KaK MPOTUBOTPUOKOBOE 1%
CPEICTBO ISl MECTHOTO
MPUMEHEHUS

Kak O(l)TaJ'II)MOJ'IOl"I/ILIeCKOG

6 MT 20 mMr

CpeacTBo

npodunakTuka
CE30HHOTO U
HOCTOSIHHOTO
aJJIEPTU4YECKOro
pUHHUTA

CUMIITOMAaTHYCCKOC
JCUYCHUC
3aJIOXKCHHOCTH HOCA,
IIOCTOSAHHOI'O 1
CE€30HHOTI'O
AJUIEPruI€CKOro
pUHUTA (BKJ'II-O‘-IEISI
HOJ'II/IHOS), CHUHYUTA

HafeXxHasa npaBoBas noaaepXxka

www.consultant.ru

CrpaHvua 22 u3 34


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PewweHne Konnernn EBpasunitckolt s3koHOMUYECKOW koMuccun oT 29.12.2015 N 178

(pen. ot 17.09.2024)
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JloKyMeHT npeaocTa

BneH KoHncynbtanTtlnoc
[aTa coxpaHeHus: 16.11.2024

JlakTuToN

Jlaktynosa

JleBokabacTun

JleBokabacTun

JleBokapHUTHH

JleBoHoprecTpen

JleBoueTupusux

JInpokanu

JInpokanu

A06ADI12
A06ADI11

ROTACO02

S01GX02

A16AA01
GO3ACO03

RO6AEQ9

CO05ADO1

D04ABO1

BHYTPb

BHYTpb

Ha3aJIbHO

B rjiasa

BHYTDPb

BHYTpb

BHYTDPb

HaKO>XHO

HaKO>XHO

MIPOTUBOIHAPEHHOE

ClIaOUTENBHOE

CUMIITOMATHUYECKOE
JIEYEHUE CE30HHOTO U
TTOCTOSITHHOTO
aJJIEPTUYECKOr0
puHUTa

JKCTpEHHAS
KOHTpALICTIIHUs

aJUIEPrU4eCKUN PUHUT
1 KpalyuBHULA

Kak ciaburenabHoe. OTIyCcK Mo
peLenTy B cilydae JeUYeHus
NEYEHOYHOH 3HIIe(anonaTun

KaK ACKOHI'CCTAHT AJId MCCTHOI'O 50 mr
IIPUMCHCHUA

Kak gekoHrecrant mist Mmectaoro  0,05%
MIPUMECHCHHUS

UCKJIIOYCHHE: IIPUEM BHYTPb

KaK recTareHHOoe 1,5 Mr
KOHTPAaLENTUBHOE CPENICTBO.

Ocoboe ykazanwue: 0e3 perenra

OTITYCK 10 2 TaONEeTKH JIst

SKCTPEHHOM KOHTpalenuuu

B3pPOCJIbIC U JETH cTaplie 6 JeT; 5 wr
MaKcUMaJbHas

MPOAOJKATEIIBHOCTH JieueHust 10

JHEn

KaK aHTUTE€MOPPOUIATIEHOE
CPEJICTBO, COJIEPKAIIEE MECTHBIE
AQHECTETUKH

1,5 Mr

50 Mr
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www.consultant.ru

CrpaHvua 23 u3 34


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

PewweHne Konnernn EBpasunitckolt s3koHOMUYECKOW koMuccun oT 29.12.2015 N 178
(pen. ot 17.09.2024)

"O MNpaBunax onpegenexHns Kar...

[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

JInpokanu

Jlobenun

Jlonepamun
Jlopataguu

Manatrnon

Mebennas3oin
Mexkno3un

Mexkno3us

MeTtokcaMuH
MuxkoHa30:1

MukoHazon

MuxkoHa30:1

MukoHa301 B

KOMOMHAIINHA C
THAPOKOPTH3OHOM

R02ADO02

AO07DAO3
RO6AX13
PO3AX03

P02CAO01
RO6AE05
RO6AEO05

CO01CA10
A07ACO1
DO01ACO02

GO1AF04

DO01ACS52

B IVIOTKY

BHYTPb

BHYTPb
BHYTpb

HaKO>XHO

BHYTDPb
PEKTaIbHO

00JIe3HHU ABMKEHUS
(KUHETO3BI)

BHYTpPb

Ha3aJIbHO
B TJIOTKY

HaKO>XHO

BaruHaJIbHO

HaKO>XHO

KaK aHaTCCTHUK AJI1 HAHCCCHU A
Ha CJIM3UCTYIO I'NNTOTKH

KaK aHTUTUCTaMHWHHOEC CPpEACTBO

KaK [IPOTHBOIICIUKYJIC3HOEC
CpeICTBO

MpeayNpexACHUE: B3POCIBIC U
JIeTy crapie 12 net

3 Mr

(0,5%)
2 Mr
10 mr

1%

100 mr

50 mr

250 mr
(2%)

250 mr
(2%)

2%
MHUKOHA
30/1a U
1%
THJIPOKO
pTU30HA

40 mr

10 Mmr 300 mr

2%
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

MuHokcuInI

MynbTUIH3UMBI
(ytumasbl, mpoTeasbl U

Jp.)

Hanpokcen

Hamnpoxcen

Harpus cenenar
Hatpus ¢ropun
Hadazomun
Hadazonun
Hadazonun

Heomunima

DI11AX01

A09AA02

MO1AEQ02

MO2AA12

A12CEO01
AO01AA30
RO1AAO08
ROTABO2
S01GAO01
SO01AAO03

HAKO0>XHO JICYECHHUE aHIPOTCHHON
aJIOTIEeIMH Y MY>KYHH U
JKEHILMH B BO3pacTe
18 - 65 ner

BHYTpb

BHYTPb AHAJIBIETHK,
AHTUIHPETHK,
MIPOTUBOBOCTIAJIUTEIIb
HO€ CPENCTBO

HAaKO)XKHO  AHAJIbIETHK,
AHTUIINPETHK,
MIPOTUBOBOCTIAJINTEIb
HOE CPENCTBO

BHYTpb

BHYTPb

Ha3aJIbHO

Ha3aJIbHO

B I'J1a3a

B IU1a3a

2%

HCOTpaHNYCHHO J0JIr0 IIpu
HCIIOJIB30BaHHNHN KaK
MOHOTCpaIiuA, 1noJg
Ha6J'IIO,Z[eHI/IeM Bpada BO BCEX
OCTAJIbHBIX CJIydasaX

kak HIIBC 200 mr 600 mr

kak HIIBC gmg mectHOTO 10% 600 mr
NPUMEHEHUS TIpH OOJISX B

CyCTaBax, MbIIIIax

KaK MPOTUBOMUKPOOHOE
0(hTaIEMOIOTHYECKOE CPEICTBO
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

Heomunum,
OaruTpanyH B
KOMOMHAINU

Huxotun

Huxkotun

Huxotun

Hucratun

Hucratun

Hutpodypan
Hutpodypan

Hudnymosas kucnora

D06AX04

NO7BAO1

NO7BAO1

NO7BAO1

DO01AAO1

GOIAAO1

DO8AFO01
D09AA03

MO2AAT17

HaKO>XHO

Ha3aJIbHO

cyOMMHTBa
JHHO

TpaHciepma
JBHO

BHYTDPb

BaruHaJIbHO JICYCHHC BarnHaJIbHOI'O
Kagauao3a

HaKO>XHO

HaKO>XHO

HaKO>XHO

TOJIBKO IJIA IPUMCHCHUSA Y
B3pOCIBIX U AeTel crapme 12
JIeT; He Oonee 7 qHeH
IIPUMEHEHNUS; HE HAHOCUTh Ha
OOIIMpHBIE TOBEPXHOCTU

KaK Cp€ACTBO JIA JICHCHUSA
HUKOTHHOBOM 3aBUCUMOCTH

KaK CpE€ACTBO IJIA JICUCHUA
HUKOTUHOBOM 3aBUCHMOCTHU

KaK CpCACTBO JIA JICHCHUSA
HUKOTHHOBOM 3aBUCHMOCTH

100 000
EJl

HEeoOXoIuMa MpeIBapUTEIIbHAS
KOHCYJIbTAIHSI C BpAauOM

KaK MPOTUBOMH(EKIIMOHHOE

CPEICTBO, UCKITIOYAs

KOMOHWHAIIAH C

KOPTHKOCTEPOUIAMH H

aHTUOHMOTHKAMU

0,2%

KaK aHTHUCENTHK U Ie3MH(DEKTaHT
B KaueCTBE MEIUIIMHCKUX 0,2%
(Ma3eBbIX) MOBS30K MPH JICUCHUH
paH

kak HIIBC nns mecTtHOTO 3%
MPUMEHEHUS TIpH OOJISX B

CyCTaBax, MBIIIIIAX
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc

[aTa coxpaHeHus: 16.11.2024

OKCHUKOHA30I1

OKcUMeETa30INH

OxkcoMeMa3H

Omenpason

OMOKOHAa30I1
Opnucrar

Opuunpenanux

[TanTonpazon

[TarmaBepun

[Tapaneramon

IlenToKCHBEPUH

DO1ACI11

S01GA04

RO6ADO08

A02BCO1

DO1AC13
AO08ABO1
R0O3CB03

A02BCO02

A03ADO1

NO02BEO1
RO5DB05

HaKO>XHO

B rjiasa

BHYTpb

BHYTpb

HAKOXHO
BHYTDPb

BHYTpb

BHYTPb

BHYTPb

BHYTDb

BHYTpb

neuyeHue pedirokca u
U3K0TH

W3KO0Ta, perypruTanus
KHCIIOTHI,
KpaTKOBPEMEHHAS
Tepanus pedurrokca

KaK MPOTUBOIPUOKOBOE
CPE/ICTBO /ISl MECTHOTO
IPUMEHEHHUS

NpeaynpexIeHHE: 1Tl B3POCIbIX
u aeteit crapuie 12 ner

KaK CpPEJICTBO /IS JICUCHUS
ACTMBI U XPOHUYECKUX
O0OCTPYKTHUBHBIX OOJIe3HEH
JICTKHUX

NpeaynpexIeHue: JeueHHe He
JIOJDKHO TPEBBIIATE 4 HENIETh
0e3 KOHCYJIbTAIUU C BpauoM

KaK CPEICTBO IS JICUCHUS
(yHKIIMOHATBHBIX HAPYILIEHUHN
KHILIEYHUKA

MKB < 10 r; kak aHaJIbIeTHK

TOJIBKO U1 B3POCJIbIX

4 Mr

20 mr

20 mr

20 mMr

50 Mr

Ir

10 mr
20mMr 280 mMr
20mMr 280 mr

10r
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

[TennuknoBup

[InpanTen
[Tupunokcun

[Inpokcukam

IloBnoou-iion

ITonmunokanon

[Tpamokanu
IIpoxaun
[Tponudenazon
[TceBnoadenpun

Panntunun

Panexkanorpun

D06BB06

P02CCO01
A11HAO02
MO02AAQ07

GO1AXI11
C05BB02

D04AB07
CO5ADO05
NO02BB04
ROIBAO02
A02BA02

A07XA04

HakokHo  Herpes labialis

BHYTPb
BHYTDPb

00J1b ¥ OTEKH MOCJIe
TYIIBIX TPABM,
CyIIOpOT, JTFOM0Aaro

HaKO>HO

BarmHaJIbHO

HaKO>XHO

HAK0XKHO
HAK0>KHO
BHYTDPb
BHYTPb

BHYTpb

BHYTDPb JICYEHHUE OCTPOU

JHapeH

B3pOCJIbIC U JETH cTapiie 12 jer; 1%
JUTS KPAaTKOBPEMEHHOHW Teparuu

panHuX cumnToMoB Herpes

labialis ("mpocTyna")

KaK aHTUHEMATOJIHOE CPEJICTBO 250 mr
kak HIIBC nns mecTtHOTrO 0,5%
MPUMEHEHUs TIpH 00X B
CyCTaBax, MbIIIIaxX
10% (20 100 mr
MT)
Ir
KaK Ha3aJIbHBIA JEKOHTeCTAHT 60 mr
KaK CPEACTBO JJIs JICYEHUS 75 MT

SI3BEHHOU 0OJIC3HU U
ractpo33odareabHOI
pedrokcHO 6071e3HM (Hanee -
I'OPBb)

TOJIBKO JIJIs1 B3POCIBIX;
KpaTKOBpPEMEHHAs Teparusi, He
6onee 3 nueit, makcumym 300
MT/CyT
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc

[aTa coxpaHeHus: 16.11.2024

Petunon

CeneHa coeTMHEHUA

Cenena cynbdun
Cepebpa HuTpar
Cunumapux

CyxcuOy30H

CynbKoHa301

Cynbbhannazua
cepebpa

Cynshamernson

Cynbdaneramus

TepOunadun
Terpakaun

Terpakaun

A11CAO01

DI11ACO03
DO1AEI13
DO8ALO1
AO05BAO3
MO02AA22

DO1ACO09
DO06BAO1

S01ABO1

S01AB04

DOIAEI1S
CO5ADO02
D04AB06

BHYTPb

HAKOXHO
HAKOXXHO
HAKOXHO
BHYTPb

HaKO>HO

HaKO>HO

HaKO>KHO

B rjiasa

B rjiasa

HaKO>KHO
HaKO>XHO

HaKO>HO

HEOOJIBIIINE OKOTH

KaK MOHOTEpaIusl, Tak U B
COUYETAaHUU C BUTAMUHOM D

kak HIIBC nnsa mecTtHOTO
MPUMEHEHUs TIpH 00X B
CyCTaBax, MbIIILAX

TOJIBKO JIJIs1 B3POCIBIX, 1%
HaHeCeHHe Ha HEOOJBIINE 0Yaru
He Ooliee 7 nqHEN

Kak 0(hTaabMOJIOTHYECKOE
IPOTUBOUMH(EKIIMOHHOE
CpeICTBO

Kak 0(pTaabMOJIOTHYECKOE
IPOTUBOUH(EKIIMOHHOE
CpeICTBO

1%

10 000

ME

50 mr

HafeXxHasa npaBoBas noaaepXxka
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

Tuabennazon

Tuamun (ButamuH B1)

Tuemonus onung

Tunoxonazon

Toxodepon (BUTaMHuH
E)

Tonnadrar

TpuaMLHOIOH

Tpuknoszan

Tpuokcuzanex

Tpunponuaun
TpokcepyTun

TpomaHTagna

P02CA02
A11DAOI

AO03AB17

DO01ACO7

A11HAO03

DO1AEI8
AO01ACO1

DO8AE0O4
DO05BAO1

RO6AX07
C05CA04
D06BB02

BHYTPb

BHYTpb

BHYTpb

HaKO>HO

BHYTpb

HaKO>XHO

B IVIOTKY

HaKO>XHO

BHYTpb

BHYTpb
HaKOKHO

HaKO>XHO

JUISL KPATKOBPEMEHHOM
TEpaIuy PAaHHUX
craauii Herpes labialis
(mo popmupoBanus

KaK aHTUHEMATOAHOC CPEACTBO

HNCKIIFOUYCHHUA: TOJIBKO JJIA

1pyemMa BHYTpb

KaK CpCACTBO JIA JICHCHUSA

50 mr

30 Mr

(YHKIIMOHATBHBIX HAPYIIEHHUH

XKT
KaK IPOTHUBOIPUOKOBOE

CpeaACTBO IJIsI MECTHOTO
IIPUMCHCHUA

TOJIBKO IJIA B3POCJIbIX;

1%

0,5%

KpaTKOBPEMCHHOC ITPUMCHCHUEC

He Ooliee 5 nHen

KaK IMpPpOTUBOIICOPUATUICCKOC

CpeacCTBO CUCTCMHOI'O
IMPUMCHCHU A

B3pOCIIbIE U JETH cTapiie 12 neT;

TOJBKO JIJIsI paHHEHN

5 mr

1% 21

allllJInKanuuu, HU3KUH PUCK

CUCTeMHOI abcopOruu u
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc

[aTa coxpaHeHus: 16.11.2024

VHaenuieHuBas
KHCJIOTa

damoTnanu

dendnnak

OeHnndyTazoH

®ennmm ppun

denTnkonazon

®denpazoH

D 1yKoHa301
Onypbunpoden
Onypobunpoden
dnyTpuMazon

Onypenamonast
KHCIIOTA

DO1AEO4

A02BAO3

MO02AA08
MO02AAO01

ROTAA04

DO1ACI12
MO2AA16

DO1ACI15
MO1AE09
R02AXO01
DO1AC16
MO1AGO3

HaKO>XHO

BHYTpb

HaKO>KHO

HaKO>XHO

Ha3aJIbHO

HaKO>XHO

HaKO>XHO

HAKOXXHO
B IVIOTKY
B IVIOTKY
HAKOXXHO

HaKO>XHO

BE3MKYJI)

JieueHue u
npoduIaKkTUKa CTOTBI
aTyera

HEXXEJIATEILHOTO AeHCTBUA

KaK CpeJICTBA JUIS JICUCHUS
s13BeHHOU Ootie3nu u [ DPB

kak HIIBC nis mectHOTO
MPUMEHEHUS TIPU OOJISAX B
CyCTaBax, MBIIIIaxX

B KaueCTBE HA3aJILHOTO
JIEKOHIeCTaHTa

kak HIIBC s mectHOTO
MPUMEHEHUs TIpH 00X B
CycTaBax, MbIIIIaxX

TOJIBKO U1 B3POCJIbIX

kaxk HIIBC

10 Mr

3%

4%
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[okyMeHT npeaoctasneH KoHncynbstantlnaroc
[aTa coxpaHeHus: 16.11.2024

donueBadg kucinora

dpaMULIETHH

XMHU30KauH

Xnophenamun

Herupuzun

Huknu3ux

[Huxnonupoxc
Humetnaun

Hunkconepxanue
CpencTBa

[{naHApW3MH

[uaxokanH
[unxokanH

[Munporenranua

B03BBO01
D09AAO1

D04ABO5
R0O6AB04

RO6AEQ7
RO6AEO03

DO1AE14
A02BAO1
D02AB

NO7CA02

D04ABO02

CO05AD04
R06AX02

BHYTPb

HaKO>XHO

HaKO>XHO

BHYTpb

BHYTpb

BHYTpPb

HAK0XKHO
BHYTpb

HaKO>XHO

BHYTDPb

HaKO>KHO

HaKO>XHO

BHYTpb

CE30HHBIN
AJUIEPrUYECKUI PUHUT,
KOHBIOHKTHUBUT

00J1€3Hb IBMKEHUS
(kuHETO3)

JIJIeprUYeCcKUi pUHUT,
KOHBIOHKTUBUT

B BUJI€ MEIMKaMEHTO3HBIX
(Ma3eBbIX) MOBS30K Kak
IPOTHBOUH(EKIIHOHHOE
CpeICTBO

npenynpexaeHue:
KpaTKOBPEMEHHOE NTPUMEHEHHUE,
netu crapiie 12 jger

KaK aHTUTUCTaMHUHHOC CPEACTBO

KaK CpeJICTBO JJIS JICUEHUS
TOJIOBOKPY>KEHUS U
BeCTHOYJISIPHBIX HApYyLIEHUH

npenynpexaeHre: 3arperieH
OJIHOBPEMEHHBIN MTPUEM
AJIKOTOJIs1; TTOKa3aH B3POCIIBIM U
neTsM crapiie 12 et

4 Mr

4 Mr

10 Mr
50 mr

200 mr

5 Mmr

4 Mr

24 mMr 80 Mr
10 mMmr 300 mr
12mMr 360 mr
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OKOHA30II

DprotraMuH

DproramMuH

St dpuH

DrodeHamar

Ddenpun

Ddenpun

DO01ACO03

NO02CA02

NO02CAO02

CO01CAO01

MO02AA06

ROTABO5

RO1AAO03

HaKO>KHO

BHYTpb

PEKTaIbHO

BHYTDPb

HAKO0KHO 00JIb U OTEKH II0CIIE
TYTBIX TPaBM,
CyJI0pOT, JIIOMOAro

Ha3aJIbHO

Ha3aJIbHO

KaK IPOTUBOTPHOKOBOE
CPEICTBO TSI MECTHOTO
IPUMEHEHUS

KaK MIPOTHBOMUTPEHO3HOE
CpeICTBO

KakK HpOTI/IBOMI/IFpeHO?)HOC
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CPEICTBO

kak HIIBC ging mectHOTrO
MPUMEHEHUS MIPU 00X B
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PelueHne Konnernv EBpasnitckolt SKOHOMUYECKOW KOMUCCU

0T 29.12.2015 N 178 JokyMmeHT npeaocTtasneH KoHncynbraHtlaroc
(pea. ot 17.09.2024) [fata coxpaHenns: 16.11.2024

"O MNpaBunax onpeaeneHus Kar...

[Mlpumeuanue. B HacToslIeM TMEpEeYHE MCIOJIB3YIOTCS COKpAIEeHHs, KOTOPBhIE O3HAYAIOT
clemyrouiee:

M/ - MakcuMainbHas TO3MPOBKa (KOHIICHTPALUS ) JIEKapCTBEHHOH (POpMBEI,

BC/Jl - Bwlcmmasg cyTto4Has 11033, yKa3aHHas B MHCTPYKIHMHM 110 MEIWLIHMHCKOMY HIPHUMEHEHUIO
rpenapara;

MKB - makcuManbHOE KOJIHYECTBO neﬁCTBy}omero BCIICCTBA B HOTpC6I/ITeHBCKOI\/’I YIIaKOBKE
JICKApCTBCHHOT'O IIperiapara.
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