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OO0 yrBepxKneHIM TpeOOBaHMI K HHCTPYKIIHUH IT0 MEAUIIHHCKOMY ITPAMEHECHHUIO
JIEKapCTBEHHEIX IpEeNapaToB U 00mel XapaKTepUCTHUKE JIEKAPCTBEHHBIX IIPENapaToB s
MEIUIMHCKOTO IIPAMEHEHHS

Pemenne Coera EBpasuiickoii s5koHOMUYECKOM kKoMuccuu oT 3 Hosiops 2016 roma Ne 88.

CHocka. HanmeHOoBaHuE ¢ U3MEHEHHEM, BHECEHHBIM penieHnemM Coseta EBpasuiickoil
sKoHOMHUecKo koMmuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 1O UCTEUEHUU O MECSIIIEB C
JaThl €r0 O(UIIUATIBHOTO OITyOTMKOBAHUS ).

B cootBerctBuU co ctaThsimu 4 u § CoriaiieHusi 0 €JMHBIX MPUHIIMIAX U MpaBUIaX
oOpaleHus JIEKapCTBEHHBIX CPEACTB B paMkax EBpazuiickoro "KOHOMHUYECKOTO COr03a OT 23
nexabps 2014 roga, mynkrom 98 mpunoxenuss Ne 1 xk Permamenty padotel EBpasuiickoii
DKOHOMHYECKOM KOMHMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMMYECKOTO coBeTa oT 23 nekadpst 2014 r. Ne 98, u Pemenuem Briciiero EBpasuiickoro
sKOHOMHUYECKOro coBeta OT 23 nekabps 2014 r. Ne 108 "O peanuzanuu CornaimieHust o
€IMHBIX TPUHIMIIAX M TMpaBujax oOpalleHHus JEeKapCTBEHHBIX CPEJICTB B paMKax
EBpasuiickoro sxoHomuueckoro corsa" Coser EBpasnmiickoli 9KOHOMHUYECKONM KOMHCCHH
eI

CHocka. [lynkr 1 ¢ u3smeHenueM, BHeceHHbIM pelienueM Coseta EBpazuiickoi
sKoHOMHYeckoi komuccuu ot 19.05.2022 Ne 80 (BcTymaer B CHILy 110 UCTEUEHUU 6 MECAIIEB C
JaThl €r0 OUIIUAIBHOTO OIMyOIMKOBAHUS).

1. YTBepauTs npunaraembie TpeOOBaHMS K UHCTPYKIIUU IO MEIUIIMHCKOMY PUMEHECHUIO
JIEKApCTBEHHOTO TpemnapaTa M o0IIeill XapaKTepUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEJIUIIMHCKOTO MPUMEHEHUS.

2. Hacrosimiee Pemienue Betynaer B cuily 1o uctedeHuu 10 kalleHAapHBIX THEH C AaThl
BCTymieHus: B cuity [lpoTokona, moanucanHoro 2 nekadops 2015 rona, o mpucoeIUHEHUN
PecnnyOnuku Apmenust k CornameHui0 O €IWHBIX MPUHITUIIAX U TpaBUiax oOpamieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3uiickoro SKOHOMHYECKOTO cOro3a OT 23 nexadps
2014 rona, HO He paHee YeM 1o ucredeHnu 10 KaJdeHTApHBIX THEHW ¢ JaThl O(QUIIHAITBHOTO
OImyOJIMKOBaHUs HAcTOsIIero Pemenus.

Unensl CoBera EBpasmiickoit SKOHOMHIECKOH KOMHCCHH:

Ot PecniyGnuku Ot PecniyOnuku Ot PecryOnuku Ot KsIpreizckoit Ot Poccuiickoit

ApmeHus Bbenapych Kazaxcran PecryGnuku Depnepanun

B. I'aGpuensa B. Marromesckuit A. Mamun O. ITankparos H. IllyBanos
YTBEPX/IEHbBI

Pemennem Cosera
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUU

ot 3 HostOpst 2016 . Ne 88



TPEBOBAHWMA
K MHCTPYKIIHH IT0 MEAUIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOT'O Ipenapara u oomei
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO Ipenapara AI1 MEAUIMHCKOTO IPUMEHEHHS

Cnocka. TpeOoBanusi B peaakiuu pemienuss Coera EBpasuiickoil 5KOHOMUYECKOM
komuccuu ot 21.02.2025 Ne 18 (Bctymaer B cuiny no uctedueHuu 30 KajgeHJIapHBIX JHEH ¢
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

I. O0mue mosoKeHus

1. OOuras xapakTepucTrKa JIEKapCTBEHHOIO Mpenapara sl MEAUIIMHCKOTO TPUMEHEHUS (
nanee — OXJIII) conepxut opunuanbHy0 HHGOPMALIMIO O JIEKAPCTBEHHOM Ipenapare AJis
MEIULUMUHCKOTO MPUMEHEHUS, MPEAHA3HAUYCHHYIO Il MEAUIMHCKUX PAOOTHHKOB B LEJAX
IIPaBUJIBHOTO HA3HAYEHMS JIEKAPCTBEHHOT'O Mpernapara U KOHTPOJSA 33 €r0 NPUMEHEHUEM.
Nudpopmanuss o nexapctBeHHOM npenapare B OXJIIl mnoanexuT coriacoBaHUIO
YIOJIHOMOYEHHBIMU OpPTaHaMM T'OCYIapCTB — YWiIEHOB EBpa3niicKoro 3KOHOMHUYECKOr0 CO3a
(manmee cOOTBETCTBEHHO — rocyAapcTBa-uieHbl, Coto3) B chepe oOpalieHus JeKapCTBEHHBIX
CpeAcTB (Hajnee — YNOJHOMOYEHHBIE OpraHbl rOCyAapCTB-WIEHOB) B XOJI€ perucrpauuu (
HOATBEPKICHUS  perucTpauuu (IepeperucTpalyu), BHECEHUS HU3MEHEHUH B
pPEruCTpallMOHHOE JI0Cb€) M MOCHEAYIOmEM OOpalleHuu 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOI'O IIpenapara Ha TamoxeHHoM Teppuropun Coroza. Coxepxxanue OXJIIT
JOIYCKAETCSl U3MEHSATD:

C 0JJ00pEeHHs YIIOTHOMOYEHHBIX OPraHOB IOCY1apCTB-UJIECHOB;

3asBUTEJIEM MPU BHECEHUU UM M3MEHEHUU B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO
npenapara B COOTBETCTBHUM ¢ IIpaBuiamMu peructpanuu M 3KCHEPTU3bl JIEKAPCTBEHHBIX
CPEICTB Ul MEJULIMHCKOIO IPUMEHEHHs, yTBepkaeHHbIMU Pemennem Cosera EBpasuiickon
sKOHOMHUYECKOW komuccuu OT 3 HoAOps 2016 r. Ne 78 (nmanee — [IpaBuna peructparuu u
AKCTIEPTH3BI).

2. OXJIII aBysieTcst OCHOBHBIM MCTOYHUKOM MH(OpPMALUU ISl METULIMHCKUX paOOTHUKOB
o 0ezonacHOM U 3()(PEeKTUBHOM HCIIOJIB30BAHUHU JIEKAPCTBEHHOIO npenapara. MHcTpykius no
MEIUIIMHCKOMY MPUMEHEHHIO JICKAPCTBEHHOTO Mpemnapara (JIMCTOK-BKIaAbIl) (nanee — JIB)
cocrasisiercst B cootBercTBuM ¢ OXJIIL.

3. OXJIIT He mpeaHa3HaueHa JJIs YCTAHOBJICHHS OOIIMX PEKOMEHAAIUNA MO JICUCHUIO
OTJICJbHBIX 3a00J€BaHUN, OAHAKO B HEHM JOKHBI OBITh yKa3aHbl KOHKPETHBIE aCIEKTHI
JIeYeHUs W IOCJIEACTBUs NPUMEHEHHUs JekapcTBeHHoro npenapara. OXJII ne momxnHa
coziepKaTh OOIIMX PEKOMEHJAMH 10 MPOLIeypaM BEEHUS T€X WU WHBIX MAlMEHTOB, HO B
HEHl OJKHBI MPUCYTCTBOBATH CHEIM(UYHBIE aCMIEKThI ISl HA3HAYEHUSI COOTBETCTBYIOLETO
JIEKapCTBEHHOTO Iperapara.

4. Hacrosimuue TpeOoBaHUSA COAEPKAT yKa3aHUS OTHOCUTEIBHO MPEJICTABICHUS
unpopmanuu B OXJII. Mupopmanus, npencrabienHas B kaxaom pazgene OXJII, gomxna



COOTBETCTBOBATh 3ar0JIOBKY pas3fiesa, K KOTOPOMY OHa OTHOCHUTCS. BOIPOCHI OTHOCUTENBHO
MPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara JI0MyCcKaeTcs yKa3aTh 0ojiee 4YeM B OJHOM pasielie
OXJIII, B Takmx ciaydasx HEOOXOOMMO JeiaTh CChUIKY Ha apyrue pasumenst OXIJII, B
KOTOPBIX MPEACTABICHA COOTBETCTBYIONIAS AOMOIHUTENbHAs HHPOpMaIIS.
5. Hacrosiiue TpeboBanus BKIIOYAIOT B CEOSI:
yKa3aHUs B OTHOILICHUU MNpPeAyNpeauTeNbHOW HHOOpMAIUU O COJACPKaHUU
BCIIOMOTATEIbHBIX BELIECTB, IPUBEACHHBIE B IEPEYHE COTTIACHO MPUIIOKEHHIO Ne 1;

obmue u cnenuanbabie TpeboBanus k OXJIII oTnenbHBIX TPYMNN JIEKAPCTBEHHBIX
npenapatoB (HampuMep, MAITHWIMPOBAHHBIX O€JIKOB, BAaKLWH, JHUHEEK JT03UPOBOK
JEKapCTBEHHBIX IMpEnapaToB, TOMEONAaTUYECKUX JIEKAPCTBEHHBIX MIpEnapaToB WU
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX M3 KPOBU WJHM IJa3Mbl KPOBH) COIJIACHO
npusioxenusMm Ne 2, 3,8, 13 u 19;

cnenuaibHble TpeOOBaHUs M0 U3JI0KEHHUI0 HH(popMaluu B oTaenbHbIX pasaenax OXJIIT (
(hopMyJIHPOBKY HAMMEHOBAHMM TPYIII HEKENATENbHBIX PEaKINil, yKa3aHUM 10 MPUMEHEHUIO
npenapaTtoB Npu OEPEMEHHOCTH U JIAKTaIMK, (GOPMYJIUPOBKH yCIOBUM XpaHEHUS, yKa3aHUS
CPOKOB TOJHOCTU (CPOKOB XPaHEHHMs) CTEPHJIbHBIX JEKAPCTBEHHBIX MPENapaToB MOCIE
MaHUMYJSALUNA C HUMHU, yKa3aHUs JO3UPOBOK JIEKAPCTBEHHBIX IIpEnapaToB) COTJIACHO
npuinoxeHusM Ne 4 — 7 u 9;

npumepsl madaonoB OXJIII u JIB 1 nopsaoK UX 3al0JHEHUS COTJIACHO MPUIIOXKEHUsIM No
10-12, 15— 16;

yKa3aHus 10 00ECTICUCHHIO YI0009NTaeMOCTH HH(POPMAIIUU O JICKAPCTBEHHOM Ipernapare
U €€ OLIEHKE NpU MNPOBEICHUU I0Jb30BATEIBCKOTO TECTHUPOBAHUS, INPUBEICHHBIE B
npuinoxeHusax Ne 14, 17 u 18.

6. Kak npasuio, tpedyercs ornensuas OXJII mist kaxxmoit tekapcTBeHHON (opMBI, a B
HEKOTOPBIX CIIy4asix U sl Kaxaou 103upoBku. [Toaroroska enunon OXJIII s HECKONMBKUX
JEeKapCTBEHHBIX (HOpM U (WJIM) JO3UPOBOK OCYIIECTBISIETCS B T€X Ciydasx, KOT/a cXema
IIpUEMa JIEKapCTBEHHOIO MPEIapara npeyCMaTpuBacT U3MEHEHUE PEXKUMA JO3UPOBAHUS HIIH
crioco0a MPUMEHEHHUs UCTIOTIB3YEMOM JIeKapCTBEHHOM (POPMBI B TIPOIECCE JICUECHUS.

7. OXJIII pazmeniaercsi B €IMHOM PEECTPE 3aPETHUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeacTB, a Takxke jgomyckaercs pasmemenue OXIJIII Ha odunuanbHOM caiiTe
YIOJTHOMOYEHHOTO OpraHa (9KCIEpPTHOW OpraHu3aluu) TocyJapcTBa-yjeHa B
MH(}OPMAIMOHHO-TEIEKOMMYHHUKAMOHHOM cetu "MuTepuer" (nanee — cetb UHTEpHET).

II. IlpencraBneHre WHGOPMANMH O JIEKAPCTBEHHOM IIpenapare, a TakKe BOIPOCHL, Kacalomuecs
COCTaBJICHHA (M3MEHEHHA), SKCISPTH3HI M 0N00peHUA HH(POPMAIMH O JIeKapCTBEHHOM IIpernapare

8. Uadopmarnus, conepsxamasicsa B OXJII u JIB, qomkHa ObITh IpeCTaBICHA B YSTKOM H
nakonnuHou ¢popme. OXJIIT u JIB BritouaroTcs B Moy 1 perucrpaiiioHHoro gocke. [pu
HEBBINOJHEHUU TpeOoBaHUM, NpeabsaBisieMblx K cocTtaBieHuto OXJII u (mim) JIB u
yKa3aHHBIX B NMyHKTax 13, 15 u 16 qis OpUrHHAIBHOTO JIEKAPCTBEHHOTO Ipenapara, B



nan

nyHktax 13 wu 15, moamynkre "a" myHkTta 17 HacTosmmx TpeOOBaHUN — s
BOCTIPOU3BEACHHOT0, THOPUAHOTO, OMOAHAIOTHYHOrO (OMOMOAOOHOr0) JEKapCTBEHHBIX
MpernapaTroB, PErUCTPALMOHHOE JIOChE€ TAKOTO JIEKAPCTBEHHOrO Mpernapara Wiv MOIMPaBKU K
JOKYMEHTaM PETUCTPALIMOHHOTO JOChE MPU3HAIOTCS HEKOMIUICKTHBIMU, M 3aABUTEIIO
MPEACTABISACTCA NPEAyCMOTpeHHbIN [IpaBunamMu perucrtpanuy W SKCIEPTU3BI, CPOK HA
NPEACTABICHUE HEAOCTAIOIINX MaTEPUAIOB PETHUCTPALMOHHOIO JOChE B COOTBETCTBHM C
3aMEYaHUSAMHU YIOJHOMOYEHHOIO OpraHa (SKCHEpPTHOM OpraHu3anuu) pedepeHTHOro
rocyJ1apcTBa.

9. Kaxapriit pazaen OXJII u JIB nomkeH HauMHATHCS ¢ UHGOPMAIIUK, OTHOCSILECHUCS K
OCHOBHOM LEJICBOM TIpyIINE MalHUEHTOB, JJIs KOTOPBIX MPEAHA3HAYACTCS JIEKAPCTBEHHBIN
npernapar, u npu HeOoOXOJAUMOCTU JOJDKEH JOMOJIHATHCS KOHKPETHOM HHpOpMaluei Mo
OT/ICJIbHBIM IPyNIaM MaIMeHTOB (HampuMmep, IETU WK JIUIAa TOKUIIOro Bo3pacTa). B ciyuae
€CIIM JIEKapCTBEHHBIM IMpenapaT NPEJHa3HAuYeH I €IWHCTBEHHOW LENEBOW TPyHIbl
B3pOCJIbIE ALUEHTHI", YKa3bIBaTh ATO B KAXKJOM pa3zjiesie He 00s13aTeIbHO.

10. B OXJIIT noymkHa MCTONBb30BATHCA MEAUIIMHCKAsT TEPMUHOJIOTHSI.

11. OXJII conepxuT nHGOPMALIMIO O KOHKPETHOM JIEKAPCTBEHHOM Mpenapare, H03TOMy
OHa HE JOJKHA BKJIIOYaTh B ceOsl CCBUIKM Ha JAPYrue JICKapCTBEHHbBIEC Mpernaparsbl, 3a
HCKJIIOYEHUEM CIIy4aeB, KOTJa OTO SBIAETCA NPENOCTEPEKEHUEM, PEKOMEHIYEMBIM
YIIOJTHOMOYEHHBIM OpPraHoOM (PKCHEPTHOM OpraHu3aluell) rocyaapcTBa-ujeHa, a TaKXKe B
cily4ae, €CJIM JIEKapCTBEHHBIN MpernapaT He0OX0AUMO MPUHUMATD MO CXEMEe UCKITIOYUTENIbHO
B COBOKYITHOCTH C APYTHMU JIEKAPCTBEHHBIMH MpenapaTaMu.

12. IlonoxxeHuss HACTOSIIMX TpeOOBaHUN MPUMEHSIOTCS KO BCEM JIEKaPCTBEHHBIM
npenaparaM. [IlpruMeHeHHe yKa3aHHBIX MOJOXEHHUH IS KOHKPETHOrO JIEKAPCTBEHHOTO
Mpernapara TakKe 3aBUCUT OT HAYYHBIX MEAUIMHCKUX JaHHBIX O MpenapaTe U YCIOBHI ero
peructpauun. OTKIOHEHUE OT HACTOSIIUX TpeOOBaHUN HEOOXOAUMO OOOCHOBATh B pE3lOME
MOJYJISl 2 PETUCTPAIMOHHOTO JJOChE.

13. Ina mpoenenus skcneptusbl npoektsl OXJIIT u JIB, moarotoBieHHbBIE B
COOTBETCTBHUH C HACTOSIIIUMU TPEOOBAHUSIMU, B TOM UHCII€ B COOTBETCTBUU C IPUIIOKEHUEM
Ne 12 k macrosmum TpeboBaHusAM mpeiacTaBiaoTca B Gopmare PDF ¢ pacno3nanHbiM
TekcToM (B ToM yucie B ¢popmate PDF ¢ BO3MOXHOCTBIO penakTupoBanus. JlonOJIHUTEIBHO
noryckaercs npeactasieHue B popmare Word).

14. B xone nposenenus sxcneptussl OXJIII u JIB ans mosHOro M mpaBUIBHOTO
OTPAXKEHUSI 3aMEYaHUN HKCHEPThl YIOJIHOMOUYECHHBIX OPTraHOB (PKCHEPTHBIX OpPraHU3aIUi)
rOCyJIapCTB-UJICHOB BIPAaBE€ BHOCUTh HCHPABICHUS B PEXUME PEIECH3UPOBAHUS B
npeacTaBiieHHble 3asiBuTeneM npoekTsl OXJIIT u JIB.

15. IToansie npoektsl OXJIIT u JIB ¢ M3MEHEHUSIMU, BHECEHHBIMH B PEKUME
pELeH3UPOBaHMUsl, MPEIHA3HAYCHBI I 00ECIIEUEHHUSI MPOCIEHKUBAEMOCTH BCEX BHOCHUMBIX B
HUX U3MEHEHUN. Y TBEPKICHUIO MOJIEKAT UCKITFOUUTEIBHO COTIaCOBAHHBIE IO PE3yIbTaTaM

BHeceHHs n3MeHeHui nonnble mpoekTel OXJIIT u JIB. 3asBurento Heo6X0AMMO 0OOCHOBATH C



HCIIOJIb30BAHUEM HAYUYHBIX MEAMIIMHCKUX JTAaHHBIX Bce BHOcUMbIE n3MeHeHus B OXJIII u (
unn) JIB, 3a UCKITIOUEHHEM MIPABOK PEJAKIIMOHHOTO XapaKTepa.

16. I1pu BHecenun uzmenenuit B rekct OXJIII u (unu) JIB nepxaTtens perucTpalmoOHHOTO
yIOCTOBEPEHUSI OPUTHMHAIILHOTO JIEKAPCTBEHHOTO IMpenapara J0JKEH BKIOYUTh B MOAYJb 1
PErHCTPALlMOHHOTO JI0CKE:

a) OXJIIT u JIB, yTBepkIE€HHbBIE B CTPAHE-TIPOU3BOIUTEIIE;

0) OXJIIT u JIB, yTBep>KI€HHbIE B CTpaHe-/epKaTelie PpEruCTPAlMOHHOTO Y IOCTOBEPEHHUS
JIEKapCTBEHHOIO Tpernapara, Mpyu HEBO3MOKHOCTHU BBINIOJIHEHUS MOJIOKEHHI MOAImyHKTa "a"
HACTOSAIIETO MYHKTA;

B) OXJIIT u JIB, yTBepk/ieHHBIE B IPYyTroi CTpaHe peruoHa MexxayHapoJHOTO COBETa MO
rapMOHM3aIllUM TEXHUYECKUX TpeOoBaHUN K (apMalleBTHUECKUM IMpernaparam s
MenunHckoro npuMmeHenust (ICH), rne 3apeructpupoBaH JeKapCTBEHHbIA mpenapar (mpu
HAJIUYMH) TIPU HEBO3MOXKHOCTH BBITIOJIHEHUS TTOJIOKEHHUM MOAIMYHKTOB "a" 1 "0" HacTosIIero
MyHKTA.

17. Ilpu BHecennu usmenenuit B rekct OXJIII u JIB niis Bocipon3Be1eHHBIX, THOPUIHBIX
U OuOaHATOTMYHBIX (OMOMOJOOHBIX) JEKAPCTBEHHBIX MPENapaToB YCTAHABIUBAIOTCSA
ClIeyIoIlKe CIelaabHble TPeOOBaHUS:

a) nepKaTellb perucCTPAllMOHHOTO YA0CTOBEPEHUSI BOCIIPOU3BEEHHOT 0, THOPUAHOTO WIIN
O6roaHanoruyHoro (0MOMoI00HOT0) JIEKAPCTBEHHOTO MIpernapara JOJIKEH MPEICTABUTh:

OXJIIT u JIB opurunanbHOro (pegepeHTHOT0) JEKapCTBEHHOTO Mpernapara (Mpyu HaTu4uu
), ACUCTBYIOIIUE B CTpaHE-MPOU3BOAUTENE, U (MIM) CTpaHe-Aep KaTele PErucTparuOHHOIO
yAOCTOBEpEHUS, U (WMJIM) CTpaHe peruoHa MeXayHapoJHOTO COBETa MO TapMOHHU3AIUU
TEeXHUYECKUX TpeOoBaHUU K (apMaleBTUUECKUM IMpemnaparaM [JJsg MEIUIIUMHCKOTO
npumeHenus (ICH) Ha rocynapcTBEeHHOM SI3bIKE TOCYJapPCTBA, B KOTOPOM OHU YTBEPKIIEHHI (C
MEPEBOJIOM Ha PYCCKHI SI3bIK);

Aekaapanuio o ToM, 4yTo B mpoekrax OXJIII u JIB Bocnipon3BeneHHOT0, THOPUTHOTO WITH
OroaHamoruyHoro (OMOMoAOOHOTO) JEKAPCTBEHHOTO IMpenapaTa OTCYTCTBYIOT OTIMYMS OT
neiictBytonux OXJII u JIB opurnnansHOTO (pedepeHTHOTO) JICKapCTBEHHOTO TIpermapara, 3a
UCKIIFOUCHUEM OTJIMYUHU, BBIJEICHHBIX U OOOCHOBAHHBIX B COOTBETCTBUU C TPeOOBAHHUSIMU
ab3a1a 4eTBEPTOro HACTOSIET0 MOIMYHKTA;

MOCTPOYHOE (PACIOJIOKEHHOE MapaliIeIbHO Ha OJTHOM JICTE) CpaBHEHHUE JCHCTBYIONIUX
OXJIII u JIB opuruHaibHOro (pedepeHTHOro) JeKapCTBEHHOI'O Mpernapara U MPOEKTOB
OXJIIT u JIB BOCTpOU3BENEHHOTO, THOPUAHOTO WM OMOAHATIOTHYHOTO (OUOMOAO0OHOTO)
JIEKapCTBEHHOTO Mpernapara ¢ BbIJIEICHUEM U 000CHOBaHUEM Bcex oTiau4ui. K TunuuHbiM
pPa3IMYUSIM OTHOCATCS pa3iinyvs B MPOU3BOJUTENSIX, CPOKE T'OJHOCTU (CPOKE XpaHEHUS),
COCTaBE€ BCIIOMOTATENIbHBIX BEIECTB, HE3HAUMMbIE pa3IMuusl B OUOJOCTYHMHOCTH WIH
(hapMaKOKWHETHKE, a TaK)KE Pa3jIU4Ms B CBSI3U C OTPAHUYCHHSIMH, MPETyCMOTPECHHBIMHU
3aKOHO/IATEIbCTBOM T'OCYJAPCTB-WICHOB B C(pepe 3allUThl aBTOPCKUX M CMEXKHBIX TPaB.
Jlonmyckaercsi HallMyue APYTUX pa3lIMuuid, €CJIM OHM HaydyHO 0OOCHOBaHbI. Paznuuus B



HaJUYUU JIMHUMU pa3joma (PUCKH), TO3BOJSIONICH pa3eiauTh NEIUMYIO0 JEKapCTBEHHYIO
¢bopMy Ha paBHbBIE J10JM, HE Bcerjaa OyIyT HE3HAYMMBIMHU, MOCKOJbKY OHU MOTYT
3HAYUTEIHHO TMOBIUATh HA BO3MOXKHOCTh JTOCTIKCHUSI PeKHUMA TO3UPOBAHUS, TIPUBEICHHOTO
B OXJIII opurunansHoro (pedepeHTHOr0) JEKapCTBEHHOIO Mpenapara;

0) eciu Mmocye PEerucTpauyi BOCIIPOU3BEICHHOTO, THOPUIHOTO WM OMOaHATIOTUYHOTO (
ouonono6HOT0) NekapcTBeHHoro mnpemapata B OXJII u (wmm) JIB cooTrBeTcTBYIOIIETO
OpPUTMHAIBHOTO (pe(EepeHTHOr0) JEKapCTBEHHOrO IpenapaTa BHOCATCS HW3MEHEHHS,
JepKaTeNlb PETUCTPAIIMOHHOTO YJIOCTOBEPEHMsS] BOCIPOU3BEACHHOTO, THOPHIHOTO WIIH
OMoaHaIOrHYHOro (OMOMOIOOHOTO) JIEKApCTBEHHOIO Mpenapara AoJKeH B TeueHue 120
pabouux HEW ¢ JaThl MyOJUKAIIMU B €IMHOM PEECTPE 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeacts OXJIIT u JIB opurunansHoro (pedepeHTHOro) JIEKapCTBEHHOTO MpernapaTa BHECTH
cooTBeTcTBytOomMe u3MeHeHuss B OXJIIl u (unm) JIB Takoro BOCHPOU3BEIECHHOTO,
TUOPHUIHOTO WJIM OMOAHAIOTHYHOTO (OMOTO000HOT0) JIEKApCTBEHHOIO Mperapara ¢ y4eToM
OTJIMYMH, YKa3aHHBIX B a03ale yeTBepToM noanyHkra "a". Ilpu HeBbIIOMHEHNN TpeOOBaHUI
HACTOSIIEr0 MOJNYyHKTa B OTHOIIEHWU TaKOr0 BOCHPOU3BEICHHOTO, THOPUIHOTO WIH
OroaHanoruyHoro (61omnoA0OHOT0) JIEKaPCTBEHHOTO Mpenapara B COOTBETCTBUU C Pa3eioM
X IlpaBun peructpamuu M 3KCIEPTU3bl YINOJIHOMOYEHHBIM OpraH rocyaapcTBa-dyjeHa
MPUOCTAHABIMBAET JCHCTBUE, OT3BIBAET (OTMEHSET) PETUCTPALIMOHHOE YIOCTOBEPEHUE WU
OTpaHUYMBACT MPUMEHEHHE WM HATIPABIISIET IEPIKATEII0 PETUCTPAIIMOHHOTO YI0CTOBEPECHHUS
BOCITPOU3BEIEHHOT0, THOPUIHOTO WJIM OMOaHATIOTMYHOTO (OUOIO00HOT0) JIeKapCTBEHHOTO
npenapara TpeOOBaHME O BHECEHWHM HW3MEHEHHMH B COOTBETCTBYIOUIME JIOKYMEHTBI
PETUCTPALIMOHHOTO I0ChE C YKa3aHUEM CPOKa BBITIOJIHEHUS TAKOT0 TPEOOBAHMUS;

B) €CJIU B XOJI€ 3KCIEPTHU3bl PETUCTPALMOHHOIO 1I0ChE BOCIIPOU3BEIEHHOIO, THOPUIHOTO
unu Ouoa”adoruyHoro (OMOMOmOOHOr0) JEKapCTBEHHOro Tpemnapara (B pamkax
MOATBEPKJECHUS PErHCTpaluU (MepeperucTpannm), TpUBEACHUS PETUCTPAIMOHHOTO JTI0ChE
JIEKapCTBEHHOr'0 IpernapaTa, 3aperuCTpUPOBAHHOTO IO HAIMOHAJIBHOW MpoLenype B
rocyJapcTBax-4JeHax, B cOOTBeTCTBUE ¢ [IpaBuiiaMu perucTpannu U 3KCIepTU3bl, BHECEHUS
M3MEHEHUH B PETHCTPALIMOHHOE JIOChE) BBISIBIEHO, YTO JIeHCTBYIOMAsA B paMkax Coro3a Wi B
oJHOM m3 rocyaapctB-uieHoB penakius OXJII u (wnm) JIB opuruHansHOro (pedhepeHTHOr0)
JIEKApCTBEHHOT'O MpENapaTa He COOTBETCTBYET aKTyalbHbIM JaHHBIM IO 3(P(HEKTUBHOCTU U
0e30MacHOCTH JICKAPCTBEHHOTO Mpemapara (BKJIOYas 3akKIIOYEHUS OHKCIEPTU3 U
PEKOMEH/IallMM YIOJIHOMOYEHHBIX OpraHoB B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEACTB
TpeThux cTpaH) uin He coorBercTByeT OXIJIIl u (wnum) JIB, omoOpeHHbIM B
CTpaHe-MPOU3BOAUTENE WIM CTpaHe-Aep)KaTele PEerucTpaliOHHOTO YIAOCTOBEPEHUS
JIEKapCTBEHHOT'O IIpenapara, BBIIOJHSIIOTCS CIETYONINE TeUCTBUS:

YIOJHOMOYEHHBIN opraH (3KCIepTHas OopraHu3aius) rocyaapcTBa-ujieHa GopMUPYET
3aMpocC AEePKATENIIO PETUCTPALMOHHOTO YIOCTOBEPEHHS COOTBETCTBYIOIETO OPUTMHAIBHOTO (
pedepeHTHOr0) JIeKapCTBEHHOTo MpernapaTta o HeoOxoaumocTu uctpasieHuss OXJII u (nm)
JIB Takoro mnpemnapaTa M HampaBiseT €ro YyHNOJHOMOYEHHOMY OpraHy (3KCHEpTHOU



opraHuzanuu) peepeHTHOTO rocyJapCcTBa, 3apEruCTPUPOBABIIEMY JaHHBIN JIEKAPCTBECHHBIN
npenapar;

IPOBEJICHUE DKCIEPTU3BI PETUCTPAIIMOHHOTO J0ChE€ BOCIPOU3BEACHHOIO, THOPUIHOTO
WK OMoaHaIOrMYHOT0 (OMOMOA00HOTO0) JIEKAPCTBEHHOTO MpernapaTa NpuoCcTaHaBINBACTCS;

YIOJITHOMOYEHHBIN OpraH (IKCIepTHas opraHu3anus) peepeHTHOro rocynapcTBa B
TeueHHe 5 paboumx JHEW C JaThl MOJIy4EHHUs 3arpoca OT YMOJIHOMOYEHHOTo opraHa (
AKCIIEPTHON OpraHU3allMK) HAMPABIAET YKAa3aHHBIN 3alpoC JIepKATEN0 PEruCTPalMOHHOTO
YAOCTOBEPEHUSI COOTBETCTBYIOIIETO OPUTHHAIBLHOTO (pedepeHTHOro) JIEKApCTBEHHOTO
npenapara;

JepKaTelb PETUCTPAMOHHOTO YIOCTOBEPEHUSI COOTBETCTBYIOLIETO OPUTHHAIBHOTO (
pedepeHTHOro0) JIeKapCTBEHHOTO Mpenapara B TeueHue 40 pabounx JHEW ¢ AaThl MOTYUYEHUs
3ampoca MoJiaeT B yIOJHOMOYEHHBINA OpraH (3KCIEPTHYIO OpraHU3aIuio) rocyapcTBa-4jieHa,
HaAIpaBUBILINNA YKa3aHHBIN 3ampoc, 3asBJIEHUE O BHECEHUH U3MEHEHHI B PETrHCTpPalMOHHOE
JIOCbE€ TaKOr0 OPUTHHAIBHOTO (peepeHTHOro) JIEKaApCTBEHHOIO IMpemnapara ¢ y4eToM
TpeboBaHUN W (WIM) PEKOMEHJIAIMH, COJAEpKAIMUXCS B TMOJYUYCHHOM 3arpoce, Jubo
MpEJCTaBIsIeT MUCbMEHHOE OOOCHOBAHUE OTCYTCTBUS HEOOXOJIWMOCTH BHECEHHS TaKUX
W3MEHEHUN.

Ha ocHOBaHMM NHCHMEHHOTO OOOCHOBaHUS, MPEACTABICHHOTO JIep)KaTeiaeM
PETUCTPAlUOHHOTO YJOCTOBEPEHHMS, YIOIHOMOYEHHBIH OpraH TroCyaapcTBa-4JeHa,
HampaBuBIIUKM 3ampoc B TeyeHue 20 paboumx AHEH C JaThl MOJYy4YEHUS YKa3aHHOTO
000CHOBaHUS OT3BIBACT WJIM MOATBEpXkKAaeT TpeboBanue o BHeceHnr n3meHeHuit B OXJIIT u (
win) JIB. Eciiu ynoJHOMOYEHHBIM OpPraHOM TOCyJapCTBa-4ieHa, HalpaBUBIIUM 3aIMpoC
MOJATBEPKIAOTCS TpeOOBaHUSA, YKa3aHHblE B MEPBHUYHOM 3ampoce, JIu00 OHU
KOPPEKTUPYIOTCSI € YYETOM HPEICTABICHHBIX JEpKATeleM PErucTpaluoOHHOTO
YIOCTOBEPEHUS pA3bSICHEHUH, BHECEHHWE W3MEHEHHUM B PEruCTPAlMOHHOE J10ChE
3apETUCTPUPOBAHHOTO OPUTHHAIBHOTO (pedepeHTHOr0) JEKapCTBEHHOrO IIpernapara
OCYILIECTBIISIETCSI B COOTBETCTBUU ¢ [IpaBuiiaMu peructpaiuu U SKCIepPTU3HI,

nocie corinacoBanusi OXJIII u (unm) JIB opurunanbHOoro (pedpepeHTHOTrO)
JIEKapCTBEHHOTO TIpenapaTa B COOTBETCTBUU C YKa3aHHOW MpOLEAYpOH HSKCIepTH3a
PETUCTPAIMOHHOTO JIOCb€ BOCHPOU3BEJACHHOTO, TUOPUIHOTO WM OMOAHATIOTUYHOrO (
01010 00HOT0) JIEKAPCTBEHHOTO TIpenapara Bo300HOoBIsieTcs. [Ipu aTOM 3ampoc, yKka3aHHbIN
B a03alle BTOPOM HACTOSIIEr0 MOJANMYHKTa, HE paccMaTpUBaeTCsl B KadyecTBE 3ampoca
JIEPIKATENI0 PEeTUCTPAIMOHHOTO YJAOCTOBEPEHHSI BOCIPOU3BEIICHHOTO, THOPHIHOTO WIIU
OroaHanoruyHoro (OMoOno106HOro) JEKapCTBEHHOTO Ipenapara.

B cBsi3u ¢ BO3BMOXKHOCTBIO MHUILIMAIIMY YIIOJJHOMOYEHHBIM OPTraHOM T'OCYJapCTBa-uJIeHa
yKa3aHHOM NpPOLIENYphl, 3asBUTENI0 HE CIEAyeT IpyNIupoBaTh BHECEHUE H3MEHEHUN B
neiictBytorryro OXJII u (unu) JIB Bocipon3BeAeHHOTO, THOPUTHOTO WM OMOaHATOTUYHOTO
(6uonmomo6HOr0) JTIEKAPCTBEHHOTO Mpenapara ¢ JpyruMu BUJaMu U3MEHEHH;



T') €CIIU JIep>KaTellb PeruCTPAIMOHHOTO YI0CTOBEPEHUS OPUTHHAIBHOTO (pedepeHTHOTO)
JeKapCcTBEHHOro mnpemnapara B TeyeHue 40 pa®ouyux JHEW C JIaThl MOJy4YEHHUs 3ampoca,
coriacHo ab3amy MSITOMY TOANYHKTa "B" HAcCTOSIIEro IyHKTa, HE TOJaeT B
YIOJIHOMOYEHHBIN OpraH (3KCHEpPTHYI0 OpraHM3allvi0) TOCy/lapCTBa-ujieHa 3asBJIEHUE O
BHECEHUM WM3MEHEHUU B PErUCTPALMOHHOE J0ChE TAKOI'0 OPUTHMHAIBHOTO (pehepeHTHOrOo)
JIEKapCTBEHHOT0 MpernapaTa WM He MPEeJICTaBIIIeT MMCbMEHHOE 0OOCHOBAHHE OTCYTCTBUS
HEO0OXOMMOCTH BHECEHUSI TAKUX U3MEHEHHM, MPUMEHSIIOTCS COOTBETCTBYIOLIUE MOJIOKEHUS
[IpaBun peructpaniii U HSKCHEPTU3BI O MPUOCTAHOBKE JIEUCTBUS, OT3hIBE (OTMEHE)
PEruCTPAllMOHHOTO YJIOCTOBEPEHUSl JIEKAPCTBEHHOrO IIpenapaTra, WJiId OTrpaHHUYEeHUU
MPUMEHEHUS, WJIM BHECEHUHU U3MEHEHHH B YCIOBUSA JACWUCTBHUS PETUCTPALMOHHOTO
yaocTtoBepeHus. B aTom ciydae skcnepTr3a perucTpalMoOHHOTO JI0Ch€ BOCIIPOU3BEIECHHOIO,
ruOpUAHOTO WM OWoaHanorudyHoro (O6mMomoma00HOT0) JIEKAPCTBEHHOTO TIperapara
ocymiecTBisieTcss 6e3 ydera HeaktyalbHbIXx OXJIII u (unu) JIB opurunampHOro (
pedepeHTHOr0) JIEKapCTBEHHOTO Mpenapara;

J1) €CJIM CUTyallusi, yKa3aHHas B MOJAMYHKTE "B" HACTOSIIETO MyHKTA, BO3HUKAET MPHU
PEruCTpalli BOCHPOU3BEAEHHOTO, THOPUIHOTO WIM OMOaHAIOrMYHOro (OMOmoaoOHOTrO)
JIEKapCTBEHHOIO TMpernapara, SKCIePTU3a PErUCTPALMOHHOIO TOChE TAKOTO JIEKAPCTBEHHOTO
npenapara He NPUOCTAHABIMBAECTCA, W MNPUMEHAIOTCS TpeOOBaHUS MOAMYHKTa "a'
HACTOSIIETO NYyHKTA. YIOJHOMOYEHHBIM oOpraH (dPKCIEepTHas OpraHU3alus)
rocy1apcTBa-4jieHa MHULUHUHUPYET IMPOLENYpPY BHECEHHS H3MEHEHHI B PErMCTPALlMOHHOE
J0OChE€ COOTBETCTBYIOILIETO OPUTHHAIBHOIO (PeEepeHTHOr0) JEKapCTBEHHOrO Mpernapara B
COOTBETCTBHH C MOJOKEHUSIMH MOJAMYHKTA "B" HACTOSIIETO MyHKTA.

18. ITpu BeIsiBneHnu HecooTBeTCTBUA AeicTBYomMX OXJIII u (nnm) JIB nekapcTBeHHOTO
npernapara, 3aperucCTpUPOBAHHOTO B OJJHOM M3 T'OCYJIapCTB-UJIEHOB, COBPEMEHHBIM JaHHBIM
no 3hdekTUBHOCTH U OE30MaCHOCTH ITOTO JEKApCTBEHHOTO Tipemnapara (BKJIrOYas
3aKJTIOYEHUS SKCIEPTU3 U PEKOMEHJIAlMK YIIOJTHOMOYEHHBIX OpraHoB B cepe oOpameHus
JIEKapCTBEHHBIX CPEJICTB TPEThUX CTpaH), B ToM uncie OXJIII u (unu) JIB, yTBep>KIeHHBIM B
CTpaHe-IPOU3BOAUTENE WIM CTpaHe-AepKaTele PErucTPALMOHHOTO YIAOCTOBEPEHHUS
JIEKapCTBEHHOTO Iperapara, YMOJIHOMOUYEHHBbIE OpraHbl (IKCIEPTHBIE OpPraHU3aLINH)
roCyJlapCTB-4JE€HOB WJIM JPyTrHe JHUIA BOpPaBE OOPATUTHCA B YNOJHOMOYEHHBIH OpraH
rocy/apcTBa-ujieHa, B KOTOPOM 3aperucTpUpOBAH TAaKOW JIEKApCTBEHHOW Mpemnapar, ¢
WHULIMATUBOM O HAIPABICHUHU JI€PKATEIIO0 PETHCTPALMOHHOTO YJIOCTOBEPEHHUSI TaKOTO
JEKapCTBEHHOr0 IIpemapaTta 3amnpoca O HEO0OXOIMMOCTH BHECEHUS H3MEHEHUW B
nevcrByronue OXJIII u (unun) JIB.

19. [lpu monmydeHun 3ampoca, YKa3aHHOTO B MyHKTe 18 Hactosmmux TpeOOBaHUM,
NpUMEHSIETCS MpoIleaypa, yKkazaHHas B ad3alle miaToM noAnyHkra "B" myHkTa 17 HacTOSIIUX
TpeOOBAHMIA.

20. [Ipu HeBBIOTHEHUHU TPEOOBAHMM, YKa3aHHBIX B MyHKTe 19 HacTosmux TpeOOBaHUI,

n.n

MPUMEHSIOTCS MOJI0KEHUA MOANYHKTA "I myHKTa 17 HacTosAumX TpeOOBaHMIA.



21. [Honoxenust myHKTOB 19 u 20 HacTosIIUX TpeOOBAHUN PACIPOCTPAHSIOTCS HA
JepKaTeNel PErucTPalUOHHBIX YJOCTOBEPEHUN BCEX JIEKAPCTBEHHBIX IpENaparos,
3apEruCTPUPOBAHHBIX B COOTBETCTBUU C [IpaBuiiaMmu perucTpanny U S3KCIepTU3HI.

22. OnobpeHHbIe YIOIHOMOYEHHBIMU opraHamu rocynaapct-wienos OXJII u JIB
pPa3sMEIATCAd B €IMHOM DPEECTPE 3apPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, TAKKE
JOTyCKAeTCd HX pa3MelleHHe Ha OQUIHAILHOM CailiTe YMOJIHOMOYEHHOTO opraHa (
AKCIIEPTHOM OpraHu3aluu) rocy1apcTBa-ujieHa B cetu IHTepHeT.

23. JIns nexapCTBEHHBIX INpenapaToB, TPeOYIOIIMX JONOJHUTEIbHOTO MOHUTOPUHIA
o0ezomnacHoctu, mnepen paszaenom 1 OXJIII pasmemiaercsa cneuuaibHbBI CUMBON (),
COTIPOBOXKJIAEMBIN clenytome (GopMyaupoBKoii: "J[aHHBINM JIEKAaPCTBEHHBIN Mpemapar
MOJICKUT TOMOJHUTEIBHOMY MOHUTOPHUHTY. OJTO MO3BOJUT OBICTPO BBISIBUTH HOBYIO
uHpopmanuio no Oe3zomacHOCcTH. Mpbl oOpamaeMcss K CHEHHUAINCTAM CHCTEMBI
3paBOOXPaHEHUs] C MPOCHOOM coOoOIAaTh O JIFOOBIX MOAO3PEBAEMBIX HEXKEIATEeIbHBIX
peakuusx.".

1. Pazpemsr OXJITT
1. HammeHOBaHMe JIEKapCTBEHHOTO Mpemapara

24. B pannom pazgene OXJIIT yka3pIBatoTCsl TOPrOBO€ HAUMEHOBAHHE JIEKAPCTBEHHOTO
npemnapara, CBEJEHHUS O JI03UPOBKE U JiekapcTBeHHOU (opme. [anee mo Tekcty OXIJIII
CBEJICHUS O JIO3UPOBKE M JICKApCTBEHHOW (opMe B HAMMEHOBAHHUH JIEKAPCTBEHHOTO
npernapara JA0MyCKaeTcs HEe YKa3bIBaTh.

Jlo3upoBka

25. Jlo3upoBKa 1071KHA COOTBETCTBOBATh KOJIMYECTBEHHO OMPEAEISIEMOMY COJAEPKAHUIO
JNEWCTBYIOIIEr0 BENIECTBA M NMPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara M COBMNAJATh C
KOJINYECTBOM JIEUCTBYIOLIETO BEIIECTBA, YKA3aHHBIM B KOJIMYECTBEHHOM COCTaBE U PEKUME
n03upoBaHus. Pa3Hble MO3UPOBKM OJHOTO M TOTO JKE€ JIEKAPCTBEHHOrO IMpernapara
yKa3bIBalOTCS OJauWHAKOBO (Hampumep, 250 mr, 500 mr, 750 wmr). Cnemyer wuzberath
WCIIOJIB30BaHUs IECATUUHBIX pa3euTeseH, eciu npuMeHumMo (Harnpumep, 250 Mkr, a e 0,25
mr). Ecnu nekapctBeHHass (opma mpeicTaBieHa IByMs H 0ojee J03UPOBKAMH,
BBIPA)KEHHBIMU HECKOJIbKUMU €IMHULIAMU U3MepeHus (Harpumep, 250 Mkr, 1 Mr u 6 mr), To
B HEKOTOPBIX CITyyasx lesiecoo0pa3Hee yKa3bIiBaTh I03UPOBKY B OJJHUX U TEX )K€ €AMHUIIAX B
HEeJSIX conocTaBUMOCTH (Harpumep, 0,25 mr, 1 Mr u 6 mr). B nensix 6e301macHOCTH BEIUYUHY
pasMepHOCTH "MUJUTHOHBI", "Munuapael" (Hanmpumep, €IMHUI) BCErJa CIeAyeT MucaTh
MOJIHOCTHIO, a HE COKpaiiaTh. He cienyeT yka3piBaTh He3HaUMMbIe HyH (Harpumep, 3,0 wim
2,500).

26. [1ns1 neKapCTBEHHBIX MPENAPATOB, Y KOTOPBIX BBIPAKEHUE COAEPKAHUS JEUCTBYIOIIUX
BEILIECTB B €MHUIIAX MACChl HE MOXET B IMOJHOW MEpe XapaKTepu30BaTh OMOJIOTHYECKYIO



AKTUBHOCTH (Hampumep, sl OMOJIOTHYECKHX JIEKAPCTBEHHBIX IIpenapaToB), JO3UPOBKA
MOXET OBITh BBIPAKEHA B €AMHUIIAX, UCIIOIB3YEMbIX B (DapMaKomesX:

ME — mexayHapoaHas eIUHUIIa OMOJIOTHYECKON aKTUBHOCTH;

Lf — enunaniia 6MOIOTMYECKON aKTUBHOCTH TOKCHHA (AHATOKCHHA);

PFU — OnsmikooOpa3yronie e uHuIb;

Ph. Eur. U. — eqununa EBponeiickoii hapmakorien.

JlommyckaeTrcs BeIpaXXe€HHUE JO3UPOBKHU B APYTUX €IUHUIAX, HATIPUMED:

EJl — equHUIBI IEHUCTBHUS OMOJIOTHYCCKON aKTHBHOCTH;

PNU — enuHuIp1 0€IK0BOro a3oTa.

Ecnu mexxnyHapoaHas eiMHAIA OMOJIOTHYECKON aKTUBHOCTH Obuta onpeaenena BO3, mpu
YKa3aHUU aKTUBHOCTH JICKAPCTBEHHOIO TIperapara CjieAyeT IPUMEHATh JaHHYIO €INHUILY.

JlexapcTBeHHas opMa

27. JlexapcTtBeHHY10 (OpMY JIEKApCTBEHHOI'O Mpenapara HeoOXOAUMO YyKa3blBaTh B
COOTBETCTBHH C:

NOJIHBIM CTaHJAPTHBIM TepMUHOM Papmakonen EBpa3zuiickoro 3KOHOMUYECKOTO COI03a,
yTBepxkaeHHoM Pemennem Komnernn EBpasniickoi skoHOMHAYECKOM komuccnu ot 11 aBrycra
2020 1. Ne 100 (nanee — @apmakones Coro3a), BO MHOKECTBEHHOM 4uCE (€CIU PUMEHHUMO)
(Hanpumep, TabIETKN);

nosioxkeHusimu paznena 3 OXJIIL

[Ipu OTCYTCTBUM MOAXOMASIIETO MOJTHOTO CTAHIAPTHOIO TEPMHHA COCTABJISETCS HOBBII
TEPMHH ITyTeM KOMOWHUPOBAHUS CTAaHAAPTHBIX TEPMUHOB B COOTBETCTBHH ¢ HoMeHknaTypoi
JeKapCTBEHHBIX (opM, yTBepxKaeHHou Pemennem Komnernn EBpasuiickoit 5kKOHOMUYECKOU
Komuccuu oT 22 nexadbps 2015 r. Ne 172.

Ecnu 5T0 HEBO3MOKHO, 3asIBUTEINIO CIEAYET HAlPAaBUTh OOpaIlleHHE B YIOTHOMOYCHHBIN
OpraH rocyjapcTBa-4JieHa O HEOOXOJMMOCTH BBEIEHUS HOBOTO CTaHAAPTHOTO TEpMHHA
PapMaKONEWHbIM KOMUTETOM EBpa3smiCKOro 3KOHOMHYECKOTO coro3a. IlyTe BBeneHus
JIEKapCTBEHHOTO Tpernapara W IepBUYHas (BHYTPEHHSs) yHNaKoBKa B OOpallleHUH HeE
YKa3blBalOTCS, 3a HUCKJIIOYEHHEM CIIy4yaeB, KOIJa 3TH D3JEMEHTHI SBISIOTCA 4YacTbIO
CTAHJAPTHOI'O TEPMHHA WM HEOOXOAMMBI B IEJSAX OE€30MaCHOCTH, WU MPU HAIWYUU
UJICHTUYHBIX JIEKaPCTBEHHBIX IIPENapaToB, KOTOPBIE BO3MOXHO Pa3JIMYUTHh TOJIBKO
MOCPEJICTBOM YKa3aHUs ITyTH BBEJICHUS WU IEPBUYHON (BHYTPEHHEH) YITAaKOBKH.

28. HauMeHOBaHME 1 JO3UPOBKA JEKAPCTBEHHBIX PACTUTEIBHBIX MPENAPATOB JOJIKHBI
COOTBETCTBOBATh akTaM opraHoB Coro3a B cpepe oOpaleHust IeKapCTBEHHBIX CPE/ICTB.

2. KagecTBEHHBII H KOIMYECTBEHHEIN COCTaB

29. B ngaHHOM paszjeie MNPUBOJIMUTCS IOJHOE OINHCAHHWE KadeCTBEHHOTO U
KOJIMYECTBEHHOTO COCTaBa JICKAPCTBEHHOrO Mpernapara B OTHOIIEHUHM JE€HCTBYIOIIETO



BelllecTBa (JICHCTBYIOMMX BemecTB). [Ipn HE0OX0MMOCTH B TaHHOM pasjelie u B paszeie 4.3
nunu 4.4 OXJIII npuBoautcs nHPopMaIus 0 BeleCTBaX, KOTOPble HEOOXOAUMO YUUTHIBATH B
COCTaBE€ JIEKapCTBEHHOr0 Ipernapara sl NpaBWIBHOTO ero npumeHeHus. Hampuwmep,
Ka4eCTBEHHBI COCTAaB BCIOMOTATEIbHBIX BEIIECTB, YKa3aHHBIX B TpuiioxkeHuu Ne 1 k
HACTOAIMMUM TpeOOBaHUSAM, MOJDKEH OBITh ykazaH B Buue (pasel "BemectBa, Hammume
KOTOPBIX HAJI0 YUYHUTHIBATh B COCTaBE JICKAPCTBEHHOTO Ipemnapara;:".

B koHue paznena HEOOXOOUMO yKa3aTh CIAEAYIOIIYIO CTaHAAPTHYIO (hOPMYJIHPOBKY: "
IlonHblit mepedeHb BCIIOMOraTeJIbHbIX BEIIECTB IPHUBEJCH B pazaeie 6.1.".

Ecnu pactBopuTenb SBISETCS YacThIO JIGKAPCTBEHHOTO IMpenapara, CBEJICHHUS O HEM
HE0OXO0MMO BKIIFOUHUTH B COOTBeTCTBYIomME pa3aensl OXJII (manpumep, 3, 6.1, 6.5 u 6.6).

KauecTBeHHEI cocTaB

30. HanmeHoBaHMe AEHCTBYIONIETO BEIIECTBA MPUBOJIUTCS COTJIACHO PEKOMEHIOBAHHOMY
BO3 mexayHapoJHOMY HemaTeHTOBAaHHOMY HamMeHoBaHuio (manee — MHH) u npu
HEO0OXOAMMOCTH JOMOJIHAETCS yKa3aHUEM COJIEBOM MM rujipaTHON popmel. [lpu oTcyTcTBHM
MHH cnenyer ucnosib3oBath HauMeHoBaHue no Papmakomnee Coro3a, a MpU OTCYTCTBUU
takoro HaumeHoBanusi B ®apmaxomee Corw3a — OOUIECNPUHATOE, XUMHUUYECKOE WU
rPYINIIUPOBOYHOE HAMMEHOBAHUE JEUCTBYIOLIEro BewmecTtBa. llpu orcyrcrBUM
OOIIIETTPUHSITOT0, XUMUUYECKOTO WUJIM TPYNIUPOBOYHOTO HAUMEHOBAHHUS HEOOXOUMO yKa3aTh
TOYHOE Hay4dyHOoe obOo3HaueHwe. [[1s HEHCTBYIOIIMX BEIIECTB, HE HMEIOIIUX TOYHOTO
HAy4YHOTO O0O3HAYEHUS, YKa3bIBACTCs, KaK M M3 Yero OHU M3roToBjeHBI. He momyckaercs
BKJIFOYATh CCHUIKU Ha (hapMaKoMeHHOEe Ka4eCTBO.

31. Ecnau nexapCTBEHHBIM IpenapaTr sSBISAETCS JEKApPCTBEHHBIM PaCTUTEIbHBIM
IpenapaToM, yKa3aHHE KayeCTBEHHOI'O COCTaBa TAaKOro IIpernapara ONpENesIeTCs B
COOTBETCTBHH ¢ akTamu opraHoB Coro3a B cpepe oOpaiieHus JeKapCTBEHHBIX CPE/ICTB.

32. Ilpu yka3aHuMM Kaudye€CTBEHHOIO COCTaBa JIEKAPCTBEHHOTO Ipernapara,
MIPEJICTABIISAIONIET0 co00M pamuodapmalieBTHUECKU HaOOp, HEOOXOAMMO YKaszaTh, 4YTO
PaAMOU30TON HE SABJISETCS YacThio Habopa.

KonngecTBeHHBIIT COCTaB

33. KonuyecTBO AEHCTBYIOIIETO BEIIECTBA HEOOXOJAMMO BBIPAXKATh HA EIUHHUILY
N03UpoBaHus (B JO3UPOBAHHBIX MHTAISIUOHHBIX Ipenaparax — Ha JIOCTaBISIEMYIO 103y U (
WIM) OTMEPEHHYIO /103y), Ha €IUHUIly O00beMa WM €JAMHUIY MacChl, © OHO JOJIKHO
COOTHOCHUTBCS C IO3UPOBKOM, YKazaHHOU B paznese 1 OXJIIL

34. KonnuecTBo AEMCTBYIOLIErO BEUIECTBA HEOOXOAMMO BBIPAXKATh C IMOMOUIBIO
MEXIyHaApOJHOTO MPU3HAHHOTO CTAHIAPTHOTO TEPMHUHA, KOTOPBIA NMpPU HEOOXOIUMOCTH
JOTOJIHSAIOT JPYTUM TEPMHUHOM, €CIIU OH 00Jjiee MOHATEH METUIIMHCKUM paOOTHUKAM.

Cotn u ruaparsl.



Ecau neiictByromiee BEmMIECTBO MPEACTABICHO B BHIE COJMHM WM THAPATA,
KOJIMYECTBEHHBIN COCTaB ClelyeT BbIpa)kaTh B €JUMHHUIIAX Macchl (WM OHMOJOTHYECKOUN
AKTUBHOCTH B MEXIYHAPOJHBIX (MM MHBIX) SUHUIIAX, €CITU MPUMEHHMO) aKTUBHOU YacTH
MOJIEKYJIbl AKTUBHOM (hapMaleBTUYECKON CyOCTaHIIMM (OCHOBaHUS, KUCIOTHI MM O€3BOAHOM
conu) (Hampumep, "60 mr Topemudena (B Buae uurpara)" uiam "TopemudeHa LUTpaT,
SKBUBAJICHTHBIN 60 MT TOpeMudena'").

Ecau B Xo4e MpUroToBJIEHUsS TOTOBOrO Mpenapara B peakKUMOHHOM cmecu (in situ)
oOpasyercs cosib (HampuMmep, MpU CMEMIMBAHUUA PACTBOPUTENS U TMOPOIIKA), HEOOXOIUMO
OTPa3HUTh KOJIMYECTBO aKTUBHOM YaCTU MOJIEKYJIbI JEHCTBYIOUIETO BEIIECTBA C YKa3aHUEM Ha
oOpa3zoBaHHE COJIH in situ.

B oTHOmIEHMHM HIMPOKO NPUMEHSEMBIX AEWCTBYIOIIUX BEIIECTB B COCTaBe
JIEKapCTBEHHOI'0 Tpenapara, J03UPOBKAa KOTOPHIX OOBIYHO BBIPAXKAETCS B COJICBOM WU
ruipatHoi (opme, KOJMUYECTBEHHBIM COCTaB JOMYCKAeTCs BbIpaXkaTh B BUJE KOJIMYECTBA
coJi Wi ruapata (Hanpumep, "60 mMr guiaTuazema rujpoxyiopuaa’). ITo NpaBUIIO TAKKE
IPUMEHHUMO, €CJT COJIh oOpasyercs in situ.

O¢upbl u npoJiekapcTBa.

Ecnu peiicTBylolee BeliecTBO MPENCTaBICHO B BUJE 3(upa WK NMPOJIEKAPCTBA,
KOJINYECTBEHHBI COCTaB HEOOXOAMMO BBIpaXXaTh B BHUJE KoJHMYecTBa 3puUpa WHIH
IIPOJIEKAPCTBA.

JIns nekapCTBEHHOTO Mpemnapara — MpOJeKapcTBa, aKTUBHAS YacTh MOJIEKYJIbI
JNEUCTBYIOIETO BEUIECTBA KOTOPOrO 3aperucTpUpoBaHa B BHUAE CaMOCTOSTEIBHOTO
JIEKApCTBEHHOTO TMpenapara, yKa3blBae€TCA TAK)Ke HKBHUBAJIEHTHOE KOJIMYECTBO AKTUBHOMU
4acTU MOJIEKYJIbl JeWCTByIolIero BemecTtBa (Hampumep, "75 Mr ¢docheHuTonHa
skBUBaICHTHBI 50 Mr ¢eHuTonHA").

Hoporok (rpaHysbl) 419 IPUTOTOBICHHUS pACTBOPA HIIH CYCIEH3HH JUIS IPHEMA BHYTDb.

KonuuecTBo neiicTByrolero BemecTsa He0OX0IUMO BbIPa3UTh HA €UHUILY J103bI, €CIIU
npenapar siBJIsieTcsl OIHOJ030BbIM, MJIM Ha €IMHUIY 00BbEMHOM JI03bI MOCIIE BOCCTAHOBJICHMUS,
€CJIM TpernapaT SBISETCS MHOTOJ030BBIM. B HEKOTOpBIX Cilydasx Ieecoo0pa3HO yKaszaTb
MOJIIPHYIO KOHLIEHTPAIHIO.

JlekapcTBeHHbIE Npenapatsl i1 NapeHTEPaJbHOIO BBEACHHA (3a HCKIIOYCHHEM
BOCCTaHABJIHBACMBIX ITOPOIIIKOB).

Ecnu obmiee comepkumoe mepBUYHON (BHYTPEHHEN) YMAKOBKU OJHOJ030BBIX
JIEKapCTBEHHBIX MIPENapaToB I NaPEHTEPaIbHOIO BBEIEHHS BBOAUTCS B BUJIE OJJHOM 03I (
"MOJIHOE UCIOJIb30BAHUE COJIEPKMMOTr0 MEPBUYHON (BHYTPEHHEW) yaKOBKH'"), KOJIMYECTBO
JICHCTBYIOIIETO BEIIECTBA CIEAYET BhIpakaTh Ha (GopMy BhITycka (Hampumep, 20 MT U Jp.)
0e3 ykazaHHs W3JIUIIKOB W u30bITKa. HeoOxoaumo Takke ykKa3aTh KOJHUYECTBO
JEUCTBYIONIETO BelllecTBa HA 1 M1 ¥ 001U 3asiBIICHHBIA 00bEM.

Ecam konnuecTBO OJHOA030BBIX JIEKAPCTBEHHBIX MPENapaToB IA MapeHTEPATbHOIO
BBEJICHHS PACCUUTHIBAETCS HA OCHOBAHMM MAaCChl Tela, TUIOLIAAU MOBEPXHOCTH Tella WU



MHOW TepeMeHHOW mnanueHTa ('YaCTUYHOE HCMOJIb30BAaHUE COAEPKUMOrO MEPBUYHOU
YIaKoOBKHU'"), KOJUYECTBO JEUCTBYIOIIETO BEIIECTBA CIIEAYET BbIpa)xkaTh B MUJUIMJIMTpPax.
Heobxonmmo Takke yka3aThb OOIMWMA 3asgBICHHBIA 00beM. M3nuimmkm u H30BITOK HE
YKa3bIBAIOTCS.

KonuuecTBo nelCTBYIOMIETO BEIIECTBA MHOTO030BbIX TapEHTEPATbHBIX JIEKAPCTBEHHBIX
IpenapaToB U MapeHTEPAJbHBIX JIEKAPCTBEHHBIX MpernapaToB B OOJBIIMX 00bEMax CIEAyeT
BbIpaxkath Ha 1 mu, Ha 100 M, Ha 1000 M u T. A. cooOpa3HO OOCTOSTENBCTBAM, 32
HCKJIIOYEHUEM MHOTOJI030BBIX BaKIIMH, coAepkamux '"n" oauMHaKoBbIX 7103. B 3TOM ciiyuae
JIO3UPOBKY CIIEYET BhIpaXKaTh HA 00ObEMHYIO 103Y. M3TUIIKN 1 U30BITOK HE YKa3bIBAIOTCS.

Ecau mpumenuMo (Hampumep, B OTHOIIEHUU PEHTTEHOKOHTPACTHBIX MpENnapaToB U
MapeHTEePAIbHBIX TMPENapaToB, COJEPKAIIUX HEOPraHWYECKHE COJIU), KOJUYECTBO
NEUCTBYIOIIEr0 BEHIECTBAa CJIENYEeT TakXke YyKa3blBaTh B MWIIUMosx. Jlng
PEHTTCHOKOHTPACTHBIX IMpernapaToB C HOACOAEpKAIIMMU JEUCTBYIOIMIMMHU BeIIECTBaAMU
MOMHKMO KOJIMYECTBA JICUCTBYIOIIETO BEUIECTBA CJIEIYET yKa3bIBaTh KOJUUYECTBO oa Ha 1 mi

Ilopomniok, moayexaiuii BOCCTAHOBJICHHIO IEPE] TapeHTEPATbHBIM BBEICHHEM.

Ecnu nekapCTBEHHBIN Ipernapar sBISIETCS MOPOIIKOM, MOJJICKAIIMM BOCCTAHOBJIECHUIO
nepe] NapeHTEepaIbHBIM BBEJICHUEM, HEOOXOJIMMO yKa3zaTh o0OIlee KOJUYECTBO
JNEWCTBYIOMIETO BEIIECTBA, COJIEpIKaIleecs B IEPBUYHON (BHYTpCHHEH) ymakoBke, Oe3
yKa3aHUs U3JUIIKOB M M30bITKA, a TAK)KE KOJIMYECTBO Ha 1 MJI ITOCJIE€ BOCCTAHOBIICHUS TIPH
YCJIOBUU OTCYTCTBUSI HECKOJBKUX BAPUAHTOB BOCCTAHOBJICHUS U PA3JIMUHBIX UCIOJb3yEMBbIX
KOJIMYECTB, KOTOPBIE MPUBOISIT K 00pa30BaHUIO PA3TUYHBIX KOHEUHBIX KOHIICHTPAITUH.

Konnentparsl.

KonuuecTBo neicTBYIOIIETO BellecTBa HEOOXOMMO BBIPA3UTh KaK cojepkaHue Ha 1 mi
KOHIIEHTpaTa W o0llee coJepkaHue AcHCTBYIOIIEro BemiecTBa. HeoOxoaumo Takxke
BKJIFOUUTH COJIEpKaHHWE Ha | MJI MoOcCjie PEeKOMEHAYEMOTrO pa3BEeJCHHUsS IpPU YCIOBUHU
OTCYTCTBUS Pa3BeJCHUS KOHIIEHTpATa J0 PA3JIMUHBIX KOHEUHBIX KOHIIEHTPAIIUM.

IInacteipu TpaHcaepmaabHBIE.

Heo6xonumo ykazath clieIyronne KOJIMYeCTBEHHbIE JaHHBIE:

CoJiepKaHMe IEUCTBYIOIIETO BEIIECTBA B IJIACTHIPE;

CpeIHsIs JOCTaBIIsieMasi 32 €IMHUILY BPEMEHH /1034,

IJI0IA]1b BLICBOOOKIAIOIIECH TOBEPXHOCTH.

(Hampumep: "Kaxnaplii miacteipb miomaabo 10 cM?

BBICBOOOXK1as 32 24 yaca HOMHMHAIBHO 25 MKT 3cTpaauona.").
MHorono30BbIe TBepable U MATKHE JIEKAPCTBEHHBIE (DOPMEIL.
KonuuecTBo neiCTBYIOIETO BELIECTBA HEOOXOAUMO MO BO3MOKHOCTH YKa3bIBaTh Ha
€AMHUILY TO3UPOBAHUS, B OCTAJIbHBIX ciydasx —Ha 1 1, Ha 100 r win B nporieHTax coo0pazHo

conepxut 750 MKr 3cTpaguona,

00CTOSTEILCTBAM.



Buonornyeckue ieKkapcTBEHHBIE NIPENAPATBHI.

YKa3aHu€e T03UPOBKHU.

KonuuecTBo nelCTBYIONIETO BellecTBa OMOJIOTHYECKUX JICKAPCTBEHHBIX MpenapaToB
CIeAyeT BBIpAXKATh B EAUHHUIIAX MACChl, €IUHHUIAX OMOJOTMYECKOW AaKTUBHOCTH WIIH
MEXIyHAapOAHBIX E€IUWHHIIAX B 3aBUCUMOCTH OT KOHKPETHOI'O Ipernapara, OTpaxas B
COOTBETCTBYIOIIUX CIy4asx MOpsAOK, mpuHAThH B Papmakonee Coro3a. B oTHomenuun
MATUJIMPOBAHHBIX OEIKOB HEOOXOAMMO YUYHUTHIBATh IOJIOKEHHS B COOTBETCTBUHU C
npuioxkeHueM Ne 2 K HaCTOAIIMM TPEOOBAHMSIM B YaCTH ONMMCAHMS COCTABA IMATUIMPOBAHHBIX
(koHBrOTHPOBaHHBIX ) OeskoB B OXJIIT.

JleiicTBytoITME BEIECTBA OMOJIOTUYECKOTO TPOUCXOKICHUS.

Heo6xonuMo KpaTko onucaTth MPOUCXOXKACHUE ACHCTBYIOIIETO BELIECTBA, yKa3aTh
CBOMCTBA BCEX HCMOJb30BAHHBIX B MPOU3BOJCTBE KIECTOUYHBIX CUCTEM M, €CIM MPUMEHHUMO,
UCI0JIb30BaHue TexHooruu pexkomouHanTHou JJHK ucnonbs3ys cnenyronyto GopMyIupoBKY
: "ITosrydyeno ¢ ucnosib3oBaHueM KieTok XXX [no TexHosoruu pekomounantHou JJHK].".

[Tpumeps! onucaHusi IPOUCXOKICHUS JEHCTBYIOIIETO BEIIECTRA!

"MOJIYy4€HO C UCIOJIB30BaHUEM JTUILTOUIHBIX KieToK uenoBeka (MRC-5)";

"Mmoyty4eHo ¢ ucnoiab3oBanueM kinetok Escherichia coli mo TexHomorun pekoMOMHAHTHOMN
JAHK";

"MOJIy4EHO C UCITOJIH30BAHUEM KIIETOK KYPUHBIX YMOPUOHOB";

"MOJTy4EHO M3 JOHOPCKOM IJIa3Mbl YETOBeKa';

"[OJIy4EeHO U3 MOYM YesloBeKa';

"MOJTy4EHO U3 KPOBH [>KMBOTHBIX|";

"IMOTYy4YEHO W3 TKAHU IOJDKETYTOYHOM JKEJIe3bl CBUHEH

"MOJIy4EeHO U3 CIM3UCTON 000JOUKH KUIIIEUHUKA CBUHEH".

Oco0Oble TpeOoBaHUs K HOPMAIbHBIM UMMYHOTJIOOYIMHAM.

Heobxoanmo ykazaThk pacnpeneieHne HOpMalbHBIX HMMYHOTJIOOYJIMHOB T10 CyOKiIaccam
IgG B mponenTax ot oOmero coaepxxkanusi IgG. 3aTeM yka3bIBaeTCs BEpXHsSS TI'paHHUIA
coaepxkanus IgA.

Oco0bie TpeOOBaHMS K BaKIIMHAM.

Heo6xonumo yka3ath cojiepKaHKe JCHCTBYIOINIETO BEIIECTBA HA €IUHUILY T03UPOBaHUS (
Hanpumep, Ha 0,5 mn). [Ipu HanTu4YMKM aIBIOBAaHTOB HEOOXOIUMO yKa3aTh MX KaU€CTBEHHBIN U
KOJIMYECTBEHHBIN COCTAB.

HeoOxoaumo nepedncianTb NpuMecH, MPeACTaBIAIONE 0COOYI0 3HAUUMOCTD (HapuMep,
OBaJIbOYMUH B BaKIIMHAX, MOJYUYCHHBIX U3 KyPUHBIX SIUII).

TpeboBanuss Kk omucaHuio (HapMaleBTUUYECKUX CBOWCTB BAaKIIMH TMPUBEICHBI B
npuiokeHUuH Ne 3 K HaCTOSIIIUM TPEeOOBaHUSIM.

JlekapcTBEHHbIE paCTUTEIbHbIE IPENAPATHL.



VYKkazaHue KOJWYECTBEHHOTO COCTaBa JEHCTBYIOIIETO BEIIECTBA B JIEKAPCTBEHHBIX
PaCTUTENbHBIX MpenapaTax OMpeaessieTcs B COOTBETCTBUU ¢ akTaMu opranoB Coro3a B cepe
oOpareHus JIeKapCTBEHHBIX CPEJICTB.

3. JIekapcTBeHHas (opMma

35. HaumenoBaHmue JieKapCcTBEHHONW (OPMBI yKa3bIBAETCS B COOTBETCTBHUU C
Homenknatypoit nekapcTBeHHbIX (OpM. DTOT TEPMUH JOJKEH COBIMANATh C TEPMUHOM,
yka3zaHHbIM B pazaene | OXJIIl. Opnako, ecnu Ha NEPBUYHOM (BHYTPEHHEH) YIaKOBKE
MCTIOJb3YETCS COKpALlCHHBbIA CTaHJApTHBIA TepMHUH, B JaHHOM paszgene OXJIII
COKpAIIIEHHbI TEPMUH JOTOJHUTEIHHO MPUBOJIUTCS B CKOOKAX.

B otnenpHOM ab3aie HEOOXOUMO IPUBECTH ONMKMCAHUE BHEIIHETO BUA Tpemapara (I[BeT,
3HAKU U JIp.) ¥ TIPU YCJIIOBUM HAJIMYHS B PETUCTPAIMOHHOM JIOChE JIEKApCTBEHHOTO Ipernapara
COOTBETCTBYIOIINX MOATBEPKIAIOIINX JAHHBIX CBEICHUS O (PaKTUUECKHUX pa3Mepax TBEPAOU
JIEKapCTBEHHOM (OpMBI AJI IpUeMa BHYTPb, HaIlpUMED:

"Tabnerku.

benple, kpyTible MIOCKOIMIMHAPUISCKHE Ta0JIETKH TUaMeTpoM 5 MM co 3Hakom "100"
Ha OJTHOU CTOpOHE.".

36. Ecnu Ha TabneTkax mperycMOTpeHa JIMHUS pasziioma (pUcKa), He0OX0IuMO yKa3aTh,
MOATBEPKJICHO JIM BOCHPOU3BOAUMOE pasjiefieHne Tadbnetok (Hanpumep: "JIunus pasznoma (
pUCKa) TMpelHa3Ha4YeHa HWCKIIOUUTENBHO JUIS pa3iaMbIBaHUS C IIEIbI0 OOJIeTYCHHS
poTrJiaThIBaHUS, a HE IS pa3JielieHus Ha paBHbIC J03b1", "TabneTky MOXKHO pa3JeauTh Ha
paBHBIC JO36L.".

37. Caenyet npenctaBuTh cBeieHus 0 pH u ocMossipHOCTH (TP HEOOXOAUMOCTH).

38. Ecnu nekapCTBEHHBIN Mpenapar MOJIEKNAT BOCCTAHOBJIECHHIO MEPE] MTPUMEHEHHUEM, B
nanHoMm pasnaene OXJIII HeoOxoauMo ommcaTh BHEIIHWUN BHUJ MEpPe] BOCCTAHOBIICHHUEM.
BHemHuii Buj JIeKapCTBEHHOTO Mpenapara nocjie BOCCTaHOBJIEHUSI HEOOXOAUMO yKa3aTh B
pazaenax 4.2 u 6.6 OXJIIL.

4. KiimHEndeckyue JaHHEIC
4.1. IToxa3aHus K NPUMEHEHHUIO

39. [lokazaHus K MPUMEHEHUIO YKa3bIBAIOTCSA YE€TKO U JIAKOHUYHO, U JIOJDKHBI OTPaXKaTh
neneBoe 3a00J€BaHUE WM COCTOSHUE C YKa3aHUEM HaNpaBJI€HHOCTH Tepanuu (
CUMITOMATHYECKasi, STHOTPOIMHAs WJIM OKa3bIBalOllasl BIUSHUE HA TEUCHUE WIIU
nporpeccupoBaHue 3aboJieBaHusl), sl TPOPUIAKTUKY (MIEPBUYHON WJIM BTOPUYHOMN), ISt
JTUArHOCTUKHU. Eciu mpuMeHuMo, yKasbiBaeTcss WHQOpMaIus O IEJEBOW MOMYyJISINH,
OCOOCHHO TMPHY HAJTMYUU OTPAHUYCHUU I OTJEIbHBIX KaTErOpUi MaIrfueHTOB.

HNudopmarusi 0 KOHEUHBIX TOYKAX UCCIEOBAHUS, KaK MPABUIIO, HE PUBOIUTCS.



[TokazaHus K NMPUMEHEHUIO C IEJbI0 MPOPUIAKTHKA U UHPOpMAIUIO O IIEIEBOU
MOMYJISIIIUU JTOTTYCKAeTCsl YKa3bIBaTh B OOIIMX YepTax.

40. Pe3ynbTaThl MOCHEAYIOMHUX HUCCIEIOBAHUM, yTOUHSIOMMNX (DOPMYIUPOBKY
3apEeTrUCTPUPOBAHHBIX MTOKA3aHUM WIIM CBEJICHUM O HUX, JIOMYCKAETCsl BKJIIOYATh B pasnen 5.1
OXJIII, ecnu OHM HE MPEANOJIATalOT BKIIOYEHHE HOBOTO MOKa3aHUS K MPUMEHEHUIO
JIEKapCTBEHHOTO Ipernapara.

41. Heobxonumo ykazath MH(MOpMaIuio o0 00s3aTeNIbHBIX YCIOBUSX MPUMEHEHHS
rpemnapara, € OHU He yHOMHUHaroTcs B Apyrux pasnaenax OXJIII, HO ABIAIOTCA 3HAYUMBIMU
(Hampumep, O COMYTCTBYIOIIUX JUETHYECKUX MepaxX, M3MEHEHUsAX olpasza >KU3HHU WU
COMYTCTBYIOIIEH TEPAIUH).

42. Heob6xoauMo yka3zaThb BO3pacTHBbIE TPYINbI, KOTOPHIM IOKa3aH Ipernapart, C
YKa3aHHEM BO3pPACTHBIX TPaHUI], HAIPUMED:
"X mokasaH [B3pOCIIbIM, HOBOPOXKIECHHBIM, MJIAJEHIIAM, IETSIM, ITOAPOCTKAaM| B BO3pACTE
oT X 10 Y [neT, mecares].".

Jlist nenel HACTOSIIMX TPeOOBaHUU JETCKash MOMYJISIIUS pa3jeieHa Ha BO3PACTHbBIC
MOATPYIIIBL:

HEJIOHOIIIEHHbIE HOBOPOXKACHHBIE (C YKa3aHUEM CPOKa T'eCTaluu);
JIOHOIIIEHHBIE HOBOpOXkAeHHBIE (0 — 27 qHEel);

JI€TU TPYJIHOTO Bo3pacTa U MiaAeHIbl (28 aHeit — 23 mecsia);
netu (2 — 11 ner);

noapoctku (ot 12 — 18 mer).

43. Ecnu moka3aHWE K NPUMEHEHHIO JIEKAaPCTBEHHOT'O Ipernapara 3aBHCUT OT
OTPE/ICICHHOTO T€HOTUIA, WU IKCIIPECCUM T'€Ha, WK OMpPEACICHHOTO (PeHOTHUIa, JaHHOE
00CTOSITEIHCTBO HEOOXOIUMO OTPA3UTh B MMOKA3aHUU 10 MPUMEHEHUIO.

4.2. PexxuM DO3HPOBAaHUA H CIIOCO0 MPAMEHEHHA

44. I1pu HanM4KUK 0COOBIX METMIIMHCKUX MPEANUCAHUN MO TPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara (B TOM 4YHCIlI€ OTPaHUYEHHOTO OTIycka) naHHbld pazaen OXJIII nHaunHaercs c
ONMCAHUA TAKUX YCIOBHM.

[Tpn Hamuuuu OCOOBIX OMAcCEHUM B OTHOIIEHMHM OE30IMaCHOCTH HEOOXOIUMO TaKXKE
OTpPa3UTh PEKOMEHIyEMbI€ OTPAHUYEHUSI OTHOCUTENBHO YCIOBHI MpUMEHEHUs (Hanpumep, "
TOJILKO JUIA IIPUMEHEHHA B JIEYCOHO-NIPOQUIAKTHIECKUX yUpexaeHuAX" nnm "HeobX0auMo
pacrosarate HOAXOAAIIHM PEAHUMALHOHHBIM 000py10BaHueEM").

Pexxam no3upoBaHuS.

CrnemyeT 4eTKO yKa3aTh PEKHUM JO3UPOBAHUS JIJIs KaXKJI0T0 crocoba (IyTH BBEJEHUS) U
JUTSL KaXKJIOTO MOKa3aHUs K IPUMEHEHUIO.



Ecnu npuMennMo, MpUBOASTCS CChUTKH Ha O(HUIMAIbHBIE PEKOMEH AN (Hampumep, o
MEPBUYHON BAKIIMHAIIUU U aHTUOMOTHKAM, a TaK)Ke PEBAKIIMHALINN).
Ecnau npumeHuMo, I KaXJ10W KaTeropuu (BBLACISIIOTCS MOArPYIIbl HOMYJISIIUA 1O
BO3pacTy, Macce Teja, IUIOMAJN IOBEPXHOCTH TeNa COOTBETCTBEHHO YKa3bIBAKOTCS

pEeKOMEHIyeMble J03bl (Hampumep, B MI, MI/KT, MF/M2) 71 MHTEpBaJIa JO3UPOBAHUS.
KparHocTh mpuMeHeHHsI CeayeT BbIpakaTh B €UHUIIAX BpeMeHU (Harpumep, | wim 2 pasza B
JeHb (CYTKHM) WJIM Ka)KJple 6 4acoB), BO M30exKaHWE IMyTAaHUIIbl HE CJIEAYyET UCIOJIb30BaTh
cokpatenus (Harpumep, "1 p/n, 2 p/n, 1 pas/cyr, 2 paza/cyt").

Eciau npuMeHnMo, yKa3bIBatlOTC:

MaKCUMallbHasi peKOMEHTyeMas pa3oBasi, CyTouHas ¥ (1in) ob1ast (KypcoBasi) 103a;

HE0OX0IUMOCTh TT0100pa JT03bI;

CTaHJapTHas JIUTEILHOCTh IPUMEHEHUS U BCE OTPAHUUYEHUS TI0 €€ MPOJOJKUTEIIBHOCTH,
a TakKXke, €ClIM NPUMEHHMO, HEOOXOJAUMOCTh MOCTENEHHOTO CHUXKEHUS J03bl WUJIHU
PEKOMEHAAIMH [0 OTMEHE TPUMEHEHHS;

peANpUHIMAEMbIE MEPBI MPU MPOIYCKE OJHON WU Oojiee 703, WIH, HapuMep, Mpu

pPBOTE TOCTIe ITpreMa npenapara (peKoOMeHAAINH J0DKHBI ObITh KaK MOYKHO 00Jiee TOUYHBIMH,
VUYUTHIBAIOIIUMU PEKOMEHAYEMYIO KpPaTHOCTh TPUMEHEHUSI U COOTBETCTBYIOIIUE
(hapMaKOKMHETHYECKHE JIaHHBIE);

MIPEBEHTUBHBIE MEPhI BO M30€KaHUE PA3BUTHUSI HEKOTOPHIX HEXKEJIATEIbHBIX Peakiuil (
HarpuMep, IPUMEHEHUE TPOTUBOPBOTHBIX MPENapaToB) co cchlikoi Ha pazaen 4.4 OXJIII;

CBSI3b IIPUEMA JICKAPCTBEHHOTO Tperapara ¢ MPUeMOM KUJIKOCTH U MUIIH BMECTE CO
cceuikoit Ha pasaen 4.5 OXJIIl npu Hamuuuu TakoW CBsS3W (HANMpUMEpP, CBA3H C
yHoTpeOJIeHUEM aTKOTOJIbHBIX HAIMUTKOB, IPEUN(PPYTOB WIH MOJIOKA);

pEKOMEHAAIMK 110 TOBTOPHOMY MPUMEHEHHUIO BMECTE C MHPOopMaIuein 0 He0OX0IUMBbIX
MHTEPBAIAX MEXAY Kypcamu JieueHus (€CIi MPUMEHUMO);

B3aMMO/ICHCTBUS, TPEOYIOIIKE CIIEINaTbHON KOPPEKIIUU T103bl, CO CChUIKAMH Ha JPYTrUe
npuMennmsie pazaensl OXJII (Hanpumep, pazaenst 4.4, 4.5, 4.8, 5.1, 5.2);

Py HEOOXOJIUMOCTH PEKOMEHAIMU O HEIOMYCTUMOCTH JOCPOYHOIO MpEeKpaIieHus
TE€paluy NP BOSHUKHOBEHUU HECEPHbE3HOM HEXKENATEIbHOW PEAKUNH, SBIISIOMIENCS YaCTOM,
HO MPEXOISAIEH WIH YCTPAHIEMOU ¢ MOMOIIBIO TOI00pa A03bI.

JIns KOHKpPETHOTO Tpemnapara, eclid JaHHas WHQopMaius SBISCTCS 3HAYUMOMH,
HEO0OXO0IUMO yKa3aTh CIEAYIOIIee:

"AKTHBHOCTb JICKAPCTBEHHOI'O Mpenapara [TOproBoe HaHMEHOBAHHE JIEKAPCTBEHHOIO
npenapara] BbIpakaeTcsil B [yKa3aTb HAHUMEHOBaHHWE| enquHuLax. OTH €eIHHHIBI HE
B3aUMO3aMEHAEMbI C €IHHHUIIAMH, HCIIOJIb3YEeMbIMH JJIS BBIPAXXCHHS AKTUBHOCTH JPYTHX
MpenapaToB ¢ [HaMMEeHOBaHHE JACHCTBYIONIEro BeljecTnal.".

OcoObie rpynimbl NalHeHTOB.



[IpuBOASITCS CBENEHUS O KOPPEKLHH J103bl UM MHBIE CBEACHUS, KaCAIOIIHECs PeKUMa
JIO3UPOBAHUSA Yy OCOOBIX TpYyNIl MAalMeHTOB, B CHEIHMAIbLHO BBIJICJICHHBIX pa3jeiax.
VYka3zaHHbIe CBEJAEHUS PACIIONATratOTCA 10 CTEIEHU BaXXHOCTH, HAIIPUMED, B OTHOIICHUU:

JIUIT TIOKUIIOT0 Bo3pacTa. UeTko yka3bIiBaeTcsl HEOOXOAMMOCTh KOPPEKITUU J03bI Y JTFOOBIX
MOATPYIII JIUI] MOKUJIOr0 BO3pacTa cO cchlikaMu Ha Apyrue pazaenst OXJIII, cogepxarniue
yKa3aHHbIE CBEJICHHS (Hampumep, pasaensl 4.4, 4.5, 4.8 ninu 5.2 OXJIII);

MalKMEeHTOB C MOYEYHOM HENOCTaTOYHOCThIO. PekoMeHaamu no J03UpOBAHUIO JOJIKHBI
KaK MO>KHO 00Jiee TOYHO COOTHOCUTHCSA C TMAra30HaMU 3HAYCHUN OMOXMMUYECKUX MapKEPOB
MOYEYHOW HEJAOCTATOYHOCTH, HCIIOJb30BAHHBIMU B KIUHUYECKHUX HCCICAOBAHUAX, U
pe3yJbTaTaMy 3TUX UCCIICI0BAHUM;

MAlMEHTOB C EYCHOUYHON HEJIOCTATOYHOCTHIO (B COOTBETCTBUU C JJAHHBIMU O TIAIIUEHTAX,
BKJIIOUCHHBIX B HCCJIEOBaHUS (Hampumep, "aaKkoroiabHbId HUPPO3"), U ONpEeaeICHUSIMU,
UCITOJIb30BAaHHBIMU B 3THX MCCJIEAOBaHUAX (Hampumep, 0ami (kiaace) no mkane Yaina-11s10))
5

NAIMEHTOB C OMPE/IEIEHHBIM I'eHOTHUIIOM (CO cchUIKaMu Ha apyrue pasnaenst OXJII,
cojiepkaiie 0osiee moipoOHbIE CBEACHUS (€CIU TPUMEHHUMO));

MPOYMX 3HAYMMBIX OCOOBIX TPYIN MANKMEHTOB (HAIpUMEp, MAIMEHTOB C JPYyTUM
COITYTCTBYIOILIUM 3a00JI€BAHUEM WM MMALIMEHTOB ¢ U30BITOYHON Maccoil Tena).

B HEKOTOpBIX ciaydasix MPUBOJATCS PEKOMEHIAIMU IO KOPPEKIUU 103bl (HAapuMep, Ha
OCHOBAaHUM HAOIIOAEHUM 3a KIMHUYECKUMHU CHUMIOTOMAaMH M TpU3HAKAaMHU U (HJIM)
1a00paTOPHBIX JAHHBIX, BKIIIOYAss KOHIICHTPAIIMIO JIEKAPCTBEHHOTO TIpenapara B KpOBH), CO
ccpUtkamu Ha fipyrue pazzaenst OXJIII (ecnu mpumMeHUMO).

Jlern.

B OXIJIII neobxonumo mnpemycMoOTpeTh OTAenbHbIN pasnen "Jleru". [IpuBoaumsbie
CBEJICHUA JIOJKHBI OXBaThIBaTh BCE MOATPYyNIbl AeTei. [Ipu moarotroBke »Toro paszsaena
UCITIOJIB3YIOT KOMOMHAIUHU (OPMYITUPOBOK JIJISI CUTYaIIWiA, ONTMCAHHBIX B HACTOSIIIEM pa3Jiere.

Ecnu nekapcTBEHHBIM Mpemapar IMOKa3aH JETSAM, PEKOMEHIAIMU IO PEKUMY
JIO3UPOBAHUS YKA3BIBAIOTCS ISl KAKJIOM 3HAUMMOUM MOATpYyNIibl. Bo3pacTHbIe paMKU JTOKHBI
OTpa)xkaTh OLIEHKY COOTHOIIEHUS "MO0Jb3a — pUCK", MPOBEACHHYIO JIJISl KaXKJOUM MOATPYTIIIHL.

Ecnu pexuM no3upoBaHus y B3pOCIBIX U JETEW COBNAJAET, JOCTATOYHO 3TO yKa3arh,

JIOTIOJTHUTENIBHO TOBTOPATH PEXKUM JI03UPOBAaHUS HE TpeOyeTCs.

HeobOxoaumo ykazaTh peKOMEHAyeMble J03bl (Halpumep, B MI, MI/KT, MF/M2) TSt
WHTEpBaja JO3UPOBAHUS B OTHOIIICHUH BO3PACTHBIX MOATPYII, KOTOPBIM MMOKa3aH Mpemnapar.
B oTHOMmEeHNN pa3aMYHBIX TOATPYIIT MOXET MOTPEOOBATHCS YKAa3aHUE PA3IUYHBIX CBEJICHUN
0 mo3upoBaHuu. [Ipu HEOOXOIUMOCTH CIIETyeT MPUBECTH PEKOMEHIAIIMH OTHOCHUTEIHHO
HEJIOHOIIIEHHBIX HOBOPOXKJICHHBIX C yKa3aHUEM 0oJiee MOIXOIAIIEro Bo3pacTa (Hampumep,
TeCTAllMOHHOTO WJIM MMOCTMEHCTPYaIbHOTO).



B 3aBucUMOCTH OT MOATPYIIIbBI, KIMHUYECKUX AAHHBIX U JOCTYIHBIX JIEKAPCTBEHHBIX
(dbopM J103a BBIpa)KaeTcs MCXOJs M3 MAacCChl WM TUIOMIAA MOBEPXHOCTH Tena (Hampumep, "
JIeTAM B Bo3pacte oT 2 0 4 jieT 110 1 Mr/Kr Macchl Tejia 2 pas3a B JleHb").

Ecnu mpuMeHuMo, CBeICHUSI 0 BPEMEHHM MpHUeMa JIEKapCTBEHHOr0 Mpenapara J0JKHbI
YUYUTHIBATh PACIOPSAOK AHSI peOeHKA (Hampumep, MIKOJa WU COH).

Ecnu nexapcTBeHHBIN mpemapaT MOKa3aH JAETSIM M HEBO3MOXKHO pa3padboTaTh
MOAXOJIAIIYI0 AETCKYIO JeKapcTBeHHYI0 dhopmy, B pazaen 6.6 OXJIII co ceblnkoii Ha pazaen
4.2 OXJIII HeoOXOAMMO BKJIIOUUTH MOAPOOHBIE WHCTPYKIMU MO CHOCOOY MOTydeHUs
npenapara ex tempore.

J103b1 11 c1TOCOO MTPUMEHEHUS y PA3IMYHBIX MTOATPYIIIN JETEH AOMYyCKAETCS MPEACTABIATh B
dhopme TaOIUIIBI.

Ecnu nexapcTBeHHBIN mpenapaT He MOKa3aH HEKOTOPBIM UJIM BCEM BO3PACTHBIM TpyIIIaM
JeTed, TP HEBO3MOXKHOCTH JaTh PEKOMEHJAIMU IO PEXKUMY TO3UPOBAHUS HMEIOIIHECS
CBEJEHUS HEOOXOAMMO OOOOIIUTh C WCHOJIb30BAaHUEM CIEAYIOUIEd CTaHAapTHON
(bopMyITUPOBKH (OTHOM MIIM KOMOMHAIIMY U3 HECKOJIBKUX UCXOIS U3 OOCTOSITENIbCTB):

"[be3zonacHocTh 1 3 hekTuBHOCTH| X y neteit B Bo3pacte oT X 10 Y [Mecsues, et [ uiu
V JIFOOBIX JPYTHX 3HAYUMBIX HOATPYIII, HAIPUMED, 1T0 MACCE TeJIa, MOJIOBOH 3peJI0CTH, MOy ]
Ha JAHHBIA MOMEHT HE YCTaHOBJICHBL.".

Heobxoanumo 106aBUTh OAHY H3 CACAYIOIIHX (POPMYTHPOBOK:

" /laHHBIE OTCYTCTBYIOT.";

"Hmeroninecss Ha ceroAHANIHUI JIeHb JaHHbIE MpUBEACHbI B pazaenae [4.8; 5.1; 5.2],
O/THAKO HEBO3MOKHO JaTh PEKOMEH/IAIHH T10 PEKUMY JO3UPOBAHUA.";

"X He cieayer npuUMeHATh y aeTed B Bo3pacte oT X 10 Y [mecsieB, aeT] [uau y aro0bIx
JAPYTHX 3HAYUMBIX MOATPYIII, HAIIPUMED, MO MACCE TEJa, II0JIOBOH 3PEI0CTH, MOJIy] B CBA3H C
OIaCEeHUAMH OTHOCHTEJbHO [0e3011acHOCTH, (h(heKTUBHOCTH] [IEpEedUCIAIOTCS ONaceHHA],
oapoOHO H3I0KEHHBIMH B paszjenax [yKa3bIBalOTCS pa3/esibl, CoAep Kalue MOoApOOHBIE
cBeaeHus, Haripumep, 4.8 wim 5.1].";

"I[lo nokazanuam [yka3zath nokasanus] X y [nereit, gered B Bo3pacte {oT X 10 Y} <Jer,
MECSILIEB™> HJIH Y JIFOOBIX JPYTHX 3HAYUMBIX MOATPYIII, HAIIPUMED, 10 MAcce TeJia, M0JIOBOH
3pEeJI0CTH, MOJIy| HE IPUMEHAETCA. "

"X npotuBonokasaH y jgetel B Bo3pacte {oT X 10 Y} <IeT, MecsleB™> [HiIH y JIF0ObIX
APYTHX 3HAYUMBIX MOATPYIII, HANIPHUMEP, MO MAcce Teaa, MOJOBOH 3pEeI0CTH, 110y ]| [npu
M10Ka3aHHuHM [yKa3aTh Ha3BaHHUE ITOKa3aHusA| (ccblika Ha paznen 4.3)].".

B oTHoOmIEeHUM TBEPBIX JEKaApCTBEHHBIX (HOPM, HEACTUMON JTI03UPOBKU HEOOXOIUMO
YKa3aTh:

<{X} He cieayeT Ha3Ha4aTh (IPUMEHATH) y neTel B Bo3pacTe {oT X 1m0 Y} <uer,
MeECSIIIEB> [MJIU Y JIOOBIX JPYTUX 3HAYMMBIX MOJTPYIIN, HAIPUMEp, [0 Macce Tela, MoJI0BOU
3peNocTH, Moiy| <mjis JaHHOW JIeKapCTBEHHOM (OpPMBI> <B CBSI3U C HEBO3MOXKHOCTHIO
00€eCIeYnTh PEKUM TO3UPOBAHUS>.



[Tpu Hanmuuu 60s1ee MOAXOASIIEH Il MPUMEHEHHUS TO3UPOBKH U (W) JIEKapCTBEHHBIX
(dbopM 1 HEKOTOPBIX WM BCEX MOATPYII AeTeil (HampuMep, pacTBOp AJi IpUEMa BHYTPb
IUIsL IeTei), ATo JomyckaeTca ykas3aTb B pazaene 4.2 OXIJIII na npencraBieHHy0 (MeHee
MOJAXOISITYI0) JO3UPOBKY U (MJIN) JIEKAPCTBEHHYIO (hOpMYy.

Hanpumep: "/[pyrue nexapctBeHHbIE (pOopMbI W (WIIH) JO3HPOBKH MOTYT JIYYIIE
VJIOBJIETBOPATH MOTPEOHOCTH JaHHOH rpymiibl.".

Cnoco6 nmpuMeHeHus..

[Tox oTnenbHBIM MOJA3aroJIOBKOM "Mepbl IpeaoCcTOPOKHOCTH, IPUHUMAEMBIE TIEPES]
NIpUMEHEHHEM MPENapaTa Uil MpH paboTe ¢ HUM'" cO CChUIKOM Ha pasnen 6.6 unu pazngen 11
OXJIIT yka3siBatoTCs BCe 0COOBIE MEPHI MTPEAOCTOPOKHOCTH TIPH paboTe ¢ MpernapaToM Uiu
ero MNpUMEHEHHH (Hampumep, I IUTOTOKCHUYECKUX TIpernapaTroB) MEIUIIUHCKUMHU
paOoTHUKaMHM (BKJIOYass OEpPEMEHHBIX MEIUIIMHCKUX PA0OTHUKOB), MHALMEHTOM H
YXKUBAIOIINMU JIUI[AMU.

VYka3pIBaeTcsl MyTh BBEACHHUS W MPUBOJATCA HMCUEPIBIBAIONINE UHCTPYKIUH TIO
NpPaBUIBHOMY BBEACHHUI0O M NpPUMEHEHUIO. WHCTPYKUMM 1O MPUTOTOBIECHUIO WIIH
BOCCTAHOBIICHUIO CJIEyeT NpuUBeCTH B paszaene 6.6 unm pazgene 11 OXJIII (mpu
HE0OXOJMMOCTH) M YKa3aTh CChUIKY Ha qaHHbIA paznen OXJIII.

[Ipu HanMYuu MOATBEPKAAIOIMIMX TAaHHBIX HEOOXOJMMO MaKCHMAaJIbHO IMOHSTHO
MPEACTaBUTh CBENCHUSI 00 albTEPHATHUBHBIX CIOCO0AX, YIyUINAIOIMKUX MPUMEHEHUE WU
OpPUEMJIEMOCTh TNPUMEHEHHUs] JIEKapCTBEHHOTO Tpenapara (HampuMmep, BO3MOKHOCTh
pasiiaMbIBaHUsl TaOJIETKH, pa3pe3aHuss TAOJETKH WM TPAHCAEPMAIBHOTO IIACTHIPS,
pa3MenbyeHus: TaOJETKH, BCKPBITUS KAalCyJ, CMEIIMBAHUS HX COAEPKHUMOTO C THUIIEH,
PAcTBOPEHHMSI B HAITUTKAX C YKa3aHWEM Ha BO3MOYKHOCTh IPUMEHEHHS YaCTU JJ03bI), 0COOEHHO
IIPU BBEJCHUU JIEKAPCTBEHHOI'O Mpenapara MOCPEICTBOM 30HIOB Il MCKYCCTBEHHOIO
BCKapMJIUBaHMUS.

Heo6xonumMo OOBACHUTH BCE CIENHUaTbHbIE PEKOMEHAAIMU IO NPUMEHEHUIO,
00yCJIOBJICHHBIE JICKAPCTBEHHOM (POPMOIA, HapuUMep:

"B cBs3U ¢ HENPHUATHBIM BKYCOM K€BaTh TA0JIETKH, TIOKPBIThIE 000JI0YKOH, HE ciieayeT'";

"He cienyer pa3jaaMbIBaTh TAOJETKH, MMOKPHIThIE KHIICYHO-PACTBOPUMOM 000JI0YKOH,
ITOCKOJIBKY OHA NPEMATCTBYET [pH-3aBUCHMOMY pacniany, pa3apaXCHHIO KHIIEeYHHUKA[";

"He crenyer pa3iamMbIBaTh Ta0JIE€TKY, HOKPBITYIO 000JOYKOMH, MTOCKOJbKY 000J04Ka
npeaHa3HadeHa Jiyis ooecrnedeHus MpoJOHTHPOBAHHOTO BRICBOOOKIeHHS (CcM. pa3aern 5.2)".

Heobxoaumo npeacTaBuTh CBEJIEHUS O CKOPOCTH BBEICHUSI MTAPEHTEPATBHBIX MIPEapaToB

[{enecooOpa3Ho MPUBECTU CBEJCHUS O MAKCUMAJIbHON KOHIICHTPAIMH TTapEHTEPATbHBIX
IpernapaToB, KOTOPYK MOXKHO 0€30MacHO BBOAWTH JIETAM (€CIH MPUMEHHUMO), OCOOECHHO
HOBOPOXKJICHHBIM, Y KOTOPBIX JOCTATOYHO YAaCTO WMMEIOTCS OTPAHWYCHUS HAa BBEIICHHC
KUJIKOCTU (Harpumep, "He 6os1ee yem X mr/Y mit pactBopa').



4.3. IIpoTuBOMOKa3aHUA

45. B pmannom paszgene OXJIII yka3biBaloTCsl OOCTOSITENHCTBA, MPU KOTOPBIX
JIEKapCTBEHHBIN MpernapaT He TOJDKEH MPUMEHSITHCS UCXOs U3 Mpoduiis ero 6e30macHOCTH,
TO €CThb MpoTHUBOMOKazaHus. K TakuM 0OCTOSITENbCTBAM OTHOCSATCS ONpPEAECICHHbIE
KJIIMHUYECKUE COCTOSIHUS, COMYTCTBYIOUIME 3a0osieBaHudA, AeMorpaduueckue (HaxTopsl (
HaIrpuMep, MOoJ, BO3pPAcT) WM MPEApaclooXKeHHOCTh (Hampumep, MEeTaboJIUYecKue u
MMMYyHOJIOTUYECKHE (DAKTOPBI, OMPEACICHHBIM T€HOTUIl U JICKAPCTBEHHBIC pPEAKIMU Ha
npenapar Win Kjacc MpenaparoB B aHaMHE3€). DTH 00CTOSTENbCTBA HEOOXOIUMO yKa3aTh,
WCIIOJIB3YSI MIOHSITHBIE, OJTHO3HAUYHbBIC U YETKHE (POPMYJIUPOBKHU.

HeobOxomumo ucxoass u3 (PakKTUUECKUX MAHHBIX WU CTPOTHX TEOPETUUYECKUX
IPEANOCHUIOK MEPEUUCIIUTh JIPYTHE JIEKAPCTBEHHBIC Mpenaparhl WK (papMaKoJIOrHdecKue
KJIACChI MPEMApPaTOB, KOTOPHIE HE CIIEYET MPUMEHSITh OJJHOBPEMEHHO WIIA MOCIIEI0BATEIBHO
C JIaHHBIM JIEKapCTBEHHBIM MpemnapaToM. Ecian npuMeHnMo, NpUBOJIUTCSA CChUIKA HA pa3jen
4.5 OXJIIL.

[Tonynsiuuu NanMeHTOB, HE W3YYEHHbIE B paMKaxX NPOrpaMMbl KIMHUYECKUX
WCCIEI0BaHNM, cleAyeT onucbiBaTh B pasaene 4.4 OXJIII, a He B manHOM pasjaene, 3a
WCKJTIOYEHHEM CJIydaeB HeOJarompusTHOTO MPOTHO3a B OTHOMIEHWH O€30MacHOCTH (
Harpumep, MPUMEHEHHE BEIIECTB C Y3KUM TEpareBTUYECKUM JUANa30HOM, BBIBOJHUMBIX
MOYKaMH, y MalUEHTOB C MOYEYHON HEJOCTAaTOYHOCTHI0). OJHAKO, €cliM Kakue-mnbo
MOMYJISIUY MAMEHTOB UCKIIIOYATIUCh U3 UCCIIEIOBAHUS M0 COOOpaKeHUAM 0€30MacHOCTH, UX
HEO0XO0IMMO TMEPEUYUCIUTh B JaHHOM pazzene. Ecnu npumeHuMo, TPUBOIUTCS CChUIKA Ha
pazaen 4.4 OXJIIL.

bepeMeHHOCTh U TpyTHOE BCKapMIIMBAHHUE YKA3bIBAIOTCS B IAHHOM pasJieie, TOIbKO €Cliv
OHH SIBJISIIOTCS MTPOTUBOTIOKa3aHusAMHU. [Ipu 3TOM HEOOXOAMMO yKa3aTh CChUIKY Ha pas3zen 4.6
OXJIII, B KOTOpOM CleAyeT NpeICTaBUTh 0oJiee MOIPOOHBIC CBEACHUS.

CBeneHust 0 TUIIEPUYYBCTBUTEIBHOCTH K JEUCTBYIOLIEMY BELIECTBY (TPYIIIE CXOXKHUX IO
XUMHYECKOMY CTPOCHHUIO BEIIECTB, €CJIM MPUMEHUMO) M JI0OOMY BCIIOMOTaTeIbHOMY
BEIIIECTBY, TPOU3BOJICTBEHHON MPUMECH, a TAKKE O MPOTUBOINOKA3aHUHU, 00YCIOBICHHOM
HAJIMYHUEM ONPEIETICHHBIX BCIIOMOTATENbHBIX BEIIECTB, HEOOXOAUMO BKJIIOUUTH B JIAHHBIN
paznen OXJIII (B coorBeTcTBUM € npuiiokeHueM Ne 1 Kk HacTosAmUM TpeOOBaHUSIM).

46. Jlns neKapCTBEHHBIX PACTUTENBHBIX MPENapaToB MPOTHUBOMOKA3aHUEM K HUX
MPUMEHEHUIO TaKXKE SBJISETCS TUIEPUYBCTBUTEIBHOCTh K JAPYTHMM PACTEHHUSIM TOTO Ke
CEMENCTBA U APYTUM YacCTAM TOTO K€ pacTeHUS (€CIM NPUMEHUMO).

47. HenocTaTOYHOCTh JAHHBIX caMa 10 ce0e He JOJKHA SIBJSTHCS MPOTUBOIIOKA3aHUEM.
Ecim ucxons n3 mpodwiist 6€30mMacHOCTH TpenapaT MPOTHUBOIMOKA3aH K MPUMEHEHHIO Y
0co00ii nmonyisauu (HanpuMmep, y AeTeil Wik NOArPYIIbI AeTei ), 3T0 HE0OX0AUMO OTPa3UTh



B ganHoMm paszgene OXJII u gate cepuiky Ha pazgen OXJIII, B koTopoMm mpuBOASTCS
nojapoOHbie cBeneHuss o0 3Tom. [IpoTuBomoOkazaHue y JeTeil clienyeTr yka3biBaTb 0e€3
MO3aroJIOBKa.

4.4. Oco6rle yka3aHHs U MEPHI IPEIOCTOPOKHOCTH MPH IPUMECHEHUA

48. Ilpu BBIOOpE MOpSAIKA WU3JIOKEHHSI OCOOBIX yKa3aHWW M MEp MPEIOCTOPOKHOCTH
CJIEIyEeT MPEXkKIE BCErO UCXOUTh U3 BAXKHOCTU MPUBOJIMMBIX CBEICHUI 0 O€30MacHOCTH.

KoHnkpetHoe conepxkanue ganHoro paszaena OXJIII Oyner oTinyaThcs B 3aBUCUMOCTU OT
BU/JIa JIEKAPCTBEHHOIO MpEMapara v oT MOKa3aHus K ero npuMeHenuto. B atot pazgen OXJIII
JIOJKHBI OBITh BKJIFOUEHBI CBEJICHU S, 3HAUMMBIE J1JIs1 KOHKPETHOTO Mpernapara.

49. Ceenennsi 00 OTACITHLHOM PHCKE, CBS3aHHOM C MPUMEHEHHEM JIEKapCTBEHHOTO
npemnapara, cieayer BkiaodaTth B gaHHbIM pasfaen OXJII Tonbko B TOM ciaydae, €Ciu TaKou
pUCK TpeOyeT cOONMACHUSI Mep MPEIOCTOPONKHOCTH MPU TPUMEHEHHH WIH TIPU
HEOOXOJUMOCTH TPEAYNPEKICHUS MEAUIIMHCKOrO paboTHUKA 00 3TOM pucke. ['pynmsl
MalMEeHTOB, Y KOTOPBIX MNPHUMEHEHHE JIEKapCTBEHHOIO Ipernapara MPOTUBOIIOKA3aHO,
HE0OX0IMMO yKa3aTh TOJbKO B pazzaeine 4.3 OXJIII, He nyonupys B JaHHOM pasjierne.

50. Heo6xoiMMo Takke yKazaTh CJIeAyIOIIee:

a) YCJIOBHSI, TIPU KOTOPBIX MPUMEHEHHE JICKAPCTBEHHOTO IMpernapara MOXKET OBITh
npuemiieMbiM. B yacTHOCTH, HEOOXOAUMO OMHUCATh CHEIUAIbHbIE MEPhl 0 MUHUMU3AIUN
PUCKOB, HEOOXOIMMBIE KaK 4YacTh IUIaHA YIMPABJICHUS PUCKAMU B IEJISIX OOECIeUeHHS
6e3onacHoro v 3Q¢GeKTUBHOr0 NPUMEHEHHS JIEKapCTBEHHOT0 Nipenapara (Hanpumep: "llepen
Hay4aJoM TepamuH | Jajiee eKeMECIIHO HE0OX0IHMO KOHTPOJIHPOBATH (DYHKIHIO redeHu ", "
IanueHToB cieayer NpOMHCTPYKTHPOBATh O HEOOXOQHUMOCTH HEMEIJICHHOTO COOOIICHHS O
JIFOOBIX CUMIITOMAX JACHPECCHH U (MJIH) CyHIIUAaIbHBIX MBICTAX ", "JKeHIIHHbI ¢ 1eTOPOJHBIM
MOTEHITHATIOM JTOJDKHBI HCII0JIb30BaTh KOHTpAIeNnuio" u 1p. ),

0) ocoOble TpyMIbl NAIMEHTOB, MOABEPKEHHBIE MOBBIIIIEHHOMY PUCKY WJIH SIBJISIIOIIUECS
€MHCTBEHHBIMU TpyNIIaMU, MOJIBEPKEHHBIMU PUCKY Pa3BUTHUSI HEXKENIATEIbHBIX PEAKIIUNA Ha
npenapar Wid Kiacc MpenaparoB (Kak MPaBUIIO, CEPbE3HbIE WJIM 4YacThie) (HAampuMmep,
MOXUJIbIE, JETH, MAIUEHTHl C MOYEUYHOW WIJIM NMEYEHOYHOM HEIOCTATOYHOCTHIO (BKIIHOYAs
CTENEeHb HEJOCTATOYHOCTH, HAlpUMEpP, JErKYyl0, CPEIHIOI0 U TSHKENIY0), MalUeHTHI,
MIO/IBEPraeMble aHECTE3UH, U MALUEHTHI C CEPACUYHON HEAOCTATOYHOCTHIO (BKJIKOYas B JaHHOM
ciydae Ki1accupukanumio, Hanpumep, Hbio-opkckoii akafieMuu o H3ydeHHIo 3a00neBaHuil
cepana (NYHA)). Heo6xoaumo ykazath cchuiky Ha pazzaen 4.8 OXJIII ¢ uenbio pazaenenus
HEeXeNaTeNbHBIX 2(P(EKTOB C MO3UIINI YaCTOTHI U TSHXKECTU OMPEEeTICHHON HeXelaTeIbHON
peakuuu;

B) CEpbE3HBbIC HEXENATEIbHBIE PEAKIUU, O KOTOPHIX HEOOXOIMMO OIOBECTHTH
MEJTUIUHCKUX PAOOTHUKOB, CUTYAIIMH, IPU KOTOPHIX OHU MOTYT BO3HUKATh, U HEOOXOIUMBIC
Mepbl IOMOIIH (HapUMep, HEOTI0KHASI PeaHUMAILIHS );



I') MpY HAJIUYUKM KOHKPETHBIX PUCKOB, CBSA3aHHBIX C NMPUMEHEHHUEM JICKAPCTBEHHOTO
npenapara B Hauajne (Hanpumep, 3¢ (eKxThl nepBoi 03bl) UK MPHU NPEKpallleHuH (Harpumep,
"pukomer", peakiuu CUHIApoMa "OTMEHBI") MPUMEHEHUs, WX HEOOXOIUMO MPUBECTU B
JTAHHOM pa3jiesie BMECTE C HEOOXOIUMBIMU MEpaMH JIJIsl UX TIPEAYTPEIKICHHUS;

1) MEPBI, KOTOPbIE HEOOXOIUMO MPUHSATH ISl BBISBJICHUS MAIIMEHTOB, MOJBEPKEHHBIX
PUCKY, W TIPEIOTBpPAIICHUS WU PAHHETO BBIABJICHUS Hadala WIM YCYryOJICHUS OTACHBIX
coctosHui. Ecnu TpeOyercss omoBelleHWE O CHUMIOTOMAaxX W TMPU3HAKAX, SBISIONIUXCS
MPEBECTHUKAMH CEPhE3HON HEXKeNaTeIbHON PeakIuu, UX HEOOXO0IMMO OIHUCATh;

€) B cilyyae HeoOXOAMMOCTH MPOBEACHUS KAKOT0-JIMO0 Ceu(PUIecKoro KIMHUYECKOTO
WM J1a00paTOPHOTO MOHHMTOPHHTA PEKOMEHJAIMH OTHOCHTEIBHO TAaKOTO MOHHMTOPHHTA
JOJDKHBI COJIEpKaTh MPUUHUHY, BPEMS U CIIOCOO €ro OCYIIECTBICHUS B paMKaxX KIMHUYECKOU
MpakTUKU. Eciii mpu TakuxX 0O0CTOATENbCTBAX WM COCTOSIHUSIX TPEOyeTCs CHUKEHUE JO3BI
WJIM UHOM PEXXUM JTIO3UPOBAHMS, CBEICHUS 00 3TOM clielyeT BKIOUNUTh B paznaen 4.2 OXJII u
yKa3aTh CChUIKY Ha JAHHBIN pa3/edn;

) yKa3aHUs B OTHOIIICHUY BCIIOMOTATEIHbHBIX BEIIECTB (MX HEOOXOAMMO YETKO OIMUCAThH
MMOJ OTJAENbHBIM 3arojoBkoM '"BcmomorarenbHble BemecTBa") MW OCTAaTOYHBIX
MIPOM3BOJICTBEHHBIX MpHUMecei, HHPOopMaIHsa 0 KOTOPHIX Ba)KHA ¢ TOYKH 3PEHUS 00CCIICUSHHUS
0e30I1aCHOCTH;

3) CBEACHMS O COJIEp>)KaHMHU ATaHOJA B JICKAPCTBEHHBIX IIpernaparax, COJeprKallux
AJIKOTOJIb, TIPUBOJISATCSI B COOTBETCTBUHM ¢ npuiioxkeHrneM Ne 1 k Hactosmum TpeGoBaHUsIM;

1) yKa3aHUs O TPAHCMHCCUBHBIX areHTax B JIEKAPCTBEHHBIX Mpenaparax, MOIy4YeHHBIX U3
J1a3Mbl KPOBH YEJIOBEKA;

K) CyOBEKTHI U MAIIUEHTHI C ONPECICHHBIM T€HOTUIIOM WU (PEHOTUIIOM MOTYT JU00 HE
OTBEYAaTh HA JICUCHHE, TUOO0 OBITh MOJBEPKEHBI PUCKY YPE3MEPHOTO (DapMaKOIMHAMUYECKOTO
apdexTta UM HEXKETATCIBHOW pEeaKUHH, YTO MOXKET ObITh OOYCIOBJIEHO asuleIsiMu
He(YHKIITUOHUPYIOMUX (HEPMEHTOB, aJIbTCPHATUBHBIMH META0OIUYECKUMHU TyTAMH (
OTIOCPElyeMbIMH OTPEICTICHHBIMUA AJJICISAMH) WK JepuiuroM TpancnoptepoB. [logoOHbIe
CUTYAIINH, €CJIU O HUX U3BECTHO, HEOOXOIMMO YE€TKO OIUCATh;

J) BCE PUCKH, OOYCJIOBJICHHBIE HEMPABUIbHBIM IyTEM BBEICHUS (HAIpPUMEp, PUCK
HEKpO3a MPU BHECOCYAUCTOM BBEJECHHUMU BHYTPUBEHHOTO IMperapara Wik HEBPOJIOTUUYECKUX
MOCJIICACTBUH TNpPH BHYTPUBEHHOM BBEJISCHHU BMECTO BHYTPHUMBIIIEYHOTO), C
PEKOMEHAAIUSIMU MO0 BO3MOXKHOCTHU UX YCTPAHECHMUSI.

51. B HCKIIOUHMTENBHBIX CIydasX 0co00 BakKHbIE CBEJICHHUS IO 0€30MacHOCTH
JIEKapCTBEHHOI'O Mpenapara JA0MyCKaeTCs BhIICTUTD MOTYKUPHBIM IIPUPTOM, 3aKITIOYUB UX B
paMKy.

52. Bce HexenaTelnbHbIe PEaKIiy, YKa3aHHbIe B JAaHHOM pa3jiesie Wik 00yCIOBICHHBIE

COCTOSIHUSIMHU, IPEAYCMOTPEHHBIMU JAHHBIM Pa3JesIOM, TAaK)KE BKIIOYAKOTCS B pasaen 4.8
OXJIII.



53. Ecnu npuMeHHMMO, YKa3bIBA€TCS BO3MOXKHOCTb HCKA)XKEHUSI PE3yJbTAaTOB
1a00paTOPHBIX TECTOB (HaNpUMep, Npu nposeaeHuu npoodsl KymOca Ha ¢poHe npuMeHeHUs
OcTa-nmakramMoB). MIX HE0OXOAMMO YETKO OIHCaTh, MCIOIB3YS I0J3arojoBOK (Hampumep: "
Hckaxenne ceposoruieckux TectoB”).

54. Onucanue 0coObIX yKa3aHUH U MEp MPETOCTOPOKHOCTH B OTHOIIICHUH OEPEMEHHOCTH
Y JIAKTallUH, BIUSHUS Ha CIIOCOOHOCTD YIPAaBIISATh TPAHCIIOPTHBIMU CPEACTBAMU U paboTaTh C
MEXaHU3MaMU U NPOYUX ACHEKTOB B3aUMOJEHCTBUM, B LEIOM, HEOOXOJAUMO MPUBOJIUTH B
pasznenax 4.5 — 4.7 OXJIII cooTBercTBeHHO. B ciydasix 0co0oi KIMHUYECKON 3HAYNMMOCTH
ornpeeleHHbIEe MEpPhI MPEIOCTOPOKHOCTU CIAEAYET ONUCATh B JAHHOM paszelie (Hampumep,
Mepbl KOHTpPAUENUUN WIA IPU HEXKEIATEIbHOCTH COMYTCTBYIOIIETO NMPUMEHEHUS IPYroro
npenapara ¢ IpuBeJAeHUEM CChUIKU Ha pa3zensl 4.5, 4.6 unu 4.7 OXJIII).

Hertn.

Ecnn nexapcTBeHHbIN IpenapaT noka3aH 0JHOM win 0oJjiee BO3paCTHBIM Ipylnam AeTen
U UMEIOTCS O0cOoOble yKa3aHUsi U MEpbl MPEJOCTOPOKHOCTH MO €ro MHPUMEHEHHIO,
ABIIAIOIINECA CIEUM(PUUHBIMYU Ul A€Ted MM Kakoi-TmbO BO3pacTHOM Ipymlmbl JeTeH, ux
HE00XO0UMO MPUBECTU B JaHHOM paszenie. CieayeT onucath Bce HEOOXOIUMbIE OCOObIE
yKa3aHus M Mephbl IPEIOCTOPONKHOCTH OTHOCHUTENIBHO JIOJTOCPOYHOI Oe3omacHocTH (
HaIrpuMep, B OTHOUIEHUU BIUSHUSA Ha POCT, HEBPOJOTUUYECKOE U MOBEJIEHYECKOE Pa3BUTHE, A
TaK)Xe IO0JOBOE CO3PEBAHME) U CIIELMAIBHBI MOHUTOPUHT AETEH (HampuMep, MOHUTOPUHT
pocta). Ilpu OTCYTCTBHUM HEOOXOAMMBIX JOJITOCPOUYHBIX AAHHBIX MO OE30MaCHOCTHU AITO
yKa3bIBaeTcsl B JAaHHOM paznene. Ilpy Hanmuuu NOTEHUMAJIbHOIO CYLIECTBEHHOTO WU
JUINTEJILHOTO BJIMSIHMSI HA MOBCEIHEBHYIO aKTMBHOCTH JeTel (Hampumep, ClOoCOOHOCTh K
00yueHHI0 Wi (PU3NYECKYI0 AKTHBHOCTb) WJIM MPH BIUSHUM HA aNIlEeTUT HWJIM COH
IIPUBOJSTCS] COOTBETCTBYIOIME YKA3AHMSL.

[lepeuuncnstorcs Mepsl, ciequdUUHbIe A1 AETeH, KOTOPhIM MOKa3aHO MPUMEHEHHE

JIEKapCTBEHHOT'O Tpernapara (HanpuMmep, Kak 4acTh IJIaHa YIIPaBICHUS PUCKAMU).

4.5. BzanMmopeicTBHE ¢ APYTrMMH JIEKapCTBEHHBIMY IpenapaTaMy U OpyTHe BB B3aHMOCHCTBUA

55. B nannom pazgene OXJIII HeoOX0IUMO MpeACTaBUTh CBEACHHUS O MOTEHIUAIBHO
KJIMHUYECKU 3HAYUMBIX B3aMMOJCHCTBHUSAX, OCHOBAHHBIX Ha (HhapMaKOIUHAMHYECKUX
CBOMCTBaxX M pe3yJibTarax (papMaKOKMHETHUECKUX HCCIEJIOBAHMI In VIVO JIEKAPCTBEHHOTO
npernapara ¢ OTAEIbHBIM YKa3aHUEM B3aMMOJICUCTBUMN, KOTOPbIE MPUBOJAT K W3MEHEHUIO
PEKOMEHIallMi [0 MPUMEHEHUIO0 JAaHHOTO JIEKapCTBEHHOro npenapara. K HUM oTHOCSTCA
pe3ynbTaThl B3aUMOJEHUCTBUS 1IN ViVo, HEOOXOIMMBbIE ISl 3KcTpanoisuuu dPdexkra Ha
MapkepHoe ("KOHTpOJbHOE") BEIIECTBO JPYTUX JEKAPCTBEHHBIX MPEnapaToB, 00J1a1aronux
OJIMHAKOBBIM C MapKepoM (papMaKOKHUHETUYECKUM CBOWCTBOM.

56. CHauana mpUBOJUTCSA ONMUCAHHWE B3aUMOJICUCTBUMN, BIUAIONIMX HA MPUMEHEHUE
JAHHOT'O JIEKAPCTBEHHOI'O MPEIapara, 3aTe€M yKa3bIBalOTCA B3aUMOJEHCTBHS, TPUBOASAILNE K
KJIMHUYECKU 3HAYMMBIM U3MEHEHHSIM MPUMEHEHHUS IPYTUX JIEKAPCTBEHHBIX MIPEMNapaToB.



B nanHOM pazziene HEOOXOIUMO OMUCATh B3aUMOCHCTBHUSA, KOTOPBIE YKa3aHbI B IPYTHUX
pazaenax OXJIII u B KOTOPBIX COAEPHKATCS CCHUIKA HA JAHHBIA pa3zie.

B navasie npuBOASTCS CBEICHHS O MPOTHUBOTIOKA3aHHBIX KOMOMHAIMX JIEKAPCTBEHHBIX
penapaToB, Jajiee 0 KOMOMHAIIUSIX ITpenapaToB, OJJTHOBPEMEHHOE MPUMEHEHUE KOTOPBIX HE
PEKOMEHAYETCS, U B 3aBEPIICHUU — BCE OCTAIbHBIE CBEICHUS.

57. 1o kaxa0My KIMHUYECKH 3HAYMMOMY B3aMMOJIEUCTBUIO HEOOXOUMO MPEICTABUTD
CJIEIyIOLIUE CBEACHUS:

a) MPOTUBOTIOKA3aHMsI OJJHOBPEMEHHOTO pUMeHEeHHs (co cchbuikoit Ha pasnen 4.3 OXJIII)

0) HeXeNaTeNTbHOCTh OJTHOBPEMEHHOTO MPUMEHEHHS (CO cChUTKOM Ha pazaen 4.4 OXJII);
B) IPUMEHEHUE Mep MPEAOCTOPOKHOCTH, BKIIIOYAsT KOPPEKIHUIO 1036l (CO CCHUIKON Ha
paznen 4.2 wiu pazaen 4.4 OXJII ucxonst u3 00CTOATENBCTB) C NEPEUUCICHUEM KOHKPETHBIX
00CTOSITENILCTB, TPEOYIOMIMX TaKON KOPPEKIINY;

I) JI00ble KIMHUYECKHE MPOSIBICHUS M BIMSHUE HA IUIA3MEHHYIO KOHIIEHTPALUIO U
oAb noja KkpuBoi "koHneHTparusa — Bpems" (AUC) nCXOQHBIX COSTUHEHUN U aKTUBHBIX
MEeTa0O0JUTOB U (MJIK) J1a0OPATOPHBIE TAPAMETPHI;

1) MEXaHU3M B3auMOJEHCTBHUS (eciu u3BecTeH). Hanpumep, B3auMoIeiCTBUE BCIIEICTBUE
MHTUOUpPOBAHUSI WM HMHAYKIUU LuToxpoma P450 HeoOXOoauMo MpeacTaBUTh B JTAHHOM
pasnene co cchuikoi Ha pasnen 5.2 OXJII, B kotopom cienyeT 0000mMUTh pe3ybTaThl in
Vitro MHTHOUPYIOIIETro WM UHAYLUPYIOIIEro NOTeHIIUAaNa.

58. HeoOxonuMo onucaTh B3aMMOJIEUCTBHSI, HE U3yYEHHBIE 1N VIVO, HO IPOTHO3UPYEMBIE
HA OCHOBAHMHM UCCIIEAOBAHU in Vitro WJIM HA OCHOBAHHUHM JIPYTUX CUTYallUW U UCCIIEIOBAHUM,
€CJIM OHH MPUBOJAT K U3BMEHEHUIO MPUMEHEHHSI JIEKAPCTBEHHOTO Mpenapara, co CCbUIKOM Ha
paznen 4.2 unu 4.4 OXJIIL.

59. B nanHOM pasznesie HeOOXOAUMO yKa3zaTh MPOJOTKUTEIBHOCTh B3aUMOJICHCTBUS
MIOCJIE OTMEHBI JIEKAPCTBEHHOI'O Mpenapara ¢ KIMHUYECKA 3HAYUMBIM B3aUMOJECHCTBHEM (
HaIrpuMep, UHruOUTOpa Wik UHIyKTopa GpepmenToB). Kak ciencrue, MoxXeT noTpedoBaThCs
KOppeKUus pexxuma 103upoBanusd. ClielyeT TaKke yKa3aTh Ha HE00OXOJUMOCTh OTMBIBOYHOTO
neprojia Mpu Mocie10BaTeIbHOM MPUMEHEHHH JIEKAPCTBEHHOIO Mpernapara.

60. Heo0x0qumo Taxke NpeACTaBUTh CBEACHUS O IPYI'MX 3HAYMMBIX B3aUMOJEHCTBUSAX,
HaIpUMep, C JIEKapCTBEHHBIMH PACTUTEIHHBIMHU MpEnapaTamMmu, MUILEH, aTKOT0JIeM, KypeHuEeM
1 (papMaKoJOTUYECKH AaKTUBHBIMU BEILIECTBAMH, HE UCIIOJIb3YEMbIMUA B MEAUIIMHCKUX LEAX.
Heo6xonumo omucats (apmakoguHamuueckue 3PEGeKThl, KOTOpble MOTYT MPUBECTH K
KJIIMHAYECKU 3HAYMMOMY NOTEHLIMPOBAHUIO WM HEOIATONPUSITHOMY aJAIUTUBHOMY 3P (DEKTY.

61. Pe3ynbpTarhl, MOJIy4YEeHHBIE N VIVO, CBHACTEIbCTBYIOIINE 00 OTCYTCTBUU
B3aMMOJIEUCTBUS, HEOOXOMMO MPUBOJUTH TOJILKO MPU MUX 3HAYUMOCTHU JJII METUIIUHCKOTO
paboTHHMKA, HA3HAYAIOIIETO JICKAPCTBEHHBIN Mpenapat (HampuMmep, B KIMHUYECKOW o0nacTw,
B KOTOpOH paHee OOHApY>KMBAJIKUCh MOTEHIIMAILHO OMACHbIE B3aMMOJCUCTBUS (HAIpPUMED,
IIPU PUEME aHTUPETPOBUPYCHBIX MPEMAPATOB)).



62. Ecnu nccienoBaHus B3aMMOAECUCTBUS HE TIPOBOIUINCH, 3TO HEOOXOJUMO YKa3aTh.

Oco0bie Tpynmbl MAIUEHTOB.

Ecnu BBISBIICHBI TPYIIBI MAIMEHTOB, Y KOTOPHIX BIUSHHE B3aWMOJCHCTBHs Oojee
BBIPAKEHO, UM OXKUAAETCS OOJbIlasi CTENEHb B3aMMOJICUCTBUS (HAIpUMeEp, MalUEeHThl CO
CHW)KCHHOM (PYHKITEH TTOYeK (€CITM OJTHUM W3 MyTEeH SKCKPEIUU SBIACTCS MMOYCHHBIN ), ICTH,
MOKUJIBIE U JIP.), ITH CBEJACHHS HEOOXOIMMO BKJIIOUUTD B TAHHBIN pa3jed.

HeobxoauMo onucath B3aMMOJEHCTBHS C IPYTMMU JIEKAPCTBEHHBIMU IpENapaTaMH,
00yCJIOBJICHHBIE MOTUMOPPU3MOM META0OIU3UPYIOMUX (PEPMEHTOB WM OMPEIACIICHHBIX
Te€HOTHUIIOB (IIPU UX HAJIUYHUH).

Jlern.

[Ipn HanMuuM 1oOKa3aHus K NTPUMEHEHUIO IS ONPEACICHHON BO3PACTHOM IPYIIIbI AETEN
B JAaHHOM pa3jielie He0OX0IUMO TIPEICTaBUTh CBEACHMUS, CICIU(UIHBIC /TSI TAHHOW TPYTITIHL.

PesynbTupytoias 3KCHo3ulus U KIMHUYECKUE MOCIEACTBUA (PapMaKOKMHETHUYECKOTO
B3aUMOJICUCTBUS Y B3POCIBIX U JAETEH, a TAKXKE y JIeTeH Pa3Iu4HbIX BO3PACTHBIX I'PYMI MOTYT
pasznuyatbesi. B 3Tol cBsI3u HE0OX0AUMO:

OMKCATh BCE YCTAHOBJIEHHBIE PEKOMEHAALIMH 110 JIEYEHUIO, CBA3aHHBIE C OJJHOBPEMEHHBIM
MPUMEHEHUEM B NOATpyNnax AeTeid (Hampumep, KOPPEKIUS J103bl, JOMOJHUTEIbHBIN
MOHUTOPUHI Mapkepa KIMHUYECKUX 3(@PeKkToB U (MiIM) HEXKeNaTelbHBIX peaKkluid,
MOHUTOPHUHT KOHIIEHTPAIINK Mpenapara);

BKJIFOUMTh yKa3aHue "lccnenoBanus B3aMMOIEMCTBYS NPOBEACHBI TOJIBKO Y B3pOCHbIX" B
clly4ae, €Clid UCCIIeI0BaHUs B3aUMOEICTBUS TPOBEICHBI Y B3POCIBIX;

yKa3aTh, UTO CTEIIEHb B3aUMOJICHCTBUS Yy €Tl aHAJIOTUYHA CTETIEHU B3aUMOJICUCTBUS Y
B3POCIIBIX (€CJIU ATO YCTAaHOBJIEHO);

yKa3aTb Ha OTCYTCTBHE [aHHBIX B cClly4ae, €CJIU MOJO0OHBIE HCCIEJOBAHUS
B3aUMOJICUCTBUS HE MPOBOJAMIIUCE.

AHAJIOTUYHBIN MOIXO0J TMPUMEHSETCS K (DapMaKOIUHAMUYECKUM JIEKaPCTBEHHBIM
B3aUMOJIEUCTBUSIM.

Ecnu B3aumoneiictBue ¢ numiei tpeOyer Bkmwodenne B OXJIIl ykazanuii mo
OJTHOBPEMEHHOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO IMpEnapara ¢ MUIIEH WIA ONpPEaeIICHHbIMU
NpOAyKTaMU MHUTAHUS, HEOOXOAUMO yKa3zaTh, MPUMEHUMBI JIM 3TH yKa3aHUs K AETAM (
0COOCHHO HOBOPOXKJICHHBIM W MJIAJIEHIIaM), PallMOH KOTOPBIX OTJIMYAaeTCsA (MUTaHUE
UCKJIFOUYUTEIbHO MOJIOKOM WJIK MOJIOYHBIMH CMECSIMU Y HOBOPOXKICHHBIX ).

JlauHbIi pa3nen cieayeT MpeAcTaBuTh B HanOOJIee MPOCTOM BHJIE C YKa3aHUEM TOJBKO
T€X B3aMMOJIEUCTBUI, KOTOpPbIE TPEOYIOT KaKMX-TUOO0 MPAKTUUECKUX YKA3aHUU MO PEeKUMY
MIPUMEHEHUS JIEKapCTBEHHOTO npenapata. [Ipu Hanmuuuyu GOJIBIIOr0 KOJIUYECTBA Pa3IMUYHBIX
B3aMMOJICHCTBUI (HampuMep, NpU NPUMEHEHUU MPOTUBOBUPYCHBIX IMpemnapaToB)
JOITyCKAETCsl UCIIOJIb30BaTh TAOIWYHBIN (hopMaT MpeACTaBICHUS HHPOPMAIUH.

4.6. ®epTHILHOCTE, 66PEMEHHOCTD M JIAKTAIHS



63. OO1ue NpUHIUIBL. 3asBUTETh WIN JAep>KaTelb PETUCTPAIMOHHOTO Y0CTOBEPEHUS
JOJIKHBI 110 BO3MOXHOCTH MPEJICTABUTh OCHOBAHMS Il PEKOMEHJAMN MO0 MPUMEHEHHIO
JIEKapCTBEHHOI'O Ipemnapara y OepeMEeHHBIX, )KCHIIUH B MEPUOJ JIAKTAIlMM M KCHIIUH C
JETOPOAHBIM MOTEHIIMATIOM. DTH CBEACHUS HEOOXOJMMbI MEIUIMHCKUM paOOTHUKAM IS
MOCIEAYIOET0 HHPOPMUPOBAHUS AIIIECHTOB.

[IpoBOasi COBOKYIHYIO OLIEHKY, HEOOXOAMMO HCIIOJIb30BaTh BCE JOCTYIIHbIE JIaHHBIE,
BKJIFOYAs pe3yJIbTaThl KIMHUYECKUX UCCIIEIOBAHUNA U MOCTPETUCTPAIMOHHOTO HAOIIOIEHNUS,
(bapMaKoJOrHYeCKyI0 aKTUBHOCTb, PE3YJIbTAThl TOKIMHUYECKHUX UCCIIEJOBAHUN U CBEJICHUS O
COEJIMHEHHUSX TOr0 K€ Kiacca.

[To Mepe HakoOIJIEHUS ONMBITa TPUMEHEHUS JEKaPCTBEHHOIO IpernapaTa OepeMeHHbIMH,
KOTOPBI MPEBOCXOAUT O0BEM JOKIMHUYECKUX MJAHHBIX Y JKUBOTHBIX, HEOOXOIUMO
OOHOBJIAITH YKa3aHHs MO MPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara npu 0epeMeHHOCTH U B
HEePUOJ JaKTaL1H.

Ecian GepeMeHHOCTh M JIaKTalHMsl SIBJISIIOTCS MPOTHUBOIIOKA3aHUEM K MPUMEHEHUIO
JIEKapCTBEHHOTI'0 TIpernapara, CBeACHNUs 00 3TOM He00X0IMMO BKIIOUUTH B pazaen 4.3 OXJIII.

Heobxoaumo npeacTaBuTh CleayIOIUE CBEECHUS.

JKeHIuHEBI ¢ JETOPOAHBIM TOTEHIIMAIIOM, KOHTPALETILMS Y MY>KYHH U KEHIIHH.

[IpuBonATCS yKa3aHus MO MPUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara y >KeHIIUH C
JAETOPOAHBIM NOTEHIIMAIOM, BKJIIOYasi HEOOXOIMMOCTb ITPOBE/ICHUS TeCTa Ha OEPEMEHHOCTh U
KOHTpauenuuu. Eciau nmanueHTkaM WM MOJIOBBIM MapTHEpLIaM MalMEeHTOB B X0JI€ Tepaluu
WU B ONPEIEICHHBII MPOMEXYTOK BPEMEHHU /10 HAayaja WU IOCJE 3aBEpIICHUS JICUEHUs
Tpedyercs 3 (PexTuBHAsE KOHTpALEIHLUs, OCHOBAaHUS Ui NMPUHATHS 3TOH MEphl CIeaAyeT
BKJIIOYUTH B JaHHBIN pa3fen. B ciyyae ecnum pekoMeHayeTcs KOHTpalenuus, HO UMEEeTCs
B3aMMO/JICHCTBUE C MEPOPATIbHBIMU WM IPYTUMHU KOHTpALENTHBAMU, HEOOXOIUMO TaKKe
yKa3aTh cchUIKy Ha pazzaen 4.5 OXJII (u npu HeoObxoaumoctu Ha pazzaen 4.4 OXJII).

bepemeHHOCTB.

ChHavana mpuUBOAATCS AaHHbIE, MOJYYEHHBIE MO pPe3yJbTaTaM KIMHUYECKUX U
JOKJIMHUYECKUX HCCIEJOBAaHUM, a 3aT€M — yKa3aHUsd MO NPUMEHEHUIO JIEKApCTBEHHOTO
npernapara Ha OCHOBE 3THX JIaHHBIX.

B oTHOIIEHWH AOKIMHHUYECKHUX JAHHBIX B pa3fesl BKIIOYAIOTCSH TOJBKO BBIBOJBI
UCCIIEIOBAHUN PENpOAYKTUBHOM TOKCMYHOCTH. bonee mnoapoOHble CcBeneHUs
npeAcTaBisroTes B pasaene 5.3 OXJIIL

B oTHOUIEHNM KIIMHUYECKUX JaHHbBIX:

B pa3ziesl He0OXOJUMO BKJIIOYUTH IMOJHBIE CBEJAEHUSI O 3HAYMMBIX HEXKEJIATEIbHbIX
SBJICHUSAX, BO3HUKIIUX y SMOpHOHA, IUIOJA, HOBOPOXJICHHOrO, OepeMeHHOU (eciu
npumeHuMo). CieyeT yka3aTb 4acTOTY BO3HMKHOBEHHSI HEKEIATEIbHBIX SIBICHUU (
HaIlpuMep, 4acTOTY BO3HHUKHOBEHHUsS BPOXKIEHHBIX aHOMaMil) corjacHo kpurepusm BO3 (
€CJIM 4aCTOTa OMPE/IECIICHA);



€CJIM HeXesaTeIbHbIC SBJICHUS IPH OEpeMEHHOCTH HE BOZHUKAIIH, B pa3jeie He0OX0uMO
yKa3aTh BEJIWYMHY TOMYJSIUU OEPEMEHHBIX, Y KOTOPHIX HUMEETCS OMBIT MEIUIIUMHCKOTO
MIPUMEHEHHMS JIEKapCTBEHHOTO Mpenapara.

B oTHomieHuu ykazaHuil 1O NMPUMEHEHHUIO JEKAPCTBEHHOTO Mpemnapara y JdaHHOU
KaTerOpUU KEHIIUH:

MPUBOJATCS PEKOMEHIAIMU 110 TPUMEHEHHMIO JIEKAPCTBEHHOIO Mpernapara B pa3inyHbIe
MEePUObI FECTALUK C YKa3aHUEM MPUYNH TaKUX PEKOMEHAAIUM;

Ipu TPUMEHEHUHU JIEKApCTBEHHOTO IIperapara BO BpeMs OEpEeMEHHOCTH B
COOTBETCTBYIOIIUX CIy4asix MPUBOAATCS PEKOMEHIALMM IO BEACHUIO OEPEMEHHOCTH,
BKJIFOYass HEOOXOJIUMBIM CIEIUAIbHBIA MOHUTOPHHT (HampuMep, YJIbTPa3BYKOBOE
HCCIIeIOBaHUE TUIOJIA, OINPEEICHHOE OMOJIOTMYECKOe WM KIMHUYECKOe oO0ciieloBaHue
TJI0/1a UM HOBOPOIKJICHHOTO).

Taxe AomycKaeTcsi BKJIIOYAaTh COOTBETCTBYIOIIME CChUIKM B paszaensl 4.3, 4.4 u 4.8
OXJIII.

[Tpumepbl HOPMYITHUPOBOK, TPUBOJUMBIX B TAHHOM pa3ieiie, COICPKATCI B MIPUIOKCHUU
Ne 5 k HacTtoAmUM TpeOOBaHUSIM.

JlakTammus.

[Ipu HaNMWM4YUU TPUBOAATCS KIMHUYECKUE JaHHBbIC (MPUMEHEHUE JIEKapCTBEHHBIX
MpenapaToB y MJAJICHIIEB, HAaXOJWBIIMXCA Ha TPYJHOM BCKapMJIWBaHWH), B BHUJIE
3aKJIFIOUCHUN KUHETHUYECKUX HCCIeOBaHUM (TJ1a3MEeHHAs KOHICHTpauus y JeTeH,
HaXOJMUBIIUXCS HA TPYJHOM BCKapMJIMBAHHUH, MPOHUKHOBEHHE JIEUCTBYIOIIETO BEIIECTBA U (
WJIM) €ro MEeTabOJIMTOB B TPYJAHOE MOJOKO). IIpy Hamuuuu NmpencTaBiIsSIOTCS CBEASCHUS O
HEXEIATEJIbHBIX pPEaKUUsX y JeTel, HaXOIAIMXCA Ha TPYJHOM BCKapMIIMBAHUH,
JOMYCKaeTcsl yKa3aHue NepeKpecTHON cChUIKU Ha pasnaen 4.8 OXJIIL.

3akioueHue 0 MPOHUKHOBEHUH JICHCTBYIONIETO BEIIECTBA U (WJIM) €r0 META0OJUTOB B
MOJIOKO Ha OCHOBAHMH JIOKJIMHUYECKUX MCCIIEIOBAaHUNU TPUBOJIUTCS TOJIBKO MPH OTCYTCTBUU
TaKuX JaHHBIX, TOJIYYEHHBIX Y YeJOBEKa.

[IpuBOATCS TPUYMHBI U PEKOMEHAIIMHN 10 MPEKPAIICHUIO UK MPOAOIKEHUIO TPYIHOTO
BCKapMJIMBaHMS U (WJIM) IPEKPaAISHUIO WU TIPOJIOIKEHUIO TEPATUU B 3aBUCUMOCTHU OT TOTO,
4TO 00JIee MPEANOUYTUTEINBHO.

[Tpumepb! HopMYyITHMPOBOK MPUBOAATCS B MPUIIOKEHUN No 5 K HACTOSIIUM TPEOOBAHUSIM.

DepTUIBHOCTD.

B nmanrnsiii pazgen OXJIIT HeoOX0auMO BKIIOUNTH CIICAYIOIIHNE OCHOBHBIC CBEACHUS O
BO3MOXKHBIX HEXelaTeNbHBIX 3(PdeKTax JeKapCTBEHHOTO Mpemnapara s MYKCKOW u
KEHCKOH (hepTHIHHOCTH:

KJIMHUYECKWE JaHHbIe (TIPY HATHMYHH ),

COOTBETCTBYIOIIME 3aKJIIOUYEHUS JOKIUHUYECKUX TOKCHUKOJIOTHUYECKUX HCCIIeN0BaHUMN (
npu HanuuuK). bosiee moapoOHbIe cBeieHUST HEOOXO0MMO BKIIOUUTD B pazaen 5.3 OXJIII;



pPEKOMEHJalMi MO MPUMEHEHUIO JIEKApCTBEHHOrO IpenapaTa Npu I[LUIAHUPOBAHUU
OEpEeMEHHOCTH U MTOTEHIIUAJIbHOM BJIMSIHUU Te€paruu Ha PepTHUIHLHOCTD.

Ecnu npumenumo, B pazaen 4.3 OXJII nomyckaercs: BKIIOYUTh CCHUIKA Ha JIpyrue
pazaenst OXJIIIL.

Ecnu nansblie no ¢pepTUiIbHOCTH OTCYTCTBYIOT, 3TO HEOOXOAUMO YETKO YKa3aTh.

4.7. Brmaane Ha CIOCOOHOCTD YIPABJIATh TPAHCIIOPTHRIME CPEICTBaMH B paboTaTh C
MeXaHH3MaMHI

64. Ha ocHoBanuu (apmakoguHamMu4eckoro u ¢GpapMaKOKHHETHYECKOTO Mpodus,
BBISIBJICHHBIX HEXENAaTeNIbHbIX PEAKINI 1 (MJIK) MPOBEAEHHBIX CHIEIUATbHBIX UCCIIEI0BAHUIN B
COOTBETCTBYIOIIEH MOMYJISALNY, HAMPABICHHBIX Ha YCTAHOBJIEHUE BIUSAHUS JICKAPCTBEHHOTO
npenapaTta Ha CHOCOOHOCTh YIPABISTh TPAHCHOPTHBIMU CpPEICTBAMU, OE€30MACHOCTh
JOPOKHOTO IBUKEHUS U padOTy C MEXaHU3MaMHU, HEOOXOAMMO yKa3aTh, YTO JIEKAPCTBEHHBIN
npenapar:

a) HEe OKa3bIBAET UJIM OKA3bIBAET HECYIIECTBEHHOE BIIUSHHE;

0) oka3bIBaeT caaboe BIUSHUE;

B) OKa3bIBAE€T YMEPEHHOE BIUSHUE;

') OKa3bIBAET BHIPAKEHHOE BIIMSIHUE.

65. HeoOxoammMo paccMOTpeTh APYrue Ba)KHbIE ACHEKThl BIUSHUS JIEKAPCTBEHHOIO
mpenapata Ha CIOCOOHOCTh YMPaBJISATh TPAHCIOPTHBIMU CPEACTBAMH M paboTy C
MEXaHH3MaMHU, €CIM O HHX HUMEIOTCS CBEIEeHUs (Hampumep, MNPOJOHKUTEIbHOCTh
HapyILIAIOUIEr0 BIUSHUSA U Pa3BUTUE TOJEPAHTHOCTH WIIM HEXKEJIATEJbHBIX PEakUHUi mpu
JUTUTEIIbHOM TPUMEHEHHH JIEKAPCTBEHHOTO TIpernapara).

66. B citydae eciin JIeKapCTBEHHBIN MPENapar OKa3blBA€T YMEPEHHOE UJIM BBIPAKEHHOE
BIIUSIHUE, HEOOXOIMMO MPENCTaBUTh 0COObIE yKa3aHUs U (WJIM) MEpbl IPEIOCTOPOKHOCTH
npu ero npuMenenuu (a taxxe B pazaene 4.4 OXJIIl B ciaydae, ecinu JeKapCTBEHHBIN
npenapaT OKa3bIBa€T BHIPAKEHHOE BIUSHHUE).

4.8. HexenaTenbHBIE peaKuy

67. B maHHBIN pa3zien BKIIOYAKOTCS BCE HEXENAaTeNIbHbIE PEaKIUH, BbISBICHHBIE B XO/€
KJIMHAYECKUX MCCIIEIOBAHUM, MOCTPErUCTPAIIMOHHBIX HCCIEOBAaHUN O€30MacCHOCTH U IO
pe3yapTaTaM CHOHTAaHHBIX COOOLIEHUH, B OTHOUIEHWU KOTOPBIX MPUUYUHHAS CBS3b MEXIY
JIEKapCTBEHHBIM IIPENAPATOM M HEKENATEIbHBIM SIBICHUEM MOCIIE€ MPOBEACHHUS TIIATEIbHON
OILIEHKM HMMEEeT OOOCHOBAaHHYIO BEPOSITHOCTh M MOJATBEPKIAETCS, HANPUMEpP, HUX
CPaBHUTEJIbHON 4YaCTOTOW BO3HMKHOBEHUS B KIMHUYECKUX HCCIEIOBAHUAX WU
pe3yibTaTaMH MHUIEMHOJIOTHYECKUX UCCIIEIOBAHUMN U (WJIM) OLICHKON MPUYUHBI pa3BUTHUS Ha
OCHOBAHMH COOOILEHUI MO OTAEIbHBIM cydasM. HexenarenbHble IBIEHUS, HE UMEIOLIUE 10
MEHBIIIEN MepE MOI03PEBAEMYIO IPUUMHHYIO CBs3b, B OXJIII HEe yKa3bIBarOTCA.



68. Madopmaruio, BKIIOYCHHYIO B JaHHBIM pa3jes HeoOXOauMO OOOCHOBATh B
KIIMHUYECKOM 0030p€ pEerucTpalioOHHOrO J0Ch€, OCHOBBIBASICh Ha OILIEHKE HaumOoiee
yOeIUTENbHBIX JAHHBIX B OTHOIICHWH BBISBICHHBIX HEXEIATEIbHBIX SBICHUM U (DAKTOB,
3HAYMMBIX JIJISl OLICHKW MTPUYHHHO-CJICICTBEHHON CBSI3HU, TSYKECTH M YaCTOTHI BOSHUKHOBCHHSI
TakuX siBJeHUHN. JlaHHBIN pa3aen HeOOXOIUMO PETYISPHO MepecMaTpuBaTh U OOHOBIISTH C
LENbI0 HaAIeKAIIero MHPOPMUPOBAHUS METUIIMHCKUX PAOOTHUKOB B OTHOUIEHUU NMPOGUIIS
Oe3onacHocTH npenapara. Bech pazznen gomnyckaercs nepecMaTpuBaTh:

a) MPU MOATBEPKIACHUU PETUCTPALNH (TIEPEPETUCTPAINH), Koraa mpoduis 6€30macHOCTH
OOJBIIMHCTBA PENapaToOB, CKOPEE BCEro, OyAET XOPOIIO N3YUEH;

0) mpu nojiaye KaXkJoro nepruoJu4eckoro 0OHOBISIEMOr0 OTYEeTa 10 OE€30MaCHOCTH.

69. Nndopmamnuio HE0OXOAMMO H3JIaraTh KpPaTKO, HCMHOJIb3Ys CHEUHATbHYIO
TEPMUHOJIOTHIO, OHA HE JJOJIKHA COJIEPKATh CIEAYIOIINE CBEICHHUS:

a) yKa3aHue Ha OTCYTCTBUE OMNPEICICHHBIX HEXKeJIaTeIbHbIX PeaKnii;

0) MaHHBIE O CPABHUTEJIBHON YACTOTE HEXKENATEJIbHBIX PEAKIHH (32 UCKIIOUYEHUEM
CJIy4aeB, YKa3aHHBIX B HACTOSAIIEM pa3elie);

B) yKa3aHH€ Ha OOIY0 XOPOIIYI NEPEHOCUMOCTh JIEKapCTBEHHOI0 Ipenapara (B BUAE
(bopMyITUPOBOK: "XOpOIIIO NepeHocuTces ", "HeKenaTeIbHbIC PEakluy, KaK MPaBuiio, peaku" u
ap.).

70. He nmomyckaeTcsi BKJIOYATh yKa3aHWUS Ha OTCYTCTBUE MOATBEPKICHUS
NPUYHUHHO-CIIE/ICTBEHHON CBS3H.

71. B nensix mpeacTaBieHus] YeTKOW M MOHATHOW HH(popManuu nanHblii pasgen OXJIIT
JIOJIKEH UMETh CIIETYIOUTYIO CTPYKTYPY:

a) pesroMe npouiiss 6e30MacHOCTH;

0) pe3roMe HexeaaTeIbHbIX PEaKkiHui B (hopme TaOJHIbI HIH CTPYKTYPHPOBAHHOIO
CITHCKA;

B) OnHCaHHE OTACIbHBIX HE)KEIATCIbHBIX PEAKIIHH;

) ocobble rpymniibl MAI[HEHTOB;

1) ACTH.

Pe3rome nnpoguiis 6€301acHOCTH.

Pesrome nipodunis 6€30MacHOCTH JOJKHO COJEpKaTh CBECHUSI 0 HauOO0JIee CEPhEe3HBIX U
(W111) 4acTO BO3HUKAIOIIUX HEKETATEIbHBIX PEAKIUIX.

[Tpn HANMMYWY yKa3aHHBIX CBEJCHUN MTPUBOIITCS CPOKH BO3HUKHOBEHHS HEXKEIATEIbHBIX
peakiuii. Hampumep, B 1eisx NOpeAoTBpalEeHUs] PaHHEro TMpeKpalleHus Teparnuu
JIOITYCKAeTCsl MPUBECTU ONKUCAHUE HECEPHhE3HBIX HEXKENaTeNbHbIX PEeaKIUi, KOTOPbIE YacTO
BO3HHMKAIOT B Ha4aJie Teparuu, HO MOTYT Pa3peIIUThCS M0 MePe MPOJAOTIKEHUS JICUCHHUSI, HITN
ONKCAaHUE HEXKETATENIbHOU peaKluu, XapaKTepHOH JJIsl AUTEIbHOTO NMpUMeHeHus. Yactory
BO3HHUKHOBEHHMSI HEKETATENIbHBIX pEaklnii HEOOXOAMMO yKa3aTh Kak MOXHO 0oyiee TOYHO.
Pe3tome mnpoduns O6e30mMacHOCTH JOJDKHO COOTBETCTBOBATH OINMCAHUIO BaKHBIX
UJECHTU(DUIIMPOBAHHBIX PUCKOB, MPUBEACHHBIX B cHeUU(HUKAIUUA MO OE30MACHOCTH IJIaHa



ynpaBieHus puckamu. CBefeHuss 0 Hanbojgee cepbe3HbIX U (MJIM) YacTO BO3HHKAIOIINX
HEXeJaTeNIbHbIX PEaKUUAX HE JOJIKHBI IPOTUBOPEUUTH PE3FOME HEKEJIATEJIbHBIX PEaKlHH,
MpHUBEACHHBIX B (popMme TaOJIHIIBI HIH CTPYKTypHpoBaHHOro crucka. Ecnu B paznene 4.4
OXJIIT mpuBeneHbl 3HAUMMBbIE MEPhl IO MHUHUMH3AIIUM PUCKOB, HEOOXOAUMO MPHUBECTH
CCBUIKY Ha JaHHBIN pa3zen.

[Tpumep pestome mpoduiist 6€30MaCHOCTH:

"B Hayasie 1€4€HHS MOXET BO3HUKATh IUTACTPabHAas 00jb, TONIHOTA, JUAPEs, TOJOBHAS
00JIb HJIH TOJIOBOKPY KCHHE. DTH peaKIuH, KaK MpaBHIIO, TIPOXOIAT B TEUCHUE HECKOIbKHX
JHEH, aaxe npH npoJookeHud tepanud. K HanboJiee 4acTo BOZHUKABIIAM HEXEJIATeTIbHbIM
peakHAM TIPH JICYCHUH OTHOCATCS TOJIOBOKPYKEHHE H TOJIOBHAS 00b, Ka)K1as H3 KOTOPBIX
BO3HHKaJIa NpHOIH3UTEJIFHO y 6 % nmanueHToB. Penko MoxkeT BO3HUKATh OCTpas Me4YeHOIHAs
HEJ0CTaTOYHOCTh H arpaHyaonuTo3 (pexe deMm 1 ciaydait Ha 1000 nagqueHToB).".

Pestome HexxenarenpHbIX peakiiui B hopMe TaOnuIbl (HJIH CTPYKTYPHPOBAHHOTO CITHCKA).

HexenarenbHble peakuy ¢ COOTBETCTBYIOUIEH UM KAaTErOpUE 4acTOThl BOSHUKHOBEHHUS
HE0OXOJAMMO yKa3aTh B OJHOW Tabnuie (WM CTPYKTYPUPOBAHHOM CIHCKE). B oTHOIIeHUH
YacThIX U OYEHb YACTBIX HEXKENATEeNIbHbIX PEaKUUid U IpHU HEOOXOIUMOCTH 00Jiee MOHATHOTO
U3II0KEeHUS MHPOPMAIINH B TAOIHUIIE JOMYCKAETCS YKa3bIBaTh KOHKPETHBIC 3HAYEHUS YaCTOTHI
BO3HUKHOBEHUS HEXKEJIATEIbHBIX PEAKIIUM.

[Ipu BBIpa)KEHHOM paznuuuu nMpoduiield HeKeIaTEIbHBIX PEaKIuii B 3aBUCUMOCTH OT
IPUMEHEHUS JIEKapCTBEHHOIO Ipenapara (HapuMep, B cilydae MPUMEHEHHs Mpernapara o
Pa3HBIM MOKa3aHUSAM (HAIpUMEDP, B OHKOJIOTUU U 10 HEOHKOJIOTHUYECKOMY MOKA3aHUIO)) WU
IPU Pa3IMYHBIX PEKUMAX JO3UPOBAHMUS, TOMYCKAETCS COCTABICHUE OTAEIbHBIX TAOJIHII.

[lepen Tabnuieit HEOOXOIUMO yKa3aTh CBEJEHUS 00 UCTOYHUKE 0a3bl JaHHBIX (HApUMED
, U3 KIIMHUYECKUX MCCIIeIOBAaHUM, TOCTPETUCTPAIIMOHHBIX UCCIIEI0BaHUN 0€30MMacHOCTH WU
M0 pe3yJbTaTaM CIOHTAHHBIX COOOIIEHUN).

[Ipu coctaBnennn TaOIUIBI HEKENATEIbHBIE PEAKIIUU HEOOXOIMMO TPYNIIUPOBAThH B
COOTBETCTBHUH C MIEPEYHEM CUCTEMHO-OPTraHHbBIX KJIACCOB, IPEIYCMOTPEHHBIM MPUIOKEHUEM
No 4 x HacTosUM TpeOOBaHUSIM.

[Topsiiok mpencTaBiIeHUS CUCTEMHO-OPTaHHBIX KJIACCOB JIOJIKEH COOTBETCTBOBATH
YKa3aHHOMY NepeuHio. Takol MNOpsSJIOK COOTBETCTBYET YPOBHIO MPEANOYTHUTEIBHOIO
TEPMUHA, OJIHAKO B HEKOTOPBIX CIIydasXx HEOOXOJUMO yKa3aTh TEPMHUH HU3IIETO YPOBHS WIH
B HCKJIOUUTENbHBIX CIy4asX TEPMHHBI BepxHero ypoBHA. [lo obOmemy mnpaBuiy Bce
HEXeJaTeNbHbIE PEeaKINH CJIeyeT OTHECTH K HanboJliee MOoAXOASIIeMy CUCTEMHO-OPTaHHOMY
KJIaCCy, COOTBETCTBYIOIIIEMY OpraHy-muieHu. Hampumep, mpeanodTuTenbHbId TepMUH "
HapymieHHe (QYHKIJHOHAJBbHBIX MpoO redeHHu" ClIeayeT OTHECTH K CHCTEMHO-OPTaHHOMY
Kjiaccy "HapyHmieHHS €O CTOPOHBI IEYEHH H JKEIYEBBIBOAAIIUX MYTEH", a HE K
CHUCTEMHO-OpPTraHHOMY KJaccy "1abopaTtopHble H HHCTPYMEHTAJIbHbIC JaHHbBIE "

HexxenatenbHble peakiiiy BHYTPU KaXKJOTO CUCTEMHO-OPTaHHOTO Kjlacca HEOOXO0IUMO
pacMmoJIOKUTh B MOpPSAKE YObIBaHUS HX CEPbE3HOCTHM C YKAa3aHUEM 4YacTOThl HX



BO3HUKHOBEHHUS (B paMKax OJTHOM Tpajaiuu 4yactoThl). HauMeHoBaHUs, UCTIONb3YEMbIE IS
KaXJOW KaTeropuu 4YacTOThl, JOJDKHBI COOTBETCTBOBATh CTAHIAAPTHBIM TEPMHUHAM B
COOTBETCTBHHU CO CIEIYIOIIUM MPABUIIOM:

o4deHsb vacto (> 1/10);

gacTo (> 1/100, vHo < 1/10);

HedacTo (> 1/1 000, Ho < 1/100);

peaxo (= 1/10 000, vo < 1/1 000);

oueHb peako (< 1/10 000).

B uckitounTenbHBIX ClydasiX, €CJIM Ha OCHOBAHUW HMMEKOIIUXCS JaHHBIX YacTOTY
ONpPENEIUTh HEBO3MOXKHO, JIOMYCKAETCS HCIOJIb30BaTh JOMOJHUTEIbHYI0 KaTErOpHUIo
4acTOThI — "'yacToTa Hem3BecTHA'. Eciu ucnoib3yeTcst BEIpaKEHUE "yacTora HeH3BecTHA', B
nepedyeHb OOBSICHEHUS KaTEeropuid 4acTOThl HE0O0XoaAuMoO N00aBUTH TekcT: "Yacrora
HEH3BEeCTHa (Ha OCHOBaHHH HMMCIOIIHXCS JAHHBIX OLEHHTbh HeBo3MoOxHO).". He ciemyer
HCMOJIb30BaTh JAHHOE BBIPAXKEHUE IS YKa3aHUS B KaXKJIOM OTIEIbHOM COOOIIEHUU (
CAMHUYHOM CITy4ae).

Ecnu B onucanuu OT/IebHOM HEXENATeNbHON peakiuu MPUBOISATCS JIOMOTHUTEIbHbBIC
CBEJICHUS, TAKYIO PEAKIIUI0 HEOOXOIMMO BBIJICIUTH (HAPUMED, C TIOMOIIBIO 3BE3/I0UKH), a B
CHOCKE yKa3aTbh CCbUIKY Ha cOOTBeTCTBYromMi pazaen OXJIII.

VYkazaHusi Mo OIl€eHKE YaCTOThl BO3SHUKHOBEHUS HEXKENATEIbHBIX PEAKIUN TPUBOISTCS B
npuiokeHu Ne 4 K HaCTOSIIIUM TPeOOBaHUSIM.

Onucanue oT/1eJIbHBIX HEeXeIaTeIbHbIX PEAKIIHH.

B nannwiil pazgen HE0OXOAUMO BKIIIOUHUTH CBEIICHHS, XapaKTepU3yIOIUe 0CO0YyIo
HEXKeJNaTebHYI0 PEaKIUI0, KOTOPhIE MOTYT OBITh MOJIE3HBI ISl MPEIOTBPAILCHHS, OLCHKU
WJIA KyIIMPOBAHUS BO3HUKILIEU HEXEIATEIIbHON PEAKIMU B KIIMHUYECKON ITPAKTHKE.

VYKa3bIBaIOTCA CBEACHUS, XapAKTEPU3YIOIINE OTIEIbHbIE CEphbe3Hble U (MJIM) YacTo
BO3HUKAIOIIUE HEXKEIATEIbHbIE PEAKIIUH WU T€ U3 HUX, B OTHOIIEHUU KOTOPBIX MOCTYIaIn
coobuieHust 06 ux ocobom teuennn. HeoOXoaumo npeacTaBUTh CBEAEHUS O 4acToTe (Mpu
HEOOXONMMOCTH C OmNUcaHueM OOpaTUMOCTH), BpPEMEHU Hadaja, TSKECTH,
POJOJKUTEIHHOCTH, MEXaHU3ME PA3BUTHS (€CJIM OH KIIMHUYECKU 3HAYHUM ), 3aBUCUMOCTH OT
J03bl, MPOJIOKUTEIBHOCTH BO3JIEMCTBUS JIEKAPCTBEHHOIO IMpenapaTta U (pakTopax pHCKa.
Mepsbl, HanpaBlICHHbIE Ha HENOIMYIIEHUE PA3BUTHUS WM NPUHUMAEMbl€ IPU Pa3BUTUHU
ONPEAETICHHBIX HEXENATEIbHBIX Peakuil, onuchiBatoTcsa B pazaeine 4.4 OXJIII ¢ ykazanuem
CCBUIKY Ha JAHHBIN pa3jell.

CeneHust 0 BOSBHUKHOBEHUH peakiuii CHHApOMa "OTMEHBI" HEO0X0IMMO MPEJICTaBUTh B
JAHHOM pa3jene BMecTe co ccbumkor Ha pasnen 4.2 OXJIIl (mpu HEOOXOAUMOCTH
MOCTETIEHHOT'O0 CHUYKEHUS JTO3bl UM PEKOMEHAAIIMH 110 OTMEHE JIEKAPCTBEHHOIO Mpenapara).

Heobxomumo omucath BCe pa3iaudus B mpoduie HEXeTaTEITbHBIX PEaKIuid MEKITy
pPa3TUYHBIMU JIEKAPCTBEHHBIMU (hOpMaMHU.



Heob6xonumo Takxe BKJIIOYUTH CBEJACHUS O KOMOWHUPOBAHHBIX JEKAPCTBEHHBIX
npernaparax, XapakTepHu3yIollue HexeaaTeIbHbIe PeakIuy, 00yCIOBICHHBIE TOM WU WHOU
(hapmarneBTUYeCKON KOMOMHAIMEH JEHUCTBYIOINX BEIIECTB (IPU HATUYUH ).

Bce HexenarenbHbIe peakiM, HampsIMyr OOYCJIOBJIICHHBIC B3aUMOJCHCTBHUEM,
HE0OXOMMO TIPEICTaBUTh B JAHHOM pa3Jieiie cO CChUTKON Ha pazzaen 4.5 OXJIIL.

Heob6xoammo Taxke npe/iCTaBUTh CBEJACHHS O HEKETATEIbHBIX PEAKIUAX C OUEHb HU3KOMN
4acTOTON BO3HMKHOBEHUS WJIU C 3aI03/JIbIM MPOSIBICHUEM CUMIITOMOB, CBEJCHUS O CBSI3U
KOTOPBIX C JIEKAPCTBEHHBIM IIPENapaToOM MOT'YT OTCYTCTBOBaTh, HO KOTOPBIE XapaKTEPHBI AJIS
JIEKapCTBEHHBIX IMpenapaToB TOr0 K€ TEpaneBTHUYECKOTrO, XHUMHYECKOTO WU
(dapmakoiorudeckoro kiacca. Heod0xoammmMo yka3arth, 94TO 3TO XapaKTEPUCTHKA KIlacca.

Heob6xonuMo omnucath BCE€ HEXKeaTelbHbIE pPeakIuu, OOYCIOBJICHHBIC
BCIIOMOTATEIbHBIMU BEIIECTBAMH U MPOU3BOJACTBEHHBIMU MPUMECSIMH.

Ocobble rpynibl NalHEeHTOB.

B naHHBIM pa3zaen BKIIOYAIOTCS CBEICHUS O KAKUX-IMOO KIMHUYECKU 3HAYMMBIX
paznuyusax (HampuMmep, IO XapakTepy, YacTOTEe, CEPbE3HOCTH U HEOOPATUMOCTH
HEeXeJaTeIbHbIX PEeaKIU, a TAKXKe 0 HEOOXOAMMOCTH MOHUTOPUHTA), BBISBICHHBIX B IPYTHX
0CcOOBIX Tpymmax (Hampumep, MOXKUIIbIE, MAIUEHThl C MOYEYHOW HEJOCTATOYHOCTHIO,
MaIMEHTHI ¢ MEYEHOYHON HEJOCTATOYHOCTHIO, MAIMEHTHI C IPYTUMHU 3a00JI€BaHUSIMU WUJIU C
onpeiesIeHHbIM TeHOTUIIOM). [Ipr HE0OX0MMOCTH TPUBOJATCS CCHUIKU Ha JIPYTHE Pa3ieiibl
OXJIIT (mampumep, paznensl 4.3, 4.4 unu 4.5 OXJIII).

[TpuurHOM BOZHUKHOBEHUS HEXKEIATSIBHBIX PEAKIIUNA MOXKET OBITh TaK)KE T€HETUYECKH
00OyCJIOBJIEHHBIM METa0O0JIU3M JIEKAPCTBEHHOTO IpernapaTta. Y CyObeKTOB U MAIlUEHTOB C
neUIIMTOM ONPEACICHHOTO (PEPMEHTA YacTOTa U TAKECTh HEXKENATEIbHBIX PEaKIIUi MOXKET
ObITh npyroil. CBeneHus: 006 3TOM HE0OXOAUMO yKa3aTh U, €CIIM 3TO BaXKHO ISl 6€30MacHOCTH
Teparuu, COOTHECTU C JAHHBIMU KIMHUYECKUX UCCIICTOBAHUM.

Jlern.

Heo6xonumo npeaycmotpers B OXJIIT Hanmuuue paszzaena mo HexeaaTeIbHbIM PEaKIusiIM
y AeTel (3a UCKITIOYEHUEM CITy4YaeB, KOTJja TAKUE PEAKIIUU SIBISIOTCS HE3HAUMMBIMHU ).

HeoOxoauMo omnucaTh 00beM M BO3pacTHbIE XapaKTEPUCTUKU 0a3bl NaHHBIX IO
0e30MmacHOCTH Yy JeTeil (Hampumep, NaHHbIE KIMHUYECKUX HCCIEIOBAaHUM WM JaHHbIC
dbapmakonaazopa). HeoOxoaumo ykazaTb Ha HEONPEACICHHOCTh HMEIOIIMXCS JTaHHBIX
BCJIEJICTBUE UX OTPAHUYEHHOCTH.

Ecnu BeisiBieHHBIN PO IIb 0€30MACHOCTH Y JIeTel 1 B3POCIBIX COBIAAAET, TOMYCKACTCs
MpuBeCTH TeKCT: "HacToTa, BUJ U TAKECTh HEXKEJATEeIbHBIX PEaKIUi y JeTei U B3POCIbIX [
OJIMHAKOBBI, OXHUJAETCsA, 4To OyayT oamHakoBhbi].". HeoOxomumo ykaszaTh, UMEIOTCS U
pasnuuus B Ipoduiisax 6€30MacHOCTU B Pa3IMYHBIX BO3PACTHBIX TpyNIax JeTel.

Bce xinHuuecku 3HauuMble paszinyus (IO XapakTepy, 4acTOTE, CEpPbE3HOCTH U
00paTUMOCTH HEXKEJIaTEeNbHBIX peakilnii) B npoduiie 6€30MacHOCTH Y B3POCIBIX U AETei, a
TaKXK€ MEXIy pa3IMYHBIMU BO3PACTHBIMU TpyIINaMU J€Ted HEOOXOAUMO OMHUCaATh M



MPEJCTaBUTh MO KaXJI0W Bo3pacTHOM rpymme. [Ilpn HE0OXOIMMOCTH CHENUaIbHOTO
MOHMTOPHUHIA CIEyeT yKa3aTh CChUIKY Ha paznen 4.4 OXJIIL. [l KIMHUYECKH 3HAYMMBbIX
pa3TUYMil OMyCKAETCS MPEICTABUTh OTACIBHOE pe3toMe B (popMe TaOIHIIbl HeXKeaaTeTbHbBIX
peaknui MO 4acTOT€ WX BO3HUKHOBEHHS IO COOTBETCTBYIOIIMM BO3PACTHBIM TpyIIaM
UCXOJsl W3 YCIOBUM NPUMEHEHHUS JEKapCTBEHHOro Imnpemnapara. Ecium HekoTopbie
HEeXKeJlaTeIbHbIE PeaKIuu y JeTer sBistoTcs vyacTteiMu (> 1/100, Ho < 1/10) mnu odeHb
gacteiMu (= 1/10), B ckoOkax HEOOXOAMMO yKa3aThb 4acTOTy MX BO3HUKHOBeHUdA. IIpu
HaJTU4Yuu OONBIINX pa3Nuyuil B mpoduiie 6€30MacHOCTU MO CPABHEHUIO CO B3POCIBIMU C
HeNbl0  yI000YUTaeMOCTH HMH(OpMAIUK JOMYCKAETCA MPUBECTU pe3toMe Mpoduis
O0ezomacHocTH y gered. HeoOxomumo Takke 0O0OOIIUTH HMEIOIIUECS CBEJACHHUS O
JOJITOCPOYHOM 0€30MaCHOCTH y AeTe U3 HayYHOU MEIUIIMHCKON JTUTEpaTyphl (HanpumMep, B
OTHOILIEHUHU POCTA, YMCTBEHHOI'O Pa3BUTHUS U MOJOBOIO CO3PEBAHMS) CO CCHUIKOM Ha pa3aen
5.1 OXJIII, ecnu npumenumo. HeoOxoammo omucaTh Bce (paKTOpbl PUCKa, CBS3AHHOTO C
MIPUEMOM JIEKApCTBEHHOIO Mpernapara (HanpuMep, IpoA0KUTENIbHOCTh TEpAui WIH IEPUOJ
HACTYIUICHUS PUCKA).

CumnTombl cuHApoMa "OTMEHBI" y HOBOPOXKAEHHBIX (€CIM 3HAYUMO) HEOOXOIUMO
MEPEUUCIUTh B OT/ACIBHOM ab3alie co cchutkoil Ha pasnen 4.6 OXJIII.

JlonoTHUTENIbHBIE yKa3aHUs MO OLIEHKE YacTOThl BOBHUKHOBEHUSI HEKEJAaTEeIbHBIX
peaKIuu.

OueHka 4acTOThl BOSHUKHOBEHUSI HEXKEJIATENbHBIX PEAKLIHUM 3aBUCUT OT UCTOUYHHKA
JaHHBIX (HampuMmep, KIMHUYECKOE HCCIEIOBAHME, MOCTPErMCTPALMOHHOE HUCCIEAOBaHUE
0€30MacHOCTH WJIM CIIOHTaHHOE COOOIIeHHne), KadyecTBa cOopa JaHHBIX U OIEHKHU
MPUYUHHO-CJIEACTBEHHOU CBs3U. Ecnu BBIOOP KaTeropuu 4acTOThl OCHOBBIBAETCS HA Pa3HBIX
HUCTOYHUKAX, HEOOXOJUMO BBIOpATh KATETOPUIO, OTPAKAIOIIYI0O HAaWOOJIBIIYI0 YacTOTY
BO3HMKHOBEHHUS, €CJIM TOJBKO HE UCTIONB30BaJICS OoJiee crielu(PUUHbIIA METO/I, B CBSI3U C YEM
MoJy4YeHHas oOlleHKa o0jagaer sBHO Oojiee BBICOKOW BaJUIHOCTHIO (Hampumep,
0OBEIMHEHHBIN aHANN3 MOAXOISAIINX UCCIETOBAHUM).

N cTOUHMKOM JAaHHBIX O YaCTOTE€ BO3ZHUKHOBEHUSI HEXKENATEJIbHBIX PEaKIUid JOJKHA
CIIY’KWUTb TOIYJISLNS, OABEPruIasics BO3ACHCTBUIO JIEKAPCTBEHHOTO IpenapaTa B 103aX U C
IIPOJOJKUTEIBHOCTBIO JICUEHHS], COOTBETCTBYIOIINX peKOMeH0BaHHbIM OXJIII.

Peakuuu, xoTopsie B COOOIIEHUAX 0003HAYAIUCH PA3TUYHBIMU TEPMUHAMHU, HO
MIPEACTABIISIONINE COOO0I OJTHO U TO XK€ sIBJIEHUE (HapHUMep, BSUIOCTh, COHJIMBOCTh, APEMOTA),
HE00X0UMO OOBEAMHUTH B OJIHY HEXKEJATEIbHYI0 peakilnio, uToObl u3bexarb s dexra "
pa3MbIBaHusA" HWCTUHHOTO CMbICIa sBJIeHHUsA. Peakuuu, mnpeacraBisioniue coOoi
CUMIITOMO-KOMIIJIEKC, HEOOXOIUMO TPYIIHUPOBATH IMOJ COOTBETCTBYIOIIUM 3arojIOBKOM,
4yTOOBI N30€XkKaTh "pa3MbIBaHUA" €ro CMbICIA BCIEACTBUE MHOTO00PA3usi COCTABISIONIUX €r0
CUMIITOMOB.

HexenarenbHple peakliiH, BbIABICHHBIC B KJIMHUYECKUX HCCIICIOBAHUSAX.



B nensx NOBBIIEHUS TOYHOCTH IPHU YCTAHOBJIEHUM YacTOThl BO3ZHUKHOBEHUS
HEeXeJaTeNIbHbIX PeaKIil He00X0IUMO OOBEANMHUTH JITaHHbIE IO OE30MACHOCTH HECKOJIBKUX
ucclieloBaHul 0e3 MPUBHECEHMs] CUCTEMaTHYEeCKUX OUIMOOK (HampuMmep, CYIIECTBEHHBIE
pas3IuYMs MEX1y XapaKTepUCTUKAMU MOMYJISIUN WIH SKCIO3UIUN).

YacToTy BOSHUKHOBEHUS HEKEIATEIbHBIX PEAKIUN CIEAYET ONpPEAENsTh, 0ObEINHNUB
JaHHBIE T1a1e00-KOHTPOJIUPYEMBIX UCCIIEIOBaHUM (IIPU HATUYUU TaKUX JIAHHBIX ), IPU 3TOM
0a3bl TaHHBIX JOJKHBI OBITH IOCTATOYHO OOBEMHBIMU, UTOOBI ObITh MH(GOPMATUBHBIMU. [Ipn
OTCYTCTBHMH ITUX JAHHBIX WJIM HEJIOCTATOUYHON MX WH(DOPMATUBHOCTH JJIsI OLICHKU YaCTOTHI
JOMYCKAeTCsl UCIOJIb30BAHUE 0a3 JAaHHBIX C AKTUBHBIM KOHTPOJEM, WU C JAHHBIMU HE
CPaBHUTEIBbHBIX UM TOMOJHUTENBHBIX (add-on) uccnenoBaHuil.

YacToTa BOZBHUKHOBEHHUS HEXENATeNIbHbIX PEAKINil JOJKHA OTpa)XaTh OOLIYI0 YaCTOTY
BO3HUKHOBEHHUS (2 HE pa3sHUILLy WM OTHOCUTEIBHBIE PUCKH 10 OTHOUIEHUIO K IJIae00 Miu
JIPYroMy KOHTPOJIIO).

Ecnu yacrasi, oueHb yacTas Uiu Cepbe3Has HeKeNaTeNbHas peakuus (Hapumep, Cyuuun)
TaK)ke BO3HUKAET B TpyImIe miainedo co 3HaYUMON 4YacTOTOM, yKa3bIBalOTCS 00€ YacTOTHI
BO3HMKHOBEHUS, YTOOBI JIy4llle OXapaKTepU30BaTh PUCK (HApUMeEp, B pa3zieie ¢ ONUCAaHUEM
OTJIEIBHBIX HEXKEJIATEIbHBIX PEaKLUi).

HexenarenbHple peaklUH, BbIABJICHHBIC IMPH IPOBEACHHH HCCICAOBAHHUH IO
0€30MMaCHOCTH.

Bri0op kaTeropum 4acToThl BOZHHUKHOBEHHUS, KOTOpas OyJeT MpHUCBOEHA KaxKIOH
HEXXEJATEeNbHOW peaklld, OCHOBBIBAETCS Ha TOYEYHOM OIeHKe OoOIlmeld YacTOThl
BO3HUKHOBEHHUSI, PACCUUTAHHOMN IO PE3yJbTaTaM HCCIENOBaHUA, CINIAHUPOBAHHOTO TaKUM
o0pa3om, 4TOOBI OT/AENIbHBIE HEXKENAaTEeIbHbIE SIBIICHHS, BO3ZHUKAIOLIME y MAllMEHTOB B
3aJlaHHbII Mepuos HaOJII0CHUSI, MOTJIM OBbITh BBISIBJICHBI M COOTHECEHBI C NMPUMEHEHUEM
JIEKapCTBEHHOT0 mpenapara. B 3Tom ciiydae nomyckaercs paccyuTaTh TOUYEUHYIO OIEHKY
o0111e# YaCTOThl BOSHUKHOBEHUS C UCIIOJIb30BAaHUEM CTaHIAPTHBIX CTATUCTUUYECKUX METOJIOB.
Ecnu ucxonnas uHgopMaius BbIpakeHa B BHJE IUIOTHOCTU YacTOThl BOSHUKHOBEHUS (TO
€CTh KOJIMYECTBO CIIy4aeB HEXKeENaTeNbHBIX PEaKIMi OTHECEHO K €IMHHUIIEC "UeTIOBEeK — BpeMs"
(HampuMep, BBIPKEHO Kak '"manueHTo-jer", "manueHTo-1uein")), To s BbIOopa KaTeropuu
YacCTOThl BO3SHUKHOBEHHSI HEXKENATEIbHON peakIMi HE0OXOAMMO IPOBECTH NTpeoOpa3oBaHue
ATOM IIOTHOCTH YacTOThl B YacCTOTY BO3HUKHOBEHHUS, HCIIOJb3YS COOTBETCTBYIOILIYIO
nponopuuio. s onpeaeneHus KaTeropuy 4acTOThl BOSHUKHOBEHUS CIIEIYET UCIIOIb30BaTh
OTHOIIEHHE YHCJa CIy4aeB HEXKeJNaTeIbHOM peakuuu K Haubosee penpe3eHTaTUBHOMY
NEepUOly BO3ACHCTBUS JICKAPCTBEHHOTO MpemnapaTa (HanpuMmep, 1 Henens, 3 mecsua, 1 roxn).
Ecnam Bpen, CBA3aHHBIA C NMPUMEHEHHEM JIEKAPCTBEHHOTO Ipernapara, yBEIUYUBAETCs CO
BPEMEHEM U OIPEIEIUTh YaCTOTY BO3SHUKHOBEHHUS HEXKEIATEIbHON PEaKIMU MO OTHOLIECHHIO
K pelpe3eHTaTUBHOMY NEPUOY IPUMEHEHHS] HEBO3MOXKHO, TAKYI0 HEXKEJIATEIbHYI0 PEaKLUIO
U XapakTep €€ BOZHUKHOBEHUS (€CJIM OHU KIIMHUYECKU 3HAYUMBbI) CJIETyeT MOJAPOOHO OMUCATh
B pa3Jiesie C ONMCAaHUEM OT/IEIbHBIX HEXKENATeIbHbIX PEAKIIH.



Kareropust 4acToTbl BOSHUKHOBEHMS, IPUCBANBACMAs KaXIOW HEKEIATEIIbHOU PEAKIINH,
HE JO0JKHA OCHOBBIBATHCS HA pPA3HUIE C KOHTpoJieM. Eciu JaHHbIE TOJY4YE€HBl W3
HCCJIEIOBAHUSl C y4YaCTUEM TPYIIIbl, HE MOJABEPIrIICUCS BO3ICUCTBUIO JIEKAPCTBEHHOTO
npemnapara, a pa3HMlla B YacTOTE€ BO3HUKHOBEHHS, OTHECEHHAas K MPUMEHEHUIO
JIEKapCTBEHHOTIO Mpernapara, MEHbIIIE UCXOIHON Uiu (DOHOBOW YAaCTOTHI BOZHUKHOBEHHUS, IPU
ATOM HEXeJIaTelIbHasl PeaKIus SIBISETCs BaKHOU, JIOMyCKAeTCs yKa3aTh ()OHOBYIO 4acTOTY
BO3HUKHOBEHUS (HAIPUMED, B pa3/iesie C ONMUCAHUEM OT/ACIIbHBIX HEKEIATEIbHbBIX PEAKIIUN).

HesxenarenbHble peakiuu 1o pe3yJIbTaTaM CIIOHTAHHBIX COOOIICHHIL.

Uucno CrioHTaHHBIX COOOIIEHUM yKa3bIBaTh HE CJIEAYET, MOCKOJIbKY ATH JaHHBIE MOTYT
ObIcTpO ycTapeBaTh. YacTOTy BO3SHUKHOBEHHS, OCHOBAaHHYIO Ha KOJHUYECTBE COOOIIECHUIA,
M3BJICYEHHBIX M3 CUCTEMBI cOOpa CIIOHTAHHBIX COOOICHUH, IJIg ONpeeIeHUs] KaTeropuu
4acTOThl BO3HMKHOBEHHS HMCHOJB30BaTh HE cieayeTr. Eciam ¢ MOMOIbK) CHOHTAHHBIX
COOOIIICHNY BBIABICHA HEOXHWJIaHHAs HEXKeJlaTelbHas peakius, B IENISIX ONpeaeeHUs
KaTeropuy 4acTOThl BOBHUKHOBEHUSI HEOOXOAMMO MPOAHATU3UPOBAThH KAaXI0€ HaJJIeKAIUM
00pa3oM CIUIaHUPOBAHHOE HCCIIeIOBaHKNE, B KOTOPOM MOTJIa OBITh BBISBJIICHA JaHHAs PeaKIus
. Ecnin HexenarenbHas peakuus B KIMHUYECKUX HMCCIEIOBAHUSIX HUKOTAA HE BO3HUKAIIA,
TOT/Ia BEPXHsIS TpaHuIla 95-MporeHTHOTO MHTepBaia He mpeBbimaet 3/X, rae X — oOmumii
pa3Mep BBIOOPKM BO BCEX 3HAYUMBIX KIUHUYECKUX MCCIEIOBaHUAX (HAmpUMEp, C
JUTUTEITLHBIM TIEPUOJIOM TTOCJIETYIONIEr0 HAOIIOIEH!US, TOCTATOYHBIM JIJIsi OOHAPYKEHUS ITOU
HeXesaTeabHON peaknuu). Hampumep, eciu onpeaesieHHas HexenaTeabHas peakius y 3 600
CyOBbEKTOB HCCJEAOBAHMS, IMOJBEPTIINXCS BO3JIEUCTBHUIO JIEKAPCTBEHHOTO Ipernapara B
KJIMHUYECKUX MCCIICOBAHUAX, HE BBISBISAIACH, TO BEPXHsSA I'paHUId 95-TTPOIEHTHOTrO
JOBEPUTELHOIO UHTEpBaa i TouedHou oueHku 1/1 200, 4To COOTBETCTBYET KaTeropuu "
penko" — MpH TPUHATUHM XYAIIEro 3HAYeHHs TodeuHoW oneHku. OcHOBaHHUs BbIOOpa
KaTErOpPUU YaCTOTHl TAKOW PEAKIIMUA NPUBOIATCS B PaA3J]EII€ C OMUCAHUEM OTHACIbHBIX
HEXEJATEeIbHBIX PEAKIUMN.

4.9. Tlepeno3upoBKa

72. B nmannoMm paznene OXJIII Heo6OXoauMo omucaTh OCTPHIE CUMITOMBI U TIPU3HAKU
nepeo3upPOBKH, a TaKKe MOTEHUHUAJIbHBIE MOCIEACTBUS MPUMEHEHUS PAa3IUYHBIX 703
JIEKapCTBEHHOIO TIpenapaTa Ha OCHOBE UMEIOIINXCS CBEICHUM (BKJIIOUYAs CyYalHbIN TpueM
JIEKapCTBEHHOr0 Ipemnapara, MpueM IMpernapaTta MO OMIMOKEe W MpPHUEM JEKapCTBEHHOTO
npenapara B CyUIHUIaIbHBIX TEX).

73. Heob6xoaumo ¢ y4eToM BCEX 3HAUYUMBIX MEp MOMOIIU ONMKUCATh TAKTUKY YCTPAHECHUS
CUMITOMOB TMEPEAO3UPOBKH Yy UEJIOBEKAa, HAMPUMEP, MOHUTOPUHT WU NPUMECHEHHE
crenn(pUIECKUX aroHUCTOB (AHTarOHUCTOB), AHTUAOTOB W METOJOB, IOBBIIIAIOIINX
AIIMMUHAIIMIO JIEKAPCTBEHHOTO Mpenapara (Hanpumep, nuanus). [[puBoauTs peKOMEH AU
10 JI03UPOBAHUIO JIPYTHUX JIEKAPCTBEHHBIX MPENapaToB (HApUMeEp, aHTUJIOTOB) HE CIIENYET,
MOCKOJIbKY MOTYT BO3HUKaTh mpoTuBopeuusi ¢ OXJIII 3Tux nekapCTBEHHBIX MpenapaTosB.



Heobxoaumo omnucath MpeBEeHTUBHBIE MEPHI, OCHOBAHHBIC HAa T€HETUYECKUX (hakTopax (eciu
MIPUMEHUMO).

JloronHUTEIBHBIE CBEIeHHS 00 0COOBIX TPYIIIaX MAIlHEHTOB.

[IpuBonsaTcs cBenenusi 06 0COOBIX IPyINaxX MAMEHTOB (HAPUMED, MOKHUJIIbIC, MAIUEHThI
C MOYEYHON HEJIOCTATOYHOCTHIO, MAIIMEHTHI C IEYEHOYHOW HEJIOCTATOYHOCTHIO, AIIUEHTHI C
IPOYUMU COITYTCTBYIOIIMMHU 3a00JI€BaHUSIMU U JP.).

Jlern.

Ecnu umeroTcst ocobble ykazaHusi B OTHOLIEHUHU JIETEH, UX HEOOXOAUMO MPEICTaBUTH B
JaHHOM pa3Jiede.

Heo0xoauMo oTnenbHO yKazaTh T€ JIO3MPOBKHU JIGKAPCTBEHHOTO Tpemnapara, nmpuem
KOTOPBIX JI€TbMHU TOJIbKO B OJIHOM €IUHHIIE JTO3UPOBAHMS MOXKET MPUBECTH K JIETAIIbHOM
UCXOTy.

5. ®apMakKoJIOTHYECKUE CBOMCTBA

74. B pa3zpenax 5.1 — 5.3 OXJIII yka3siBatoTCAd CBEACHUS, 3HAUMMBIE JIs1 Bpaua,
HA3HAYaIOIIETo JIEKAPCTBEHHBIN Mpenapar, u Ipyrux MEIUIMHCKUX PaOOTHUKOB, IPUHUMAS
BO BHUMaHHE yTBEPKACHHBIE MTOKA3aHUs K TPUMEHEHHUIO U TIOTEHI[MAIbHbBIE HEeXKeNaTeIbHbIC
peakuun. CBeCHUS TOHKHBI OBITh KPATKUMHU M TOYHBIMH.

OTHU pa3fenbl MOoJJIeKaT PEeryaspHOMY OOHOBIICHHIO MO MEpe MOSIBJICHUS HOBBIX
CBEJICHUI, 0COOEHHO B OTHOIIICHUH JIETCH.

5.1. ®apmakogHAMHAIECKHE CBOHCTBA

75. Heobxonumo yka3atb:

a) xon ATX. Eciau 5-ypoBHeBbiii kog ATX moka He MPUCBOEH, YKa3blBaeTCs
MaKCHMAaJIbHO BO3MOHOE KOJIMYECTBO YPOBHEH kojaa kinaccudukanronHo cuctembl ATX,
MCXOJsl W3 OCHOBHBIX oOOjacTeldi MNpPUMEHEHUs JIEKapCTBEHHOTO TIpemnapara,
(hapMakoIOru4ecKoil v (M) XUMUYECKOM TPYNIbl JEHCTBYIOLIETO BEIECTBA;

0) papmakoTepaneBTUYECKYIO TPYIITY C UCTIOJIb30BAaHUEM TEPAEBTUUECKOM MOATPYIIIHI (
2-i1 ypoBenb ATX-knaccupukanuun BO3) BMecTe ¢ 3-M (papmakosorudeckass moArpyIna)
i 4-m (xumuuaeckas noarpynmna) yposHem ATX-knaccudukarmm BO3;

B) MEXaHU3M JIEHCTBUS (€CITH U3BECTEH);

r) papmakonruHaMuuecKue 3PPeKTol;

1) KITUHAYECKYH0 A (PEKTUBHOCTH U OE3011aCHOCTb.

HeoOxoquMo mnpencTaBUTh OTpAHUYEHHBIE CBEJICHUS, 3HAUYMMBbIE MJIs Bpaya,
Ha3HAYaAIONIETO JICKAPCTBEHHBIM Tpenapar (HampuMep, OCHOBHBIE pPE3YyJbTaThl (
CTaTUCTUYECKHU JJOCTOBEPHBIE U KIIMHUYECKH 3HAUYMMBIE) IO 3apaHee BHIOPAHHBIM KOHEUHBIM
TOYKAM WJIM KIMHUYECKUM UCXO0JIaM B OCHOBHBIX MCCJIEIOBAHUSAX), C YKA3aHUEM OCHOBHBIX
XapaKTEPUCTUK Tpynnbl manueHToB. [1og00HbIe NaHHBIE O KIMHUYECKUX HCCIIEIOBAHMSIX
JOJDKHBI OBITh KPAaTKUMH, YETKUMU, 3HAYMMBIMH M B3BEIICHHBIMU U JOJDKHBI 0000IIaTh
pe3yJbTaThl OCHOBHBIX HCCJIEOBaHUN, OOOCHOBBIBAIOIIMX MMOKAa3aHHE K MPUMEHEHHIO.



Benmuuuny s ¢dekToB OMUCHIBAIOT C MOMOIIBIO a0COTIOTHBIX 3HAYEHHUH (OTHOCHUTEIIbHBIC
PHUCKHU UM OTHOIIEHHE IIaHCOB 0€3 a0COIIOTHBIX 3HAYEHUI HE CIEYET NPEACTABIISTH);

) /uisi OmoaHajsoruyHOro (OMOIOJ00HOT0) JIeKapCTBEHHOTO mpemnapara: "[Topropoe
HauMeHoBaHHE] sABJAeTcs bnoaHaaorom (6Hono 006HbIM nipernapaTtom)”. B UCKIIIOUUTETBHBIX
ClIy4asix MpU NPEICTABICHUN KIMHUYECKH 3HAYMMBIX CBEICHUU MO pe3ysibTaTaM aHaJIM3a
NOATPYMNI WM PETPOCIEKTUBHOIO aHajiu3a BeJnurHa 3(P(PEKTOB yKa3bIBAETCS HA OCHOBE
cOQJIaHCUPOBAHHOTO MOAX0/A, YTOOBI OTPA3UTh OTPAHUYEHHYIO JJOCTOBEPHOCTh PE3YJIHTATOB
KaK MOJIOKHUTENIbHBIX, TAK U OTPULIATEIIbHBIX BTOPUYHBIX HAOIIOACHUH.

76. [domyckaeTcs MpencTaBiIC€HHE 3HAUYUMBIX (PapMaKOT€HETUUYECKUX CBEICHUMH,
MOJIyYEHHBIX 110 pe3yJibTaTaM KIMHUYECKUX HcciieoBaHui. OHM JOJKHBI BKIIIOYaTh B ce0s
BC€ JIaHHBIE, CBHUJACTEILCTBYIOIIUE O Pa3IMYUSIX B COOTHOUICHUWU '"TOJb3a — PUCK' B
3aBHCHUMOCTH OT OIPENIEJICHHOTO TeHOTHIA WiIN (PEeHOTHUIA.

Jlern.

dapMaKOIHHAMHIECKHE CBOHCTBA Y ACTCH.

HeobxonuMo mpeacTaBUTh pe3yibTaThl BceX (apMaKoIMHAMUYECKUX (KIMHUYECKU
3HAYMMBIX) UCCIEJOBAHUUA M HCCleA0BaHUN 3()PEKTUBHOCTH, TPOBEAEHHBIX C YYaCTUEM
TETEN.

[To mepe nosiBIIEHNs HOBBIX CBEACHHUM MH(POPMALIUS MOJJIEKUT OOHOBIIEHUIO. Pe3ynbTarhl
IIPEICTABIIAIOT MO BO3pAacTaM MM 3HAYUMBIM MOArPyIIIaM.

[Ipu ogHOBpEMEHHOM HAJIMYMM AAHHBIX U OTCYTCTBUHU YTBEP>KICHHBIX MOKAa3aHUU K
NPUMEHEHHIO y JIeTel UX BCErja HeOOXOIMMO MPEICTAaBIATh CO CChUIKAMHU Ha paszzaen 4.2
OXJIIT u, ecnu TpedyeTcs, Ha paznen 4.3 OXJIIIL.

[Ipu npencraBieHU pe3yJIbTATOB MCCIEIOBAaHUI 0CO00€ BHUMAHUE CIEAYET YACNATh
BKJIFOUEHUIO 3HAUYMMBIX JaHHBIX MO 0€30MacHOCTU. Pe3ynbTaThl MOMCKOBBIX MCCIIEI0BAaHUMN
JOJDKHBL COJIEPKaTh OCHOBHBIE KOHEUHBIE TOYKH C OCHOBHBIMU XapaKTepHCTUKaMU
MCCJIEIOBAHHOM NOMYJISILNN U UCCIIEI0BAaHHBIMU J03aMHU.

Ecnu 1ocTynHbl CBeIEHUS U PE3YNIbTaThl MOATBEPKIAIOIINX UCCIIETOBAHUN, OHU JIOJKHbI
3aMEHUTh CBEACHUS M PE3yJIbTaThl MOUCKOBBIX HccienoBaHuil. Heobxoqumo nmpeacTaBuTh
LEeJH, TPOJOJIKUTEILHOCTh, U3YUEHHBIE J103bl (2 TaK)Ke MCIOJIb30BaHHBIN COCTaB, €CJIM OH
OTJINYAETCS OT HaXOJALIErocsi B 00OpOTE), OCHOBHBIE XapaKTEPUCTUKU HCCIEAOBAaHHOMN
NOMYJISIIMYA TAlMeHTOB (BKJIOYas BO3PACT M YHWCIO MAIlMEHTOB), a TAaKXE OCHOBHBIE
XapaKTEPUCTUKHU 3apaHee BHIOPAHHBIX KOHEUHBIX TOUEK HE3aBUCUMO OT MX MOJIOKHUTEIbHON
WJIM OTPULIATEIBHOM HANPABIEHHOCTH. Eciii TaHHBIE NPEICTABISIOTCS COMHUTEIBHBIMU, 3TO
YKa3bIBA€TCsl IOMOJHUTEIBHO.

Heobxoaumo Taxke ImpencTaBUTh 1€J1b, OCHOBHBIE PE3YJIbTaThl U BBIBOJBI KaXKJI0TO
KJIMHUYECKOTO UCCIIEeI0BaHUs 0€30MaCHOCTH.

5.2. ®apMakOKMHETHIECKIE CBOMCTBA



77. B nannom pazaene OXJII npuBoautcs onucanve ¢hapMakKOKMHETUYECKUX CBOMCTB
JIEUCTBYIOIIETO BEIIECTBA, 3HAYMMBIX JIJII PEKOMEHAYEMOMN 03bl 3aperucTpUpOBaHHON
JO3UPOBKU W JieKapcTBEHHOUW (opmbl. Ecnu Takue NaHHBIE OTCYTCTBYIOT, B KadeCTBE
aJbTEPHATUBHOI'O BapHaHTa JOMYCKAETCS NPEACTaBUTh pPE3YyJIbTAThl, IOJYYCHHBIC B
OTHOIICHUU JAPYTHUX MyTeH BBEJACHUS, JICKAPCTBEHHBIX ()OPM HITH J03.

Heob6xonumo mpeacTaBUTh CpeHUE 3HAYECHHS OCHOBHBIX (PapMaKOKMHETHUECKUX
MapaMeTpoB M HUX BapuabeNbHOCTH (Hampumep, OMOIOCTYNMHOCTH, KIUPEHCA U TNepuoja
MTOJTYBBIBEJCHUSA ).

78. dapMaKOKMHETUYECKUE aCTIEKTHI, MOJIeKAIIUe OMMCAHUIO B TAHHOM paszjiene (eciu
OHH 3HAYHMMBbI), BKITFOUAIOT B C€0s CIACAYIOIMINE ONTUCAHUS:

a) oOmiee BBEJCHHUE, CBEJACHHS O TOM, SBJSCTCS JIM JICKAPCTBEHHBIM Mpernapar
MPOJICKAPCTBOM WJIM €CTh JIM Y HEro akKTUBHBIE META0OJIUTHI, XUPATbHOCTh, PACTBOPUMOCTb,
CBEJICHUS O TOIYJISIUU, Y KOTOPOU MOJIydeHbl OCHOBHbIE (papMaKOKMHETUYECKUE JaHHBIE U
7p.

0) oOurue GapMakOKMHETUYECKHE XapaKTEPUCTUKHU JEUCTBYIOIIETO BEIIECTBA TOCIIE
MIPUMEHEHUS JIEKAPCTBEHHOTO Tpernapara ¢ COCTaBOM, 3asiBJICHHBIM Ha PErUCTPaIUIO:

abcopbmus. [TomHoTa abcopOmu, abCOMOTHAS U (MIIH) OTHOCUTENbHAs OMOIOCTYITHOCTb,

3 dekT "mepBUYHOrO MPOXOXKACHUA", BpeMs TOCTHKEHUS MaKCUMAaJIbHOM IJIa3MEHHOU

koHuenTpauuu (T ), BIMSHEE HINK, & TAKXKE B OTHOLICHHH JCKapCTBEHHOTO Mpernapara

JUTSI MECTHOTO TPUMEHEHUS — CHUCTeMHasi OMOJOCTYIMHOCTh, BOBJICUCHHE TPAHCIIOPTHBIX
O0enkoB. [lpu Hanu4yuu JaHHBIX HEOOXOJAMMO OTpa3uTh MeECTO abcopOuuu B
KEIYJIOYHO-KUIIIEYHOM TpakTe (MOCKOJIbKY ATO HMMEET 3HAaYeHHEe MpPU BBEJICHUU
JIEKapCTBEHHOTO MIpernapara 4epe3 30H,1 ISl SHTEPATbHOTO MUTAHMUS);
pacopeneneane. CBsA3b ¢ OenKaMu IUIa3Mbl, KaXyIIUHACS 00bEeM paclpeneseHus Ha
KIWJIOTpaMM MAacChl Tella (Hampumep, JI/KT), KOHIEHTpAlus B TKaHAX W (WiIU) TUta3me,
CBEJICHUS O MHOTOKaMEpPHOM paclpe/ieieHUH, BOBJICYEHUU TPAHCHOPTHBIX OEJIKOB,
NPOHUKHOBEHUE Yepe3 reMaTodHIepanrndeckuii 6apbep, MPOHUKHOBEHUE Yepe3 IUIALICHTY U B
MOJIOKO;
ounorpancopmamusa. CrernieHb MeTaboIM3Ma, META0OIUTHI, AKTUBHOCTH META0O0JIUTOB U
uX BKJIAJ B 3(OPEKTUBHOCTh U TOKCUYHOCTH, (DEPMEHTHI, YYACTBYIOIIME B METa0OIHU3ME,
OpraHsbl, B KOTOPBIX IPOUCXOJUT META00IU3M, PE3YIbTAThl UCCIEIOBAHUN B3aUMOICUCTBUS
in Vitro, KOTOpBIE€ CBHUIETEIbCTBYIOT O CIIOCOOHOCTH COEIUHEHUS HWHIYIUPOBaTh (
MHIUOMPOBATh) MeTaboInuecKkue GepMeEHTHI;
smuMuHANUA. [lepuonbl MoONyBBIBEACHUS, OONUA KIMPEHC, MEX- U (HJIH)
BHYTPUMHJMBUYyaJbHasl BapuaOeIbHOCTh OOIIEro KIUpPEHCAa, NYTU BbIBEJCHUS
HEM3MEHEHHOTO BEIIECTBA M METAOOIMTOB, BKJIIOYAsi OTHOCUTEILHBIN BKJIAJ MEUYCHOYHOU U
MOYEYHOU PJTMMUHAIIMY, BOBJICUEHUE TPAHCIIOPTHBIX OEJIKOB;



JUHEHHOCTh (HEIMHEHHOCTh) (apMaKOKWHETHUKH JIEHCTBYIONIETO BEIIECTBA II0
OTHOUIEHUIO K J103€ U (W) BpeMeHu. Ecnu papMakoKMHETHKA HETMHEHA IO OTHOILIEHUIO K
no3e U (Wim) BpeMeHU, He0OX0IMMO OTPa3UTh MPUYUHBI HETMHEUHOCTH;

B) hapMaKkOKMHETHYECKas-PpapMaKoAMHAMUYECKasi 3aBUCUMOCTb:

3aBUCUMOCTb MEXAY 10301 (KOHLEHTpaLKel, papMaKOKNHETUYECKUMU TapaMeTpaMu) 1
3¢ ¢dekToM (MCTUHHAsI KOHEYHAsl TOUKa, BAJIMJUPOBAHHAs CypporaTHasi KOHeUHasl TOuKa WIH
HEeXeJaTelbHas peaklus);

I') OIIMCAHUE UCCIIET0BAHHON NOMYJISALNN;

1) OTMCAHUE OTAEIbHBIX TPy CYyObEKTOB MJIU MAalUEHTOB B pazjese "Ocolble rpyIbl
nanueHToB". MI3MEeHYMBOCTh B 3aBUCUMOCTH OT TakuX (haKTOpOB, KaK BO3pacT, Macca Tea,
noj, KypeHue, MnoaumMopdu3sM TEHOB, KoAupylomue QepMeHTh MeTabonu3mMa u
COMYTCTBYIOIIME MATOJOTMYECKUE COCTOSIHUS (MOY€YHAas HEJOCTAaTOYHOCTbh, NEYEHOYHAs
HEJ0CTAaTOYHOCTh (BKJItOUasl CTENEHb HapylieHus)). Ecnu BausHue Ha (papMaKkOKHHETUKY
paccMaTpUBaeTCs KaK KIMHUYECKHM 3HAYMMOE, €ro HEeO0OXOJMMO OXapaKTepU30BaTh
KOJINYECTBEHHO CO CChUIKaMu Ha pasnen 4.2 OXJIII (ecnu npuMeHUMO).

Jlern.

HeoOxoauMo 0600muTh pe3ynbTaThl (papMaKOKMHETHUUYECKUX HCCIIEIOBAHUI B
pPa3JIMUHBIX BO3PACTHBIX Tpymnmnax nered. HeoOxoaumo ykaszaTh J103bl, NPUBOJSINHE K
AKCIIO3MIIMH JIEKAPCTBEHHOTO MPENapaTa, CX0KEN ¢ IKCIIO3UIHUEN Y B3POCIBIX (€CIH 3HAYMMO
). HeobxonuMo yka3arh JeKapCTBEHHYIO (hOpMY, UCIIOJIB30BAHHYIO B (DapMaKOKMHETHUECKUX
UCCIIEIOBAHMSIX ¢ yuacTHeM Jjereil. HeobxonuMo yka3aTh Ha HEONPEAEICHHOCTh HMEIOIIUXCS
JAHHBIX B CIy4ae, €CJIM OIbIT IPUMEHEHUS Ipernapara y JIeTeil He10OCTaTOuEH.

5.3. JlaHHEIe OKJIMHNIECKOH 0€30IacHOCTH

79. HeoOxoauMo MpeACTaBUTh BCE PE3YJIbTAThl JOKIMHUYECKUX UCTBITAHUH, KOTOPHIC
MOTYT OBITh 3HAUYMMBI JJIsl Bpaya, Ha3HAYAIOIIEero mnpenapaTr Mpu yCTAHOBJICHUU MPOQUIs
0€30MacHOCTH JIEKApCTBEHHOTO TIpenapara, MpU MNPUMEHEHUU 10 YTBEPKICHHBIM
MOKa3aHUSIM K MPUMEHEHUI0, KOTOPhIE HE OBLIN BKJIIOUEHHI B Apyrue pasaenst OXJIII.

Ecnu pe3ynbTaThl JOKJIMHUYECKUX UCCIIEIOBAHUN HE JAIOT JOMOJHUTEIbHBIX CBEICHUMN
Bpady, Ha3HAyYalIIEeMy JIEKAPCTBEHHBIN Mpernapar, TaKue pe3yiabTaThl (KaK MOJI0KUTEIbHBIE,
TaK ¥ OTPHUIIATENIbHBIC) TyOJIUPOBATH HE TpeOyeTcs.

80. HeoOxo1MMO KpaTKO OMucaTh pe3yiabTaThl TOKIUHUYECKUX UCTIBITAHUMN C YKa3aHUEM
KOJINYECTBEHHBIX XAPAKTEPUCTUK B COOTBETCTBUU CO CIEAYIOIINMU MPUMEPAMH:

a) B JOKJIIMHUYECKUX JAHHBIX, MOJYYEHHBIX MO pe3yJIbTaTaM CTaHJAPTHBIX UCCIIEI0BaHUN
(dhapmakosiornueckoi 0€30MacHOCTH, TOKCHUYHOCTH MPHU TOBTOPHOM (MHOTOKPATHOM)
BBEJICHUU, T€HOTOKCUYHOCTH, KAHIEPOTCHHOIO0 MOTEHIMalla U PEeHpOAYKTUBHOU U
OHTOT€HETHYECKON TOKCUYHOCTH, OCOOBIN BpeI JJIsl UeJIOBEKa HE BHISIBIICH;



0) B TOKJIMHUYECKUX UCCIEOBAHUAX HAOTIOAAMHUCH A (PEKTHI TOJBKO TP BO3IEHCTBUH
JIEKapCTBEHHOTO TpernapaTta B J103aX, CYHIECTBEHHO MPEBOCXOANIUX MAaKCUMAJIbHYIO, YTO
SBJISICTCS] KIIMHUYECKN HE3HAYMMBIM;

B) HMMEIOTCS HEXeJaTeIbHbIC peaKIuu, He OOHApyXCHHBbIC B KIMHUYCCKHUX
WCCJICIOBAHUSIX, HO BBISIBJICHHBIC Y JKUBOTHBIX IMPU BO3/ICHCTBHUH JIEKAPCTBEHHOTO Mpemnapara
B J103aX, CXOXKHX C JIO3aMH, TIPUMECHECHHBIMU B KJIMHHUYECKHX HCCIEIOBAHMIX, YTO MOXKET
UMETh KIIMHUYECKYIO0 3HAUUMOCTb.

81. CnenyeT npu HEOOXOAMMOCTH MPEACTABUTHh 3HAYUMBIE JJISI IETEH pe3yJbTaThl
JTOKJIUHUYECKUX HCCICAOBAaHUN, BKIIOYAS PE3YyJIbTAThl HCCICIOBAHHWM, MPOBEIACHHBIX Y
MOJIOJBIX JKMBOTHBIX W TEPHU- WU TMOCTHATAJIbHBIX HCCIEJOBAHUN C aHAIM30M HX
KIIMHAYECKON 3HAYUMOCTH, TT0J] OTJICTBHBIM IT03ar0JIOBKOM.

82. OueHka puckoB Ui okpy:xaroier cpeapl. Cieayer NpeJAcTaBUTh BbIBOJbI OLICHKH
PHCKOB JICKAPCTBEHHOI'O Iperaparta IS OKpY’XaromleH cpelbl (€ClIH 3TO 3Ha4YHMO), CO
CCBLIKOH Ha paznena 6.6 OXJIII.

6. ®apMaLIeBTHIECKHE CBOHCTBA
6.1. IlepeueHp BCIOMOTaTEIbHEIX BEIIECTB

83. IIpuBoaUTCS TEpeUYEHb BCEX BCIOMOTATENIbHBIX BEHIECTB (KAUYE€CTBEHHBINM COCTAaB),
JlaKe eCJIM OHU COJEP)KATCS B JIGKAPCTBEHHOM IpenapaTe B HE3HAUUTEIbHBIX KOIHYecTBax (
Hampumep, udepHuia). boimee moapoOHBIE CBEIEHHMS O BCIOMOTaTeNbHBIX BELIECTBAX,
U3BECTHBIX CBOMM JECHCTBHEM, MOJICKAIUX YKA3aHUIO, IPUBENCHBI B IIpuiioxkeHnn Ne 1 k
HacTosIIUM TpeboBaHusM. Heobxoaumo ykas3aThb BCE WHIPEIUEHTHI TpPaHCIECPMAaTIbHBIX
IUIaCThIpeN (BKIJIIOYAsl aIM€3UBHYI0O OCHOBY, BBICBOOOKIAIOUIYIO MOJJIOKKY U HapyKHYIO
IUJICHKY).

He tpedyercs Brmouats B OXJIII akTuBHYIO (PapmaleBTHUECKYIO CYOCTaHIUIO,
OCTAaTOYHbIE MPUMECHU BEILECTB, UCIIOIB30BAHHBIX B MPOU3BOJICTBE TOTOBOIO JIEKAPCTBEHHOT'O
npenapara (Harpumep, pacCTBOPUTENH, a3 B CBOOOJHOM HaJ IpernapaToM MPOCTPAHCTBE U
AHTUOMOTHKHU, UCIIOJIb30BAHHBIE B MPOM3BOJICTBE BAaKIIMH), JTyOPUKAHTHI MPEIBAPUTEIBHO
3aMOJHEHHBIX MIIPHUIEB U KOMIOHEHTHI 000JIOYEK KAICYJ MOPOLIKOB JUJIl MHTAJSALMM, HE
[peIHa3HAa4YCHHBIX IS IpYeMa BHYTPb.

84. OmnpeneneHHbIe OCTaTOYHbIE TPUMECH (HAIPHUMEDP, TPUMECH AaHTUOMOTHKOB HIIH
OPOYUX HPOTUBOMUKPOOHBIX areHTOB, HCIIOJIb30BAaHHBIX B IIPOILIECCE IPOU3BOJACTBA),
M3BECTHBIE CBOMM AJUIEPr€HHbIM MOTEHLUHUAIOM U CIIOCOOHBIE BBI3BIBATH HEXKEIATEIbHBIC
peakiuu, cieayer yka3athb B pazzgene 4.3 win 4.4 OXJIIT cooTBETCTBEHHO.

85. Jlnst BcrmoMoraTenbHbIX BEIIeCTB HE00X0IUMO yKa3biBaTh pekomenayemoe BO3 MHH
, TIpPU €ro OTCYTCTBUU — OOHICHPHUHATOE (FPYNIHUPOBOYHOE) HAMMEHOBAHHE C YYETOM
COJIEBBIX, J(UPHBIX, THUAPATHBIX W HHBIX (OPM, MPU OTCYTCTBUM OOLIECHPUHATOrO (
IpyIIIMPOBOYHOI0) HAMMEHOBAHUS — XUMHUYECKOE HauMeHoBaHue 1o HomeHkinarype [UPAC,



a TIpU OTCYTCTBUU TMOCJIEIHETO MPUBOJAT JAHHBIE 00 MCTOYHHMKAX M CIIOCO0aX MOTYyUYEHUS,
HaJMYUU BCEX BBEJEHHBIX J00aBOK U Ap. (IpU HEOOXOJUMOCTH C COOTBETCTBYIOIIUM
MOAPOOHBIM OTTUCAHUEM ).

86. He nomyckaercs MCHONb30BaTh NMaTeHTOBaHHbIE HaMMeHOBaHus. He pomyckaetcs
YKa3bIBaTh CCHUIKM Ha (papMakoneiiHoe kauecTBO. KOMIOHEHTHI CMECH BCIOMOTraTeIbHbIX
BEIIECTB HEOOXOAMMO YKa3bIBaTh 1O OTAENbHOCTU. ECiy TOUHBIN cocTaB BKYCOBOM J0OaBKH
WM apOMaTU3aTopa 3asiBUTENI0 HEU3BECTEH WIIM OH JIOCTATOYHO CIIOXKHBIN, €ro 10IMyCKaeTCs
yKa3aTh B BUJIe 0000IIIEHHOr0 HAMMEHOBaHUs (HarpuMep, "arnebCMHOBAasi BKYCOBast 100aBKa
", "uuTpycoBas oTaymka"). Eciu B cocTaB BKYCOBOW J100aBKM BXOJST KOMITOHEHTHI,
U3BECTHBIE CBOUM JeMCTBHEM WU 3PPEKTOM, 3TH KOMIOHEHThI HEOOXOIUMO MEPEUUCTUTD B
COCTaBE CMECH BCIIOMOTaTEJIbHBIX BEIIECTB.

87. Ilocne MHTPEMUEeHTOB, KOTOPhIE MOTYT JT00aBIAThCS AT Koppekiuu pH, B ckoOkax
cieayeT yka3biBath (s koppekiuu pH)".

88. ToproBbie HAMMEHOBaHUS WU 0000IIEHHBIE HAUMEHOBAaHUS (Hanpumep, "yepHuia')
HE CIeAyeT UCIOIb30BaTh BMECTO OOIICIPUHATOr0O HAMMEHOBAHUS MHTPEIMEHTA I CMECU
MHIPEIUEHTOB, HO JOMYCKAETCsl MCIOIb30BaTh BMECTE C HAUMEHOBAHUSIMU WHTPEIHEHTOB,
€CJIM TOYHO U3BECTHO, KAKUE MHIPEIUEHTHI OIMCHIBAIOTCS C IOMOIIBIO 3TOIO HANMEHOBAHMS.

89. Xumuuecku MOAUGMUIIMPOBAHHBIE BCIIOMOTATEJbHBIE BEIIECTBA HEOOXOIUMO
OMHCHIBATh TaK, YTOOBI HE JOMYCTUTH MyTAHUIIBI ¢ HEMOIU(MDUIIMPOBAHHBIMH aHAIOTaMH (
HarpuMep, "MpeKeTaTUHU3UPOBAHHBIA Kpaxmain').

Ecnu nexapcTBeHHBIA mpenapaTr B LENIX KOHTPOJISI JBUKEHHS, OTCICKUBAHUS U
ayTeHTU(UKALIUK COJIEPKUT CKPBITYIO METKY, B IEPEUCHb BCIIOMOTaTEIbHBIX BEIIECTB
HE0OXOAMMO BKJIIOUUTH O0I1Iee ykazaHue "(pakTtop ayTeHTH(UKauuu', a HE HAMMEHOBAHUE
BCIIOMOTaTEJIbHOTO BEIIECTBA, €CJIM TOJBKO OHO HE HM3BECTHO CBOMM JAECHCTBUEM HIIU
s PexTom.

Kaxxnmoe BcrioMoraTtenbHOE BEMIECTBO HEOOXOJMMO yKa3bIBaTh OTAEIBHOW CTPOKOM.
BcnomorarenbHble BelIECTBa MEPEUUCISAIOTCS B COOTBETCTBUM C PA3IUYHBIMU YaCTSIMU
npenapara, Harpumep, "saapo — 006o104uka" TabneTKy, ""cofepKkuMoe — 000JI09Ka" KarcCyibl U
np. BenomoraTenpHble BelllecTBa MpenapaToB, HAXOMAIUXCcs Oojiee yeM B 1 mepBUYHOMN (
BHYTPEHHEW) YIMAKOBKE WJIM COJEPKAIMX B JBYXKAMEPHBIX MEPBUYHBIX (BHYTPEHHUX)
yHakoBKax, CIeAyeT YKa3bpIBaTh U3 pacyeTa Ha MEePBUUYHYIO (BHYTPEHHIOIO) YIIAKOBKY HIIA Ha
Kamepy.

AGOpeBHaTypbl BCIOMOTATEIbHBIX BELIECTB MEPEUMCIATh HE ciaeayeT. OqHako u3
COOOpa)XeHUH HSKOHOMHUHM MecTa abOpeBHATypbl BCIOMOTaTEIbHBIX BEHIECTB MOTYT

YKa3bIBaThCS B MAPKUPOBKE MIPH YCIOBUU TOTO, YTO OHHM paciiu(poBaHbl B JAHHOM pa3ieiie
OXJIIL.

6.2. HecoBMecTHMOCTBH



90. Heob6xoauMo mpeAcTaBUTh CBEACHHUS O (DU3MYECKONW HIM XUMUUYECKOMU
HECOBMECTUMOCTH JIEKapCTBEHHOTO MpernapaTa ¢ APyTUMHU JIEKApCTBEHHBIMHU MpenapaTam, ¢
KOTOPBIMH €CTh BEPOSITHOCTh CMEIIMBAHUS WM OJJHOBPEMEHHOT'O BBEACHHS. ITO OCOOEHHO
BAXXHO JUIsl JIEKAPCTBEHHOIrO IIpenapara, MMOJJIEKAIIero BOCCTAHOBJICHUIO M (WIIN)
pa3BENICHUIO NIEpe]] MApEeHTEpAIbHBIM BBeZieHuEM. Heo0X01MMO NepevyrCiIuTh CyIIECTBEHHBIE
MOCJIEICTBUSA B3aUMOJICHCTBUS (HampuMmep, copOlMs JIEKapCTBEHHOTO IMpernapara Wid
KOMITIOHEHTOB IMPENapaTroB B IINPHIIAX, IEPBUYHBIX YIIAKOBKaX MapeHTEpaIbHBIX MPEnapaToB
00JBIINX 00BEMOB, 30H/1aX, BCTPOCHHBIX (UIIBTpax, HAOOpax Jyisi BBECHUS U Jp.).

91. Ykazanus 0 COBMECTUMOCTHU Mpenapara ¢ JpyruMu JIEKapCTBEHHBIMU MTpenapaTamMmu
WM U3JCNUSIMH B JIAHHOM pa3zjielie He MPUBOMSTCA, UX BKIHOYAIOT B paznaen 6.6 OXJIIL.
VYka3aHusi OTHOCUTENIBHO (apMaKOJOTHUUYECKOW M XUMHYECKOW ((hHU3MUecKOi)
HECOBMECTHUMOCTH ¢ nuied npuBoasatcs B pasaene 4.5 OXJIII. Ecnu takue yka3zaHus He
IpUMEHUMBI, naetcsa popmynuporka: "He npumenumo".

92. B OTHOILLIEHNUHU OTNPEIEIECHHBIX JEKAPCTBEHHBIX (DOPM (HanmpuMep, NapeHTepaIbHbIX )
CJIeIyeT yKa3aTh OJIHY U3 CIAEAYIOMUX GOPMYITUPOBOK:

"B cBA3M C OTCYTCTBHEM HCCJEAOBAHHH COBMECTHMOCTH JaHHBIH JI€KAPCTBEHHBIH
rpenapar He cJeayeT CMEIIUBAaTh C APYTHMH JIEKAPCTBEHHBIMH MIPENnapaTamu’’;

"JlaHHBII JIeKapCTBEHHBIH Npenapar He CJeIyeT CMELIUBATh C IPYTHMH JIEKapCTBEHHBIMHU
npenapatamu, 3a HCKJIFOYEHHEM YIIOMSIHYTHIX B pazaenax 6.6 u 11 OXJIIT".

6.3. Cpok rogaOCTH (CPOK XpaHCHHA)

93. Cpok rogHOCTH (CpPOK XpaHEHHUs) HEOOXOAMMO YKa3bIBaTh ISl JIEKAPCTBEHHOTO
npernapara BO BTOPUUHOM (OTPEOUTENBCKOM) YIIAKOBKE, a TAKKE, 3TO UMEET 3HaYEHHUE TTOCIIe
pa3BeieHUs, BOCCTAHOBJIEHUS, UJIU TIOCJIE MEPBOTO BCKPHITHSI.

Cpok rogHoCTH (CpPOK XpaHEHUs) HEOOXOIMMO yKa3aTh YETKO C HCIOJIb30BaHUEM
HAJIJIC)KAIIECH €IMHUIBI BPDEMEHU.

TpeboBanus K yKa3aHUIO CPOKA TOJHOCTH (CPOKA XPAaHEHHS) TOTOBBIX K MPUMEHEHUIO
CTEpPUJIBHBIX JIEKAPCTBEHHBIX IpenapaToB (IIOCJE MEPBOT0 BCKPBITUS WIJIM BOCCTAHOBJICHUS)
MpUBOIATCS B mpuioxkeHnu Ne 7 k HactosuuM TpeboBanusMm. Ecnu mpu mpoBeneHuun
ucciea0BaHui 1Mo (apMaleBTUYECKOW pa3pabdOTKe BBISIBIIEHa HEOOXOAMMOCThH YKa3aHUS
CpOKa TOJHOCTH (CpOKa XpaHEHHUs) NPYrUX JEKapCTBEHHBIX MpernapaTroB, FOTOBBIX K
NPUMEHEHUIO, CPOK TOJTHOCTH (CPOK XpaHEHHMsI) YKa3bIBACT U VISl HUX.

94. Ecnu tpeOyercsi NpUTrOTOBJIEHUE PA3JIMYHBIX KOHUEHTpaUWi (Hampumep, s
MPUMEHEHHUsI y JieTel), He0OX0IUMO YKa3aTh Ha (U3UKO-XUMHUYECKYIO CTAOMIBHOCTH JIJIs
BCEro Juamna3oHa KOHIeHTpanui (Hanpumep: "CTaOHIBHOCTH HOATBEPXKACHA JUIS
KOHITEHTpAI[HH B AHAITA30HE X — V MI/MJI B TeUeHHe t 9acoB (IHeH) npu temreparype 25 °C u
2-8°C").

95. Ecnu nekapCTBEHHBIN ITpenapaT NoKa3aH JJjis MPUMEHECHUS AETAM, HO OTCYTCTBYIOT
NOAXOASAIINE JETCKOMY BO3pacTy JIEKapCcTBeHHass (opMa u (MJIM) IO3UPOBKA, MPU ITOM



JOMyCKAaeTCsd MPUTOTOBJIEHUE Mpemnapara €X tempore U3 HMMEIOMIErocsl JEeKapCTBEHHOTO
npernapara, COOTBETCTBYIOIINE (PU3UKO-XUMHUYECKUE JaHHBIE 110 XPAHEHUIO U CTa0UIILHOCTU
HE0OXOMMO MTPUBECTH B JAHHOM pasjielie Co CChuIKaMu Ha pazzaensl 6.4 u 6.6 OXJIIL.

96. Eciu niig MeTUIIMHCKUX paOOTHUKOB WIIM MAIlMEHTOB TPEOyeTCs yKa3aHUe 0COOBIX
BPEMEHHBIX YCIOBUM XpaHEHUsI, HAIPUMED, B LIEJISIX aMOyIaTOPHOTO MPUMEHEHUSI (HapUMED
, CPOK TOJHOCTH (CPOK XpaHeHus1) cocTaBiseT 24 Mecsna rmpu 2 — 8 °C, u3 KOTOphIX 3 MecsIia
JOMyCKaeTCs XpaHUTh Npu Temmnepatrype He Boime 25 °C), HeoOXoauMo naTh
COOTBETCTBYIOIIHME JOMOJHUTEIbHBIE peKOMeHauu. [1o100HbIe cBeleHrs BCera TOJKHbI
OCHOBBIBAaTbCS Ha JAHHBIX MO CcTaOWIbHOCTU. HeoOXxoaumo ykazaTh PEKOMEHIYEMBbIi
TeMIEPaTypHbIA AHANa30H U MAaKCUMAJIbHYIO MPOAOJIKUTEIBHOCTh BPEMEHHOTO XPaHEHHS.
[TonoOHBIE peKOMEHIAIIMN TAKXKe BKIIOUYAIOT B c€0s CBEJICHUS O Mepax, MPUMEHIEMBIX TOCIIe
XpaHEHHs JIEKAPCTBEHHOTO IMpernapara BO BPEMEHHBIX YCIOBUSAX XpaHEHHs (HAIpUMeEp,
HEMEUICHHAs YTUJIN3allns).

97. He cnenyeTr mpeAcTaBisTh TaKWE yKa3aHHS, Kak: "OTU JTAHHBIE HE SIBJISIOTCS
PEKOMEHIAIUAMU 10 XpaHECHUIO'".

98. Ecnu B OTHOIIIEHUH Pa3HBIX IEPBUYHBIX YITAKOBOK CPOKH T'OJHOCTH (CPOKHU XpaHEHUS)

HE pa3JINYaroTCs, YKa3blBaTh 3TU YNAKOBKU He clienyeT. [I[puBoAUTh yCIIOBUSI XpaHEHUS HE
clenyeT, 3a HUCKIIOYEHUEM YCIOBUM XpaHEHMS IOCJ€ BCKPHITHS B COOTBETCTBUM C
npuioxxkenueM Ne 7 k HacTosiuM TpeOoBanusM. He ciienyer npeacTaBisiTh TaKUE yKa3aHUs,
kak: "He npuMeHATh 10 UCTEUEHUH CPOKA TOJJHOCTH (CpOKa XpaHeHus)" .

99. Ecnm BMecTe € JIEKAPCTBEHHBIM IIPENAPATOM IOCTABIAETCA AOIOJHUTEIbHAS
OpoayKIus (B TOM 4YHCII€ YCTPONCTBA, KOMIUIEKTYIOIIUE CPEICTBA), HEOOXOAMMO yKa3aTh
CPOK TOJTHOCTH TOTOBOM K MPUMEHEHHIO YKa3aHHOW MPOAYKIUHU (€CIU TPUMEHUMO).

6.4. OcobrIe MepHI MPEAOCTOPOKHOCTH IPH XPAaHEHUH

100. ITpu yka3zanuu Mep NpeaOCTOPOKHOCTU IIPU XPAHCHUU CIIETYET UCIIOJIb30BaTh OJIHY
WM HECKOJBKO CTaHJAPTHHIX (Ppa3, MpUBEIECHHBIX B MPUIOXKEHUU Ne 6 K HACTOSIINM
TpeOOBaHMUSIM, KOTOpblE HEOOXOIMMO JIONMOJHHUTh MOSCHEHHUEM OTHOCHUTEIBHO
YyBCTBUTEJIbHOCTH Mpenapara K CBeTy U (Uin) Biare.

101. B oTHomEeHHM XpaHEHHUS BCKPBITHIX, Pa3BEICHHBIX WJIM BOCCTAHOBJIEHHBIX
CTEPUJIBHBIX JIEKAPCTBEHHBIX MPENApATOB CIEAYET CAENaTh CChUIKY Ha pasaen 6.3 OXJIIIL.

102. OcoOble Mepbl TPEJOCTOPOKHOCTU TpHU XpaHeHuH, ykazaHHble B OXIJIII,
MapkupoBke U JIB, 10mKkHBI ObITH COOCTAaBUMBIMH.

103. B OXJIIT mpenymnpexaeHue 0 HEOOXOIUMOCTH XpaHEHHS JIEKapCTBEHHOTO
Ipernapara B HEIOCTYITHOM JUISl IETEN MECTE HE YKa3bIBACTCH.

6.5. XapakTep u cofepkaHue YIaKOBKH <H CHENUAIbHOEe 000pYAOBaHUE LIS HCIIOIB30BaHHS,
BBEJCHHS WA HMIUIAHTAIAH>



104. Heobxoaumo yka3aTh NEPBHUYHYIO (BHYTPEHHIOI) YMAKOBKY, HCIOJIB3YS
ctanaapTHeiil TepMuH @apmakonen Coroza, MaTepual, U3 KOTOPOro U3rOTOBJICHA EPBUYHAS
(BHYTpeHHssI) ymakoBka (Hampumep, "crekiasaHbie ¢uiakonbsl”", "[IBX — amomMuHuEBbIC
onuctepbl”, "OYTHUIKM U3 MOJUATUIIEHA BBICOKOM IMIJIOTHOCTHU"), @ TaKKe MEPEUYUCIUTh BCE
IIpoYre KOMIIOHEHTHl YIAaKOBKH IpenapaTta (Hampumep, Urja, MoMa3oK, MEpHas JI0XKKa,
pacCIbUIMTENb U3JICTUN I UHTAISIUN, ocymuTenb). Heo6XoammMo mosCHUTh TpagyrupoBKY
Ha MEPHBIX HM3JEIUAX, a TaK)KE ONHCAaTh MEPBUYHYIO YIAKOBKY JIFOOOTO pPacTBOPUTENS,
MOCTABIIIEMOTO BMECTE C JIEKAPCTBEHHBIM mpemnapaToM. M30bITOYHYIO JeTanmu3anuio (
HampuMmep, UBET MpoOKH, CBOMCTBa TepMoOjaka) yKa3biBaTb He Tpebdyercsa. Ilpu
WCIIOJIb30BAaHUU Pa3ICIUTEIBHOTO IBETA JJIs1 PA3IMdCHHS (JOPM BBITyCKa MAPEHTEPATbHBIX
npenapaTroB 00 3TOM HEOOXOIMMO yKa3aTh B JAHHOM pa3elie.

105. Cnenyer ykazatb, 007a/1a€T 1M YKYNOpPKA MEPBUYHON YIMAKOBKU (DYHKIIMEH 3alTUTHI
OT BCKPBITHUS JE€THMH.
[Ipumeps! HopMyITUPOBOK, YKa3bIBAEMbIX B JAHHOM pa3jelie:

"CycnieHzuss 06beMoM [00beM] MJI B NPEABAPHUTEIBHO 3aIIOJHEHHOM IrpHuiie (
CTEKJIAHHOM) C YIUIOTHHUTEJIEM (XJ0pOYTHIKAYYyK) ¢ HIJIOH HJIH 0€3 Hee B YNAaKOBKE 110 5
win 10 mmpuie”;

"ByTBUIKH U3 MOJHATHICHA BBICOKOH IJIOTHOCTH C YKYIOPKOH ¢ (DYHKIHEH 3al[UThI OT
BCKPBITHS IEThMH U CHJIMKArejieM B KadecTBe ocymutens. B ynakoBkax mo 30, 60 win 90
Ta0JIeTOK, HOKPBITHIX IJICHOYHOH 00071049KOH".

106. Heobxoaumo mepedncanuTh BCE pa3Mephl YIIaKOBOK C YKa3aHHEM uucia €IUHUILL,
yucia 103 (Hampumep, AJii MHOTOJ030BBIX BaKIUH, HHTAJSTOPOB U Jp.), OOIIeH Macchl Uiu
oO0beMa TMEepBUYHON (BHYTPEHHEW) YMAaKOBKM C YKa3aHHMEM €€ BMECTUMOCTU (IIpu
HEOOXOJMMOCTH), a TAK)K€ YHCJIO NMEPBUYHBIX (BHYTPEHHHX) yMaKOBOK BO BTOPUYHOH (
MOTPEeOUTENHCKON) KapTOHHOUW ymakoBke. Eciu npumeHnMO, HEOOXOIMMO TMPUBECTHU
CTaHJapTHOE yka3aHue: "He Bce pazMephl yIIaKOBOK MOTYT OBITh JOCTYIHBI JJIsl peanu3aiun”
, 4TOOBI MpEeayNpeIuTh MEIUIMHCKUX PAaOOTHUKOB O TOM, YTO HE BCE NEPEUYUCICHHBIE
pa3Mephl YIIaKOBOK MOTYT OBITh IOCTYIIHBI JJI1 HA3HAYEHHSI MJIIA OTITYCKa.

107. YnakoBku, NpeJHa3HAYECHHbBIE UCKIIOYUTENBHO JIJIs1 TUCTPUOBIOTOPCKUX LIeNeH, He
ABJISIIOTCS. HOBOW YIAKOBKOHM ISl peanu3alu JEKAPCTBEHHOrO IIpenapara, M03TOMY
BKJIIOYATh UX B JaHHBINA pa3/ien He TpeOyeTcs.

6.6. Oco6rie MepsI MPeIOCTOPOKHOCTH TIPH YTHIIM3AIHH HCIIOIE30BaHHOTO JIEKAPCTBEHHOTO
Ipemnapara Wik OTXOZ0B, IOTy9IeHHHIX II0CJIe IPUMEHEHHS JIEKapCTBEHHOTO Npenapara, ! Jpyrue
MaHMITYJIIUH C IpenapaToM

108. Heob6xoaumo mpeacTaBUTh MHCTPYKIMU NO YTWIHM3aLMM Npenaparta (eciau
IIPUMEHHMO).

109. Ecnu umerotcst ocoOble MEPBI MPEAOCTOPOKHOCTH MPU padOTe WIH YTUIIU3ALUU

JIEKapCTBEHHBIX MpenaparoB (IIUTOTOKCUYECKHE UM HEKOTOPbIe OMOJIOTUYECKUE TIpernapaThl



WJIM UX OTXOJbI), €CIIH JIEKAPCTBEHHBIE MPENapaThl COAEPKAT KUBbIE OPTaHU3MBbI, B JaHHBIN
paszes He00X0IUMO BKIIIOUUTH HH(OPMAIIMIO 00 3TUX OpraHu3Max, a Takxke (€Ciau 3Ha4rMO)
“HpOpMAIMIO MO YTWIH3AIUA TPEAMETOB, BCTYMABIIUX B KOHTAaKT C JIEKAPCTBEHHBIM
npenaparoM (Hampumep, MEeIeHKU WIHM JIOKKH, UCIIOIb3yeMbIe ISl BBECHUS BaKIUH JJIS
npueMa BHyTph). Heo6xoauMo mpecTaBuTh CChIIKY Ha 3aKJIFOUEHHUE MO OLEHKE PUCKOB IS
OKpYJKarolen cpeibl, npuBeaeHHoM B pasaene 5.3 OXJIII, (ecnu mpuMeHUMO).

110. Ecnin npumMeHuMoO (HampuMmep, B OTHOIIEHUH UTOTOKCUYECKHUX JIEKapCTBEHHBIX
npernaparoB), B JaHHBIM pa3fen HEOOXOJAMMO BKIIOUUTH CIEAYIOUIYI0 CTaHIAPTHYIO
dbopmynupoBky: "Bech ocTaBHIMICS JE€KapCTBEHHBIM Mpenapar U OTXOIbl CIeayeT
YHUUYTOXUTh (YTHJIM3UPOBATh) B COOTBETCTBUH C TPEOOBAHUAMHU 3aKOHOAATEIbCTBA
rocyJ1apCTB — WICHOB EBpa3niiCKOro 3JKOHOMHYECKOTO COr03a.".

111. Ilpu orcyTcTBHM OCOOBIX yKa3aHWW MO MMPUMEHECHHUIO WJIM MHCTPYKIIUU 1O paboTe
st paOOTHMKA anTeKu W JAPYTUX MEIUIMHCKUX paOOTHUKOB ClielyeT MPUBECTU
CTaHAAPTHYI0 (opMyIupoBKY: "OcoOble TpeOOBAHMS OTCYTCTBYIOT.".

112. ITpuBoasTCS BCe peKOMEHIAIMU, HEOOXOAUMBIE JJISI TPABUILHOTO MIPUTOTOBICHUS
ONpEJIETICHHBIX MPENnapaToB (HapuMep, HUTOTOKCUYECKHE JICKAPCTBEHHbIE IMpenapaThl U
HEKOTOpbIE OMOJIOTUYECKHE JICKAPCTBEHHBIC MpernapaThl) U (W) 7S 3aIIUTHI JIUII, BKITIOYas
pOAUTENIEN W yXaXUBAKOIIUX JHL, 3aHUMAIOUIMXCA NPUTOTOBICHUEM Ipenapara WIN
paboTalOIMUX C HAM.

113. B paznen 4.2 OXJIII HeoOX0aUMO BKIIOUUTH MHCTPYKIIUMHU JUISI Bpada, JPYTHX
MEIUIUHCKNX PAaOOTHUKOB M MMALIMEHTOB 10 padOTe C MpPEenapaToM, a TAKKe 00IIHE CBEICHHUS
0 BBeJCHUU mpemnapara (IpU BBEACHUU NAlMEHTAMH WU MEAUIMHCKUMHU paOOTHUKAMM).
Ecnu TpeOyroTcsi MHCTPYKIIMU TO NOpPUMEHEHHIO0 (pabdoTe) C I1eNbl0 MPUTOTOBICHUS
JIEKapCTBEHHOI'0 Mpernapara Iepea BBeAEHUEM (Halmpumep, NpU HEOOXOJUMOCTH €ro
CYCHEHIUPOBAHUSI I Pa3BEJICHMUS ), 3TH CBEJICHUS] HEOOXOUMO TIPEACTaBUTh B paznene 4.2.
Jlns obecnieueHus aydmiero moauManus pasaen 4.2 OXJIIT MmoxeT coaepkaTh IEPEKPECTHYIO
CCBUIKY Ha COOTBETCTBYIOIYIO HHGopMamuio B gaHHoM pasznene OXJIII, wanpumep, "
NHCTpyKIIMM 1O PAaCTBOPEHHUIO JIEKAPCTBEHHOTO IIperapara mnepe] NPUMEHEHUEM CM. B
pazgene 6.6.".

114. B nanHOM paszeiie NpuBOASATCS TOJBKO CBEACHMS, HEOOXOIUMbIE pAOOTHUKY allTEKH
U JPYTUM MEIUIMHCKUM pabOTHHKAM JUIsl TPUTOTOBJICHUS MperapaTta nepej BBEICHUEM
MTAlACHTY.

CBeleHuss 0 MPUTOTOBIICHUHU JIEKAPCTBEHHOIO IpenapaTta (Halpumep, CyCHEeH3UU
MOPOIIIKA JJISI UHBEKIMI WM MPUTOTOBJICHUU Pa3BEJCHUsI) CIEAyEeT BKIIOYUTh B JaHHBIN
paznen OXJIII HezaBUCHMO OT TOTO, KTO TOTOBUT Mpemapar (Hampumep, pabOTHUK amTeKH,
Bpay, Ipyrue MeAUIIMHCKUE PaOOTHUKH, MAIIMEHT, POJIUTEIN WK yXakuBatouue iuua). Eciu
JICKapCTBEHHBIN MpenapaT MOJJIKUT BOCCTAHOBIECHUIO, HEOOXOUMO OIKCATh €r0 BHEIIHUMN
BU/I ITOCJIE BOCCTAHOBIICHHUS.



115. B nanHoMm pa3znene npuBOIsATCA YKa3aHUsl OTHOCUTEILHO COBMECTUMOCTH IIpenapara
C JIpyTUMH JIEKApCTBEHHBIMU MpernapaTaMy U U3ACIUSIMU MPU HAJTUIUU B PETUCTPAITUOHHOM
JOChE JICKAPCTBEHHOTO MIpenapaTa COOTBETCTBYIOIINX JTaHHbIX.

116. B UCKIIOYUTENBHBIX CIydasX, €CJIU JIEKApCTBEHHBIM TpernapaT MoKa3aH s
MPUMEHEHUS Y JIETel U HEBO3MOKHO pa3paldoTaTh JEKAPCTBEHHYIO (OpMY, MOIXOSIIYIO
JeTsIM (4TO MOJATBEPKIECHO COOTBETCTBYIOUIMMU HAYYHBIMH OOOCHOBAHMSIMU), CBEJICHUS O
MPUTOTOBJICHUU TMpernapara €X tempore clieayeT NPUBECTH IMOJ MMOA3arojioBkom "
Ilpumenernue y naerer" co ccbuikoi Ha paszaen 4.2 OXJIII. Heobxoaumo mpencTaBUTh
MopoOHbIE MHCTPYKIMHU IO MPUTOTOBJIICHUIO JICKAPCTBEHHOr'O Mpernapara ex tempore u3
noaxosiieil "B3pocioi" WM ApYrod JIeKapCTBEHHOW (OPMBI IS JeTei crapiien
BO3PAcCTHOM TPYIbBI, a TaKXKE JOTMOJHUTEIbHBIE CBEICHUS O Tpernaparax ex tempore s
MPUMEHEHHS] Y MaJICHbKUX JIeTed U, €Clii MPUMEHUMO, MaKCUMaJlbHOE BpeMs XpaHECHUs
TaKUX IMpenapaTroB, B TEYEHUE KOTOPOTO OHM COOTBETCTBYIOT CBOMM crenupuxanusam. [Ipu
HEO0OXOIMMOCTH, YKA3bIBAIOTCSI TPEOYEMBIN YIIaKOBOUHBIM MaTepHUall U YCIOBUS XPaHEHUS.

117. CBenenusi 0 puckax BCIEACTBUE BO3JECHCTBUA JEKAPCTBEHHOrO Mpenapara Ha
pabodem MecTe He0OXOUMO MPUBOAUTH B JaHHOM pa3Jielie cO CChUIKOM Ha pazzaen 4.4 unu
4.8 OXJIII, ecnu B 3TUX pa3Aeiax UMEITCS COOTBETCTBYIOIINE CBEACHUSI.

7. lepxaTeib peruCTPaliOHHOTO YAOCTOBEPEHUS

118. B nanHoM pa3zjene yKa3blBalOTCS HAMMEHOBAHWE U MOCTOSIHHBIN aJipec WUid ajpec
MeCTa BEICHUS JICATEIILHOCTH JIepKaTeNsl PErUCTPAIlMOHHOTO YAOCTOBEPEHUS. Y Ka3bIBAIOTCS
HoMep TenedoHa, akca WiIn aapec FICKTPOHHOM MOYTH (HO HE caliTta B ceTn MHTepHeT nin
AJICKTPOHHOM TOYTHI, CBSI3bIBAIOIICHCS ¢ YKa3aHHBIM CAUTOM).

7.1. IlpeacTaBATENS AepiKAaTENd PETHCTPAMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara
Ha TeppuTopru Coro3a

119. HeoOxoquMo yka3aTh HaMMEHOBaHUE U topuandeckuid (dakTuueckuit) aapec,
TeraedoH U aJpec SJIEKTPOHHOM MOYTHl MPEACTABUTENS JEpKaTelisi PerucTpaliMoOHHOTO
yJAOCTOBEPEHHUS JICKAPCTBEHHOTO TIpenapara (Ho He caiita B cetu IHTEpHET WK 3JIeKTPOHHOU
IIOYTHI, CBS3BIBAIOLIEHCS C yKa3aHHbIM caiiToM). BO3MOHO JONOJHUTH yKa3aHUEM,
[IpeTen3un norpedureneit cienyeT HaAIPaBIATh MO aapecy [ykasbiBaercs ajpec], TenedoH [

yka3biBaeTcs TenedoH].".
8. Homep (HOMEpa) perucTpanmOHHOIO YAOCTOBEPEHH JIEKaApCTBEHHOT'O IIpenapara

120. Pa3gen 3anonHsAeTCS YNOJHOMOYEHHBIM OPTaHOM TIOCYJapCTBa-djieHa WU
JEpKaTEIEM PETUCTPALMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapara Iocie
pErucTpaly JEKapCTBEHHOrO Mpenapara B COOTBETCTBUU ¢ [IpaBunamu perucrpainuu u
DKCIIEPTU3BI.



9. Kareropus oTmycka JeKapCTBEHHOI'O IIperapara

121. Yka3piBaeTcsi NpUHAIEKHOCTD JIEKAPCTBEHHOTO MpenapaTa K OJHON U3 CIEAYIOIINX
KaTEropui OTITyCKa:

a) Mo peLenTy;

0) Oe3 pelenTa;

B) JUTS JIEUeOHO-TTPOPUIAKTUUCCKUX YUPEKICHU.

122. Yka3bIBatOTCs YCIOBUS UM OTPAHUYCHHSI, KACAIOIINECs MOCTABKU U UCTIOIb30BaHUS
JIeKapCTBEHHOI0 IpemnapaTa (mpu Hanuyuu). B ciydae ecnu nekapcTBeHHbIN npenapart Obul
3aperuCTPUPOBAH C YCTAHOBIEHHWEM IMOCTPETUCTPAIIMOHHBIX MEp, ATOT JIEKapCTBEHHBIN
npenapaT MOXET MPUMEHAThCA B ONPEACJICHHBIX CIydasX U TOJBKO IOJ CTPOTUM
MEIUIMHCKUM HaOJt0IeHHEM (B YCIOBUSX JIeueOHO-NPOPUIAKTUYECKUX YUPEKICHUMN), a B
OTHOUIEHUHU paguodapMaleBTUUECKUX TMpPernapatoB — MOJ HAOII0JEHUEM HMEIOIIEro
COOTBETCTBYIOIIIEE Pa3pEIICHHE JTUIIA.

123. Jlnd BakUMH UMMYHOTJIOOYJHMHOB, CHIBOPOTOK, AaHATOKCMHOB W aJIJIEPTE€HOB
JIOTIOJIHUTEIBHO YKa3bIBACTCsI, YTO JIEKAPCTBEHHBIN IpenapaT MpeaHa3HaueH /s OTIycKa B
YCIIOBUSX METUITMHCKOW OpTraHU3aIiH C YKa3aHUEM €€ BUJIA.

10. JosumeTpus (ecimi IpAMEHHMO)

124. B oTHomeHuHn paanodapMarieBTUYECKUX MpEernapatoB B JTaHHOM pa3jele
HEOOXOIMMO YKa3aTh TOJHBIE JaHHBIE O BHYTPEHHEH paaualiioOHHOW ao3uMerpun. B
OTHOILIEHUHM BCEX OCTaJbHBIX JIEKAPCTBEHHBIX MPENapaToB JaHHBIM pa3fie] HeOoOXOIUMO
UCKIIOUNTh. llpm 3TOM HyMepanus MNOCIEAYIOIIMX pPa3[eloB OCYILIECTBISAETCS
MOCJIeIOBaTENIbHO (0€3 yueTa JaHHOTO pa3jiena).

11. Yka3aHEus O IPHUTOTOBJICHHUIO Paauo(dapManeBTHIECKUX MPenapaToB (3aH0HAECTCA IPH
HE00XOAUMOCTH)

125. B orHomeHun paaumodapMamneBTUYECKUX MpPenapaToB COCTABISIOTCS
JOTIOJIHUTEIbHBIE MOJPOOHBIE MHCTPYKIIMU IO MPUTOTOBJICHHUIO €X tempore U KOHTPOIIIO
KayecTBa MPUTOTOBJIEHHOIO Ipenapara ¢ yKa3aHUueM MpU HEOOXOJUMOCTH MaKCHUMaJIbHOTO
BPEMCHH XPAaHEHUS, B TCUCHHE KOTOPOTO JII0OOW MPOMEKYTOUHBIA Tpenapar (Hampumep,
AII0AT WIJIM TOTOBBIM K NPUMEHEHHIO paaumodapManeBTUYECKUi mpenapar) Oyaer
COOTBETCTBOBATH CBOUM CIIEIIU(UKAIUSM.

126. HeoOxoauMo Takke MPeACTaBUTh CHENHATbHbIE HHCTPYKIUHM MO YTUIM3AINU
MIEPBUYHBIX YITAKOBOK M OCTABIIETOCS Mpernapara.

127. B oTHOIIEHUH BCEX OCTAJIbHBIX JICKAPCTBEHHBIX MPENapaToOB JaHHBINA pa3jaeln
HEOOXO0IUMO UCKIIOUNUTH. [Ipu 3TOM HyMmepalus Mociaeayolux pa3ieoB OCyIIeCTBISICTCS
nocyieaoBaTeNbHO (0€3 yuera JaHHOTO pa3ziena).



12. YcranoBneHre IOCTPETUCTPALIMOHHBIX MED

128. Ecin ynoJIHOMOYEHHBIE OpPraHbl NOCYJapCTB-YJCHOB INPUHSIN PELICHHUE O
HEOOXOIMMOCTH YCTAHOBJIIEHUS NOCTPErMCTPALMOHHBIX MEp, HEOOXOJIMMO YKa3aTh
cienyroue GopMyIUPOBKU:

a) Ui JIEKApCTBEHHBIX MPENapaToB, 3apETUCTPUPOBAHHBIX C YCTAHOBJIECHUEM
JOTIOTHUTENbHBIX TpeboBaHui: "J[aHHBIN JIeKapCTBEHHBIN Mpenapar 3aperucTpPUpPOBAH C
YCTAHOBJIEHUEM JOMOJHUTEIbHBIX TPEOOBAaHUN, U MO 3TOMY JIEKAPCTBEHHOMY Mpenapary
OKUJAeTCsl MPECTaBICHUE OMOJHUTENbHBIX aHHbIX B TeueHue | roxa. {HaumeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyJapctsa — wieHa EBpa3uiickoro sKOHOMHUYECKOro COI03a}
OylleT NpOBOJMTH SKCIEPTU3y HOBBIX CBEJIEHHIl O mpenapare, a JaHHas oOmas
XapaKTepUCTHKA JIEKApCTBEHHOTO mpenapara OyAeT 0OHOBIATHCS MO Mepe HEOOXOIMMOCTH.";

0) JUIsl JIEKapCTBEHHBIX MPENAPaTOB, 3aPErUCTPUPOBAHHBIX IO MPOLEAYPE PETUCTPALUU B
UCKJIIOUUTENbHBIX cllydyasx: "JlaHHBIM JI€KapCTBEHHBIM Ipenapar 3aperucTpUpoBaH IO
npoleaype "perucTpaiu B UCKIIOUUTENbHBIX CIydasix'" B CBA3U C [peIKUM 3a00JI€BaHUEM,
HAyYHBIMU COOOPAKEHHUSIMU, ITHUECKUMHU COOOPAKEHUSIMH |, BCE HEOOXOIMMBIE CBEJICHUS 00
OTOM JIEKAPCTBEHHOM IMIperapare MOJYy4YUTh HEBO3MOXHO. [HammeHoBaHue
YIOJIJHOMOYEHHOTO OpraHa rocyaapcrsa — wieHa EBpa3suiickoro 3KOHOMHYECKOTO COH03a]
OyJIeT IPOBOJUTH €KETrOAHO SKCIEPTU3Y HOBBIX CBEACHUI, a JaHHas 00111asi XapaKTepUCTUKA
JIEKapCTBEHHOTO Tpenapara 0yieT 0OHOBISATHCS 10 MEPE HEOOXOAUMOCTH. ";

B) JUISl JIEKAPCTBEHHBIX IpenapaToB, 3apETUCTPUPOBAHHBIX MO MPOLIEAYPE YCIOBHOM
peructpanuu: "JlaHHBIA JIEKAPCTBEHHBIM IIpenapaTr 3aperucTpupoBaH IO mpouexype "
YCIOBHOW pETrUCTpalMH’, WU N0 JTOMY JIEKAPCTBEHHOMY IpenapaTry OXHUIaeTcs
MpEeACTaBJICHUE JOMOJHUTEIbHBIX JaHHbIX. [HamMeHOBaHME yMOITHOMOYEHHOIO OpraHa
rocyjaapcTBa — wieHa EBpa3suiickoro 3kOHOMUYeCKOro coro3a] 0y1eT IpoBOAUTH €XKETOAHO
AKCIEPTU3Y HOBBIX CBEIEHUHM O IMpenapare, a JAaHHas oO0mas XxapaKTepHUCTUKa
JIEKapCTBEHHOTO TIpenapara 0y1eT 0OHOBISATHCS 110 MEPE HEOOXOUMOCTH. ",

2. l[Ipunoxxenue Ne 1 k ykazaHHBIM TpeOOBaHUSM U3JIOKHUTH B CIIEIYIOIIEH peaKIINu:

"ITpunoxenne Ne 1
K TpeOOBaHUSIM K HHCTPYKIIHH
10 MEAULIUHCKOMY
MPUMEHEHHUIO JTEKAPCTBEHHOTO
mpemnapara u oomiein
XapaKTEPUCTHKE
JIEKapCTBEHHOTO TIperapara Jis
MEIHUILMHCKOTO IPUMEHEHUS
(B penakuuu Pemenust Coseta
EBpa3uiickoil 5KOHOMHUUECKOH KOMHCCUHI
ot 21 ¢espans 2025 r. Ne 18)

BcnomorarensHbIe BeIeCTBa,
yKa3bIBaeMBIe B HHCTPYKIIUH 110 MEJUIIMHCKOMY IIPAMEHEHHIO JIEKAPCTBEHHOT'O Ipenapara (



JIMCTKe-BKJIabINIE) ¥ 00mel XapakTepHCTHKE JIEKapCTBEHHOT'O IIpenapara JjI1 MEIUIMHCKOTO
IPHUMECHCHAA

I. O6mue monoxenus

Hacrosmuil nepedeHs BKIOYaeT B ceOs BCIIOMOTATENbHbBIE BEIIECTBA, CBEACHUS O
KOTOPBIX HEOOXOIMMBI AJi1 0€30MacHOr0 U 3(PPEKTUBHOTO MPUMEHEHUS], 1 OCOOBIE YKa3aHUs
O HaJMYUU KOTOPBIX HEOOXOAMMO BKJIIOUATh B MHCTPYKIUIO IO METUIIUHCKOMY TPUMEHEHHUIO
(JIuCcTOK-BKAAABII) (1aNiee — JIMCTOK-BKJIA/IBIIT) M OOIIYIO0 XapaKTEePUCTUKY JIEKAPCTBEHHOTO
npenapara s MeauinuHckoro npuMeneHus (manee — OXJIIT). Takke B mpuiaoXKeHUH
OPUBOJATCS TpeaynpeauTeNbHbie (QOPMYJIUPOBKU O MPUCYTCTBUU ONPEIEICHHBIX
BCIIOMOTI'aTeNIbHBIX BEIIECTB B JIEKAPCTBEHHBIX IPeNaparax CBEpX yCTAaHOBJIEHHOIO MOpora
coJlepKaHusl.

JIucrok-Bkaazaeim cocrasisieTcss B cootBercTBUU ¢ OXJIIL. B cBsizu ¢ 3TuM B 000X
JOKYMEHTaX HE0OXO0/IMMO yKa3bIBaTh COIJIACOBAHHBIE CBEJIEHUSI 000 BCEX BCIIOMOIAaTEIbHBIX
BEILECTBAX, YKa3aHHBIX B HACTOSIIEM IIEPEYHE.

II. Chepa mpumeneHNS

Hacrosiee npuiokeHue npeaHa3HaueHo IS YIIOJHOMOUYEHHBIX OPraHOB (IKCIIEPTHBIX
OpraHu3aluii) rocy1apcTB — WieHOB EBpa3uiickoro 3KOHOMHYECKOTO COI03a, 3asBUTEIEH U
JepKaTene pEerucTpalMoOHHBIX yAOCTOBepeHUU. CBEAEHMS, YKa3aHHbIE B HACTOSIIEM
MIEpEYHE, HE MPUMEHSIOTCS K BCIIOMOTATENbHBIM BEIIECTBAM, MCIOJIB3YEMBIM B KA4E€CTBE
JNEUCTBYIOIINX BEILIECTB.

II. Onpenenenns u IpUMEpPH

ITonsiTue "BcmomorartesibHbIE BEIIECTBA" MPUMEHSETCS B 3HAYCHUH, ONPECICHHOM
[IpaBunamu HajuieKanled NMPOU3BOJCTBEHHONW MPAKTHKA EBpPa3sUHCKOTO 3KOHOMHUYECKOTO
coro3a, yrBepxkaeHHbIMU Pemennem CoBeta EBpa3niickoi 3KOHOMHUYECKON KOMHUCCHHU OT 3
HOs10ps 2016 1. Ne 77,

BcnomMorarenbHbie BelecTBa MOTYT BKITFOUATh B CEO0SI:

KpacUTEIU, KOHCEPBAHTHI, aIbIOBAHThI, CTA0OUIIN3aTOPHI, 3aryCTUTENIN, IMYJIbIaTOPHI,
BKYCOBBIE I00aBKU U apOMaTU3aTOPHI U JIP.;

KOMITOHEHTHI, MpeIHa3HAYCHHbBIC [JI1 JICKAPCTBEHHBIX (GOopM I TepopabHOTO
MIPUMEHEHUS UM BBEJICHUS MAIMEHTY JPYTUM MYTEM, HAPY>KHOT'O MOKPBITHS JI€KaPCTBEHHBIX
dhopM (TBepJble KarcCyJibl, MATKHE KaIlCyJbl, pEeKTaJbHBIC KaICyJbl, TAOJETKH, TOKPHITHIC
000J104K0#1, TaOJIETKHU, TOKPHITHIC IJIECHOYHON 000JI0UKOM, U JIp.).

KOMITOHEHTBI TPAHCAEPMAJIbHBIX IIACTHIPEH;



CMECH BCIIOMOTaTENIbHBIX BELECTB (HApUMeEp, UCIOIb3yeMbIe IIPU MIPSIMOM MTPECCOBAHUU
Ta0JETOK WJIM B COCTaBE IJIEHOYHOM 00O0JOYKM JMOO AJIsI MOJMPOBAHUS JTIO3UPOBAHHOM
JIEKapCTBEHHOMN (POPMBI I EPOPATILHOTO PUMEHEHHsI, KOppeKTopsl pH);

KOMITOHEHTHI YEPHUJI JJISI MAPKUPOBAHUS JIEKAPCTBEHHON (OPMBI JJIs MEPOPaIbHOTO
PUMEHEHUS;

pa3baBuTeNnu, CoaepKaIIMecs HallpUMep, B PACTUTENBHBIX SKCTPAKTaX UM KOHLIEHTpaTax
BUTAaMUHOB;

KOMITIOHEHTBI, COJAEprKalluecs B CMECH XUMHUYECKH DPOJCTBEHHBIX KOMIIOHEHTOB (
HaIlpuMep, KOHCEPBAHTHI).

OcTaTouyHble KOJWYECTBAa MPOU3BOACTBEHHBIX IMpPHUMECEH, MpuMecH IeHCTBYIOLIETO
BEIIECTBA, OCTATOYHBIC PACTBOPUTENH, MPOAYKTHI JETpafalii U T. I. HE PaCCMaTPUBAIOTCS
KaK BCIIOMOTaTeNIbHbIE BEIIECTBA B HACTOSAIIEM MPUIIOKECHHH.

B nenom BcioMorarenpHbI€ BEIIECTBA CUMTAOTCS MHEPTHRIMU. HecMoTpst Ha oxunanue
HAJIM4YWs Y BCIIOMOTATENbHBIX BEMIECTB HEOOIBIIOrO COOCTBEHHOTO (hapMaKOIOTHUYECKOTO
JNEHUCTBUS WM IOJHOTO €ro OTCYTCTBUs, HEKOTOpbIE M3 HHUX 001aJaloT SBHBIM
(bapMaKoIOTHYECKUM JCUCTBUEM WM BIHMSHHEM MPH OMPEACIEHHBIX 00CTOATENhCTBaX. B
CBA3M C OTUM 3aABUTEIM M JI€pKATeNIH PErUCTPALMOHHBIX YJIOCTOBEPEHUN 0O0s3aHbI
oOecreunBaTh KOPPEKTHOE HCIOIb30BAaHWE BCIIOMOTATEIbHBIX BEHIECTB B COCTaBe
3asBIIIEMbIX Ha PErHCTPAIUIO JIEKAPCTBEHHBIX MPENapaToB.

IV. HomeHKmIaTypa

K yka3zanuio HaiMeHOBaHUM BCIIOMOTATENbHBIX BelleCTB B JUCTKe-BKIaab U OXJIIT
OPUMEHSIOTCS CJIETYIOIINE MOIXO0/IbI:

1. He nmomyckaercss MCIOJB30BaTh KOMMEpPUYECKOE HAMMEHOBAHHE OTHEIBHBIX
BCIIOMOTaTeNbHBIX BemlecTB. Heo0Xoaumo yka3plBaTh PEKOMEH]IyEMOE MEKIYyHAapOJHOE
HenaTteHToBaHHOe HauMeHoBanue (MHH wnn moguduuuposannoe MHH) BcioMorarenbHbIx
BEILIECTB, COMPOBOXKAAEMOE YyKa3aHHEM COJeBOW (opMbl (€Cau NPUMEHUMO) WU
HauMeHoOBaHue B coorBeTcTBUM ¢ Dapmakornieern EBpa3zuiickoro 3KOHOMHUYECKOIO COHO3a,
yTBepxkaAeHHON Pemennem Kouternn EBpasuiickoit 5koHOMUYECKOM Komuccnu oT 11 aBrycra
2020 r. Ne 100 (manee — dapmaxkomess Coro3a) (Mpu HATUYKM), WIHK OOIIECTPUHATHIM
Ha3BaHMEM, a IPU UX OTCYTCTBUH YKa3bIBATh — XUMHUECKOE HA3BaHUE.

2. HauMeHOBaHHE BCIIOMOTaTEIbHOIO BEHIECTBA JIOJKHO COMPOBOKIATHCSA YKA3aHUEM
eBpoIeiickoro kojaa mudpoBoil cuctembl mMUIIEBbIX H00aBOK (E-kom), ecnu Takod Koj
IIPUCBOEH.

3. BxycoBbie 00aBKM WJIM apOMaTU3aTOPhlI, BBIMYCKaeMble MOJ TOPTOBBIMHU
HAaUMEHOBAHMSIMHU, JIOMYCKAETCs yKa3aTh B BHUJIe 0OOOIIEHHOIO0 HAUMEHOBaHus (Hampumep, "
anenbCUHOBas BKycoBas Jo0aBka", "UTpyCcoBbIi apomaTuzarop (otayuika)"). Ecinu B cocra
BKYCOBOI JT0OABKHM BXOJAT KOMIIOHEHTBI, U3BECTHBIE CBOUM J€HCTBHEM WIH 3((HEKTOM 3TU
KOMITOHEHTBI HEOOXOAUMO MEPEUHUCIUTh B COCTABE CMECH BCIIOMOTATEIbHBIX BEIIECTB.



4. B OTHOIIEHUU BCIIOMOTaTEIbHBIX BEIIECTB, HE YKA3aHHBIX B HACTOSIIEM MEPEUYHE, HO
MPUHAISKAMMNX K TON K€ XMMHYECKOWU TPYINE BEHIECTB, YKa3aHHbIE B HEM (Hampumep,
IpyTue COJU, POACTBEHHAs XHUMHUYECKas CTPYKTypa), HPUMEHSIOTCS CBEICHUS U3
mrcTka-Biaaaeima u OXJII, eciau He 000CHOBAHO MHOE.

5. Xumuyeckd MoAu(DUIUPOBAHHBIE BCIOMOTAaTENIbHBIE BEIIECTBA HEOOXOAMMO
yKa3bpIBaTh TaKUM 00pa3oM, 4TOObI M30€KaTh MEPEmyThIBAHUS C HEMOJIU(UIIMPOBAHHBIM
BCIIOMOTATEIbHBIM BEIIECTBOM (HampuMep, IPEeKeITaTHHU3UPOBAHHBIN Kpaxman).

6. Koppekropsl pH HE06X0auM0 yKa3blBaTh B COOTBETCTBUU C HAUMEHOBAHUEM, a UX
¢GyHKIUsA yKasbiBaeTcs B JucTke-Bkiaasimie u OXJIIl, nanpumep, "XJ1opoBOoAOpoAHas
kucinora (s koppekuuu pH)".

7. KOMIIOHEHTBI CIOKHBIX BCIIOMOTATEIbHBIX BEIIECTB WM CMECEH YKa3bIBAIOTCS B
JMCTKE-BKIIA IBIIIE TIO/1 OOIIUM ONUCATENbHBIM TEPMUHOM, HAIPUMED, "YepHuUIa AJIsl Ie4aTH,
coaepxamue X, Y, Z".

8. He momyckaeTrcs MCHoab30BaTh COKpAIICHUS HAUMEHOBAHUN BCIOMOTATEIbHBIX
BEILIECTB.

V. Yka3zaHne BcmoMOraTelIbHBIX BEMECTB B JIMCTKe-BKiIaaeime 1 OXJITT

Bce BcnomoratenbHbIe BEIECTBA, CBEJIEHUS O KOTOPHIX HEOOXOAUMBI JIisi 0€30MacHOTO U
3 PeKTUBHOTO MPUMEHEHUS YKa3bIBatoTCs B ucTke-Bkiaabie 1 OXJIII B cooTBeTCTBUM C
X HOMEHKJIATYpPOU, NPEyCMOTPEHHOM pazaesom V.

Cronberr 4eTBepThIi TaOIUIIBI HACTOSIIETO MEePEeUHs COACPKUT UHPOPMAIIUIO, KOTOpast
COOTBETCTBYET Ka)XJOMy BCIIOMOTATEILHOMY BEIIECTBY. YKa3biBaemass WHGOpMAIUI O
BCIIOMOTAaTEJIbHOM BEIIECTBE M3JIaraeTcs C MCIIOJb30BAHMEM YETKOW W TOHSITHOW s
MalMeHTa TEPMUHOJIOTHU. B HEKOTOPBIX Cilyyasx 3asBUTEINIb BIIPABE aJalTUPOBATH CTUJIb
W3JI0KCHUS TPU HAIUYUKM OOOCHOBaHUS (HANpWMep, HU3YUYCHHUE pPe3yJbhTaTOB
MOJIb30BaTEILCKOTO TECTUPOBAHUSI) MPU HEU3MEHHOCTH COJIEp)KaHUS U 3HAYCHUS
(bOpMyTUPOBOK.

Ecnu HacTosImUM JOKYMEHTOM MPENYCMOTPEHO YKa3aHHUE MPEAOCTEPEKECHUS NI UHOU
nH(pOpPMAIIMA O BCIIOMOTATEIIbHOM BelecTBe, B jucTKe-BKiaapime u OXJIIT mHeobxomumo
MOSCHUTB, YTO TIpeaocTepekeHuss W HUHPopManus oOOyCIOBICHBI MPUCYTCTBUEM
ONPEIECICHHOTO BCIOMOTATEIbHOIO BEIIECTBA. Y MNANMEHTAa HE JIOJDKHO OCTaBaThCs
COMHEHUM, OTHOCUTCA JHU NPEIOCTEPEKEHUE K BCIIOMOTaTEJIbHOMY BEIIECTBY WU
JEUCTBYIOIIEMY BEILIECTBY.

B oTHOWIEHHW OTAENBHBIX BCIIOMOTATEIbHBIX BEIIECTB CBEICHUS, yKa3blBa€MbIC B
nuctke-BrIiaabiiie 1 OXJIII, MOryT OTHOCHUTBCS K HECKOJIBKMM pa3jeiaM JIMCTKa-BKIabIIa
1 OXJIII (manpuMep, BIUSHUIO Ha CIIOCOOHOCTH K BOXKJICHUIO U YIIPaBJISHUIO MEXaHU3MaMH,
nNpUMEeHEHUEe TNpu OCpPEeMEHHOCTH U JIaKTalluHM, HEXeNaTelbHBIM pPeaKIusIM,
MPOTUBOIMOKA3aHUIM, NOPEAYNPEKICHUIM U NOpefocTepexkeHusm). [nga oOnerdenus
BOCIIpUATHS MH(POpMAIUM B JIUCTKE-BKIJIQJBIIIEC 3TH CBEJACHUS HEOOXOJAMMO YKa3bIBaTh



TOJIBKO OJIMH pa3. BMecTe ¢ TeM, 4TOOBI MAIMEHT HE YITyCTHII BAKHBIE ¥ 3HAYUMBIE CBEICHMUS,
clelyeT MPUBECTU CChUIKY Ha pa3feN MpeaynpekJIeHUd O BCIIOMOIaTeIbHOM BEIIECTBE U3
JIPYTUX pa3/elioB JIMCTKa-BKJIajbia. Hampumep, B OTHOIICHWH 3TaHOJA HEOOXOIMMO
MPUBECTH CCBHUIKY Ha pas3fiell MPEeayNnpekICHUNH O HAIMYUU JTAHHOTO BCIIOMOTaTeIbHOTO
BEIIIECTBA B TEX pa3/eiiax, KOTOPhIE OTHOCATCS K BIHMSHHUIO Ha CTIOCOOHOCTH K BOXKIEHUIO,
NPUMEHEHUIO MPU OEPEMEHHOCTHU U JIAKTAIIMH, CBEJICHHUSIM O MPUMEHEHHUH MpernapaTa y AeTen

U JIp.

VL. Ycnosns BnrogeHns B IUCTOK-BKIaasm 1 OXJIIT HOBEIX (popMyIHpPOBOK B OTHOIIEHHH
BCIIOMOT'aTe/IbHEIX BEIIECTB

TekcT nucTKa-BKIAABINIa U OOIIEH XapaKTEPUCTUKHU JICKAPCTBEHHOTO Mpemnapara
3asiBJIEHHOTO Ha PETUCTPAIMI0 HEOOXOAMMO COCTABIISITH B COOTBETCTBUU C TPEOOBAHUSIMU K
MHCTPYKIIMU TIO MEIMUIIMHCKOMY MPUMEHEHUIO U OOIIel XapaKTEpPUCTUKE JIEKAPCTBEHHOTO
npemnapara s MEIUIMHCKOrNO NPUMEHEHUsA, YTBepKIeHHbIMH Pemenuem CoBera
EBpazuiickoii sxoHOMUYeckoi komuccuu oT 3 HosOps 2016 1. Ne 88 (nanee — TpeboBanus).

B orHOmeHuM NHUCTKOB-BKJIAABIINIEH M OOIIMX XapaKTEPUCTHK JIEKAPCTBEHHBIX
MpernapaToB PErucTpalioOHHbIC YIOCTOBEPEHUSI KOTOPBIX OBLIM BBIAAHBI JO BCTYIUICHUS B
CUJIly HOBOW pE€IakUuM TpeOOBaHUU JAep>KaTelsM PETHUCTPALMOHHBIX YJIOCTOBEPEHHI
HEOO0XO0IUMO:

VCIIOJIB30BaTh MEPBYIO MPEACTOAILYIO MPOLEAYPY PACIIUPEHUS PETUCTPALIMHI WA HOBOU
pEerucTpaluy 3aTparuBaromife AOMOJIHEHHs, OTHOCALIUECS K HH(OPMAIUH O JIEKAPCTBEHHOM
npemnapare (Hanpumep, 0OHOBJIEHUE, pACIIMPEHUE JTUHEWKU JO3UPOBOK, n3MeHeHue Il Turma,
u3menenue IB Tuma) nns BrIOYEHUS HOBBIX (OPMYIMPOBOK, €CIM MPUMEHUMO, B
COOTBETCTBUM C ACUCTBYIOIIECH peAaKIIMEN HACTOSIIETO MPUII0KEHUS;

B Clly4yae, eclii M3MeHeHus MH(OpMalui O JEKapCTBEHHOM Ipernapare He TpeOyroT
MPOBEICHUSI PETUCTPAIMOHHBIX MPOIEAYpP, HEOOXOAUMO MOJATh 3asABICHUE O BHECEHUU
n3MeHeHnni IB Tuna B perucTpaimoHHoe JOChe JEKAPCTBEHHOI0 IIpenapara B Te4eHue 3 JeT

C J1aThl BCTYILICHUA B CUITY HOBOU pCaaKIuu Tpe60BaHHﬁ.
I[MPUJIOXKEHMUE Ne 1
Kk TpeboBaHMSAM K MHCTPYKLHH
10 MEJUIMHCKOMY ITPUMEHEHHIO
JIeKapCTBEHHOTO TIperiapaTa
1 00IIeH XapaKTepUCTHKE
JIEKapCTBEHHOTO IIperapaTa Juis
MEIHULHCKOTO IPUMEHEHU S

Tabmuna
BcnoMorarensHbIe BemecTBa B HEGOpManui O HAX, YKa3biBaeMasi B JIMCTKe-BKiIaasmme u OXJII

Cuocka. [Ipuinoxenune 1 B penakiuu pemienuss Coseta EBpazuilckoi 5KOHOMHUYECKOU
komuccuu ot 21.02.2025 Ne 18 (BcTynaet B cuity no ucredeHuu 30 KalleHIapHBbIX THEH ¢
JaThl €ro O(PUIHUATIBHOTO OIMYOIMKOBAHUS).



ITyTh BBeneHuUs

HanmenoBanune (crioco6 npumenenus Ilopor

)

A3okpacutenu
HampuMep,
Taptpazun (E 102)
ConHeuHbIH 3aKaT
FCF (E 110)
A3zopyOuH,
kapmyasuH (E 122)
Awmapant (E 123)
ITonco 4R,
KOILIEHUJIEBBII
kpacusrii A (E 124)
UepHsbii OnecTsmii
BN, uepnsiii PN (E
151)

[Tepopanbublii Hynesoit

ATpOTHHUH MecTHbIl Hynesoit

ApaxucoBoe macio  Bce Hynesoit

Nudopmarus ais
HHCTPYKIIUU  TI0
MEIUIHHCKOMY
MIPUMEHECHHIO (
JIUCTKA-BKIIAJIBINIA) U
obmeit
XapaKTePUCTUKH
JIEKapCTBEHHOTO
npemapara s
MEIUIIHHCKOTO
MPUMEHEHHS

MoxeT BBI3BIBATH
ajuIepruYecKue
peakuum.

Hns  xpacureneit
E102, E110, E122:
ConepXuT KpacuTenb
(kpacurenn),
KOTOPBIH (KOTOPEIC)
MOXeT (MOTYT)
OKa3bIBaTh
OTpHIIATEIbHOE
BIHSIHUE Ha
AKTUBHOCTh H
BHUMAaHUE JETEH.

MoxeT BBI3BIBAaTH
TUIEPIYBCTBUTEIHHO
CTh WU TAXKCIIbIC
alyiepruyeckue
peaKiuu.

<JlekapcTBEHHBIN
Ipenapar™> COAEepP KUT
apaxucoBOe Maclo.
Ecnmn y Bac anneprus
Ha apaxuc WU COIo,
HE MPUMEHSUTE 3TOT
JIEKapCTBEHHBIN
npemnapar

JdauHbI i
JIEKapCTBEHHBII
npenapar COJICPKHUT
X Mr acmaprama B
KaXJ0H <eauHUIIa
JIO3UPOBAHUS> <
enuHnIa oobemMa™>
<YTO HKBHUBAJICHTHO

Kommenrtapun

MecTHBIH IYTh
BBEJICHUS B JIAHHOM
ciaydae o0oO3HAYaeT
Y4acTKH, KOTOpBIE
MOT'YT UMETh JOCTYII
K KpOBOOOpaIIeHHIO (
HampuMep, paHsbl,
MIOJIOCTH OpTraHu3Ma
HT. )

OunnieHHoe
apaxucoBoe Macio
MOJXET COJepXkaTb
O0eiok  apaxmca.
Cratpst @apmakoren
Coro3a He COIEPKUT
UCIIBITAHUA Ha
OCTaTOYHbII OEJIOK.
B OXUJIIT BHOCHUTCSH:
MIPOTHUBOITOKA3aHUE

IIpu npueme BHYTpb
acmapram
THAPOJIN3YETCS B
KEITy0YHO-KHIICYHO
M Tpakte. OgHIM 13
OCHOBHBIX
NPOAYKTOB



Acnapram (E 951) [NepopanbHbrii

benzankonus xnopua Bcee

bensankonus xnopuy I'naszHoi

Hynesoit

Hynesoit

Hynesoit

X Mr/<macca><
00BeM>>,

AcnapraMm siBIsSIeTCSI
HCTOYHUKOM
tdennnananuHa. OH
MOXXET OBITh BpeJeH,
ecnu y Bac
¢enunkeronypus  (
®KVY) — penkoe
FEHETUYECKOE
HapylIeHUe, MpHu
KOTOpPOM
HaKallJIuBacTCsA
(heHMTaTaHUH H3-3a
HECTIOCOOHOCTH
opraHmsma
MPaBUIILHO BBIBOJUTH
ero.

Hdauubit
JICKapCTBCHHBIN
npenapaT COJCPKUT
X Mr OeH3alIKOHHS
XJOpUAA B Kaxaou <
eqUuHHIlA
JIO3UPOBAHUS> <
eauHMIa 00beMa™> <
YTO 3KBHBAJIEHTHO

X Mr/<macca><
00BeEM>>,

Msirkue KOHTaKTHBIE
JWH3Bl  MOTYT
abcopOupoBarh
OCH3AITKOHUS XJIOPHT
C HM3MEHEHHEM HX
BeTAa. Ilepen
MPUMEHEHHUECM
JAaHHOTO
JIEKapCTBEHHOTO
npemapara
HEOOXOIUMO CHATH
KOHTAKTHBIE JIUH3EI U
HajxeTb oOpaTHO
coycts 15 MuHYT.
benzankonus xmopun
Tak)ke CIocoOeH
BBI3BIBAThH
pasIpaxkeHue rias,
0COOGHHO TMpHU WX
CYXOCTH  HWJIH
MOpaXKeHHUAX

THIPOJIN3a SIBISETCS
(heHIITAIaHUH.
CBeaeHus,
BKJIIOYaeMble B
OXJIIT: OTCYTCTBYIOT
JOKIMHUYECKUE MU
KIUHHYECKHE
JaHHEBIE,
MTO3BOJISIIONHE
OLEHUTH
NpHUMEHEHUE
acmaprama Yy
MJIaJICHIICB MIIaJIIIe
12-HemensHOrO
BO3pacra.

N3 wumerommxcs
OTpaHUYEHHBIX
JIaHHBIX CIIEAYET, YTO
pasHUIA B TIpodrie
HEXKeJlaTeIbHbIX
SIBIIEHUH MEXAy
JIETbMHU U B3POCIBIMH
OTCYTCTBYET.

Bmecte ¢ Tem, kak
NpaBujo, riaza y
neTeil  culbHEe
pearupyoT Ha
pa3apaxuTens IO
CpPaBHEHHIO C
IJ1a3aMHu Y B3POCIBIX.
Pasppaxenue moxer
BIUATH Ha
MIPUBEPKEHHOCTh
JIeTeH K JICUCHUIO.
CoobOmamoces o0
pasopa’keHUH TIias,
xanmobax Ha CyXOCTh
rja3, BBI3BAaHHYIO
OeH3aIKOHUS



benzankonus xnopun HazanbHbii

benzankonus xnopua MHransnuoHHbII

benzankonus xnopun Koxubii

OpOMYKO3HBIH,
ben3ankonus XI0pua peKTalbHBIN
BarMHaJbHbBIN

u

Hynesoit

Hynesoit

Hynesoit

Hynesoit

POTOBHUILE (
IPO3PavyHOro CJI0s

nepegHed 4acTu
riasa). [pu
HEOOBIUHBIX

OLIYIICHHSX B IJIa3y,
MOKAJBIBAHUN WU
6omu B rmasy mocine
NpHUMEHEHHS
JaHHOTO
JeKapCTBEHHOTO
npemnapara
obpaTuTech K
JjeqainieMy Bpady.

benzankonus xnaopun
MOKET BEI3LIBATH
pasapakeHue WiIH
OTEK B HOCY,
oco0eHHO TpHU
IIATEIbHOM
MPUMCHCHHU.

BeH3ankoHus XJI0pHU
MOXET BBI3BIBATH
YUXaHHE u
3aTpydHEHUs IpHU
OBIXaHUH (
OpoHxoCIa3Mm),
ocobenHo eciu y Bac
OpoHXHMaNbHAsT acTMa

benzankonus xmopun
MOXKET paszJpaxarb
KOXY.

He Hanocure maHHbIit
JIeKapCTBCHHBIN
npemnapaTt Ha TPYIb,
ecnu Bel xopmute
TPYIbIO, TOCKOIBKY
pebeHok
MNpPOTJIOTUTh  €ro

MOXCET

BMECTEC C MOJIOKOM.

BeH3ankoHus XJIOpHUT
MOYET BBI3bIBATh
MECTHOE
pasapakeHue.

XJIOPHJIOM; CHOCOOCH
U3MCHATH CIIC3HYIO
NIeHKY u
MOBEPXHOCTD
porosuubl. Crexyet
C OCTOPOXKHOCTBIO
OPUMEHSITH
nanueHTaMu ¢
CYXOCTBIO THa3 |
nanueHTaMu ¢
HOpaXeHHEM
pOTrOBHUIIBI.

IIpu pnurenbHOM
NpUMEHEHUHU
HE00X0AUMO
YCTaHOBHUTH
HaOJIfOIeHNEe 3a
HNanUeHTaMH.

JdnurtenbHoe
MIPUMEHEHHUE MOXET
MPUBOJIUTE K OTEKY
CIIU3UCTON OOO0JIOUKH
HOCa.

IIpumeHeHue BO
BpeMsi OepeMEHHOCTH
A JIaKTaluh He
COTpSIKEHO ¢
BpEIHBIM TSI MaTepH
neicTBueM,
MMOCKOJIBKY KOXHAas
abcopOuus
OE€H3aJIKOHUSA
XJIopuga
MHHHUMAaJIbHA.

He wnanocutsr Ha
CIIU3UCTBIE O0OJIOUKH



ben3wioBelii ciupt

benszunoselil ciupt

ben3wiioBelil ciupt

Bce

IlepopanbHblii,
HapeHTepaJIbHbII

[lepopanbHblii,
NapeHTepanbHbII

Hynesoit

Hynesoit

Hynesoit

JdaunHbI i
JIeKapCTBEHHBII
mperapar COJICPKUT
X Mr OeH3UJIOBOrO
CIIUpPTa B KaxI0oM <
eIMHHUIlA
JIO3UPOBAHUS> <
eJMHHIIa 00beMa™>
<4TO 3KBHUBAJIEHTHO
X Mr/<macca><
00BeM>>,
BensunoBelil ciupt
MOKET BEI3LIBATH
aJyiepruyecKue
peaKium.

VYcraHoBneHa CBA3b
OEH3MIIOBOTO CIIMpTa
C PHUCKOM TSDKEJIBIX
HEXeJTaTeIbHBIX
peakuuii, BKIIOYas
3aTpyJHEHHE
JBIXaHHU S (
Ha3bIBA€MOT0 "
TacIuHT-CHHAPOM") y
MaJIeHbKHX JETeH.
He naBauTe
HOBOPOKICHHOMY
pebenky (B Bo3pacte
o 4 Hememnn), eciu
HE PEKOMEHJIOBaHO
JIeYanuM BpaduoM.

He npumensars
Oompme Hemenu y
MaJIeHbKHX JeTel (B
BO3pacTe MeHee 3 neT
), ecli TOJNbKO He
PEKOMEHJIOBaHO
JeYalluM BpavuoM
uid  pabOTHUKOM
anTeKn

Ecnu Bsl GepeMeHHBI
WJIN KOPMUTE TPYIBIO
)
MIPOKOHCYIBTHPYHUTEC
b C JICUAIINM BPadoM
uni  pabOTHUKOM
anteku. Ilpuuuna:
OoJIbIINE KOJTMUECTBA

BHyTpuBenHoe
BBEJEHHUEC
OEH3WIOBOTO CrIUpTa
COTIPOBOXKIAIOCH
CEpPbE3HBIMHU
HEXeIaTeIbHBIMU
peakuusMu U
CMEPTHIO
HOBOpOXJIEHHBIX ("
racruHT-CUHIpOM").
MuHnMmansHoOE
TOKCHUUYECKOE
KOJIMYECTBO
OEH3WIJIOBOTO CrIUpTa
HEHM3BECTHO.

[Mpn npumeHeHuun y
HOBOPOX/ICHHBIX B
pasnen 4.4 OXJII
HEOOX0OIUMO
BKIIOYHUTH
Mpe0CTEPEKEHHE.

IToBBImIEHHBIN pUCK
BCJIE/ICTBHUE
HAaKOIUICHHS Y
MAaJICHbKUX JETEN.



Bensunosbiii crupr  [16POPabHBbI, Hynegoit

HapeHTepaIbHbINA
. [lepopanbHbiii, .

benzunosslil cnupt . Hynesoit
napeHTepabHbINA

benswioBelii ciupt  MecTHBI Hynesoit

Benzoiinas kucmora (

E 210) u 6en3oats

Harpumep:

Harpus 6enzoat (E Bce Hynesoit

211)

Kamus Genszoar (E

212)

benzoiinas kucmorta (

E 210) u 6enzoatst

Harpumep: .
ITepopanbHblii, .

Harpus 6enzoat (E N Hynesoit
napeHTepabHbINA

211)

OEH3MIIOBOTO CIIHpTa
MOTYT
HAKaIUIMBATBCS B
opraHusMe H
BbBI3bIBATH
HEXKENaTeNbHYI0
peakmnuio,
Ha3bIBaCMYI0
MeTabOoINIECKIM

n

anumo3om".

Ecau y Bac
3a0oJIeBaHHE NIEYCHN
1781071 MmoyYex,
MPOKOHCYNBTUPYHUTEC
b C JIEYAIINM BPauoM
uau  pabOTHUKOM
anteku. Ilpuuuna:
OouibIINe KOJTMYECTBA
OGEH3MIIOBOTO CIIHpTa
MOTYT
HaKalJuBaTbCA B
OpraHusmMe H
BbI3bIBAThH
HEXeJaTelbHYI0
peakuuio,
Ha3BIBAEMYIO
MEeTabO0INIECKUM

anumgo3om".

bensunoBelil cnupt
MOXET BBI3BIBATH
JerKoe MECTHOE
paszpaxxeHue.

JdaunHBI
JIeKapCTBCHHBIN
mperapar COACPIKUT
X Mr <OeH30HHOI
KHCJIOTBI/OE€H30aTHOM
coam> B Kaxjgon <
CAUHHUILA
JO03UPOBaHUI> <
eIMHNIIa 00beMa™>
<YTO HKBUBAJICHTHO
X Mr/<macca><
00BeM.>>

<beH30iHasT KHACIOTA
/6eH30aTHass COIb>
MOXXET YCHJINBATh

KENTYyXY (
MOKENTEHUE KOXH U
raias) y

B 0oabIMIKUX
KOJIMYECTBAX CIICTYET
NPUMEHITh  C
OCTOPOKHOCTBIO U
Tonpko npu
HeO0OXOAUMOCTH,
oco0OeHHO y
IIAaIITUCHTOB C
HapyIICHUECM
(YHKIINN TeYCHH
WM TI0YEK — B CBSI3U
C PHCKOM KyMYJISIIIHA
U TOKCUYHOCTH (
MeTaboIMIeCcKui
anumao3).

Yceunenune
OMITMpyOHHEMHUHU
Mocjie BBITECHEHUS
OomnupyOuHa U3
CBSI3U C ATbOYMHHOM
MOXET YCHIUBATH
KEINTYyXY
HOBOPOX/CHHBIX,
KOTOpas MOXET



Kamus Genzoar (E
212)

Benzoitnas kucmora (

E 210) u 6en3oatst

HampuMep:

Hatpus Oenzoar (E MecTHbIi
211)

Kamus 6enzoar (E

212)

Hynesoit

Bensoitnas xucnorta (

E 210) u 6enzoarst

HaIpUMep:

Hatpus Oenzoar (E MecTHbii
211)

Kamus 6enzoar (E

212)

Hynesoit

BepramoToBoe Macio
(comepxamee
OepranTeH)

MecTHbIi Hynesoit

BopHas kucnora (u
Oopatsr)

Bcee 1 mr B/cyT*

HOBOPOJXXJCHHBIX (B
BO3pacTe 110 4 Helelb

).

<beH3oitHas kuciIoTa
/0eH30aTHaAs COJb>
MOJKET BBI3BIBATH
MECTHOC
pasapaxeHue.

<beH3oitHas xuciaoTa
/OeH30aTHast COJIb>
MOXXET YCHIINBATh
KENTYXy
MOXKEITCHUE KOXHU U
rizas) y
HOBOPOKJICHHBIX

(B BO3pacte g0 4
HEJIeTb).

MoxeT mOBBIIIATH
YyBCTBUTENBHOCTH K
Y®-nyyam (
€CTECTBEHHOMY |
HUCKYCCTBEHHOMY
COITHEYHOMY CBETY).

He naBaiite pebenky
MITaIIIe

2 7ner, HMOCKOIBbKY
JaHHOE JIEKapCTBO
comepxur Oop u
MOXET B Oymymem
NIPpUBECTHU K
Gecruouo.

He nmamaiite pebenky
MIIaie

18 mer, MOCKONBKY
JaHHOE JIEKapCTBO

nepepactu B
SIEPHYI0 KenTyxy (
OTIOXKEHUS
HEKOHBIOTHPOBAHHOT
o OunupybunHa B
TOJIOBHOM MO3T€).

MoeT BBI3BIBAaTh
HCUMMYHHBIC
HEMCOJICHHBIC
KOHTAKTHBIE pEaKIINN
3a CYCT BO3MOXKHOI'O
XOJIUHEPTUICCKOTO
MCXaHHU3Ma.

AbcopOuust uepes
HE3peNylo  KOXKY
HOBOPOXJICHHBIX
3HAYUTEIIbHA.

He npumenumo, eciu
MIO0Ka3aHo,

yTo OepranTeH B
Macie

HE COJICPIKUTCS.

* 1 mr B (6opa) = 5,7
MI OOpPHOM KUCIIOTHI.
KonudectBo 0Oopa,
NpeBBIICHUE
KOTOPOr'0  MOJET
BBI3BATh OeCIUIoNue B
COOTBETCTBYIOLIEH
BO3pAacTHOM Ipymme:
Bospact Ilopor
0e30MmacHOCTH

<2 ner 1 mr B/cyr
<12 net 3 mr B/cyt
< 18 ner 7 mr B/
CyT

18 ner 10 Mr B/cyr
** Takoe koIMueCTBO
MOXET  TakKxke

OPUYUHUTG Bpen
pebeHky B yTpooe.

* 1 mr B (6opa) = 5,7
MT GOPHOM KHUCIIOTEI.
KonudectBo 0Oopa,
NpEBHINIEHUE



bopras kxucnora (1
6opatbl)

bopnas kucnora (u
6opatbl)

Bpononon

Bytunrunpoxcuanus
on (E 320)

Bce

Bce

MecTHBIH

MecTHEBIH

7 Mr B/CYT*

3 Mr B/cyT>’F

Hynesoit

Hynesoit

conepxutr Oop u
MOXET B Oymymem
TIPUBECTH

K OECIIOaNIO.

Ecnu Ber 6epemMeHHBI
, IPeXKIe YeM HavyaTh
MPUHUMATh JaHHOE
JEeKapcTBO,
MPOKOHCYJIBTHPYHTEC
b C JIEYaIM BPaduoM,
MOCKOJIBKY ~ OHO
comepxur Oop u
MOXXET NPUINHUTH
Bpen Bamemy
HEPOXJACHHOMY
pebeHky

He namaiite pebenky
MUIaIiIe

12 neT, MOCKOIBbKY
JAHHOE JIEKapCTBO
colepxkuT Oop u
MOXET B Oymymem
MPHUBECTH K
OECIUIOINTO.

MO3K€eT BBI3LIBATE
MECTHBIE KOJXKHEIE
peakiuu (HarpuMep,
KOHTaKTHBIHU
JIEpMaTHT).

MoseT BBI3BIBATH
MECTHBIE KOKHEIE
peakiun (HarpuMep,
KOHTAaKTHBIH
JEepMaTHT) WU
paslpakeHue ria3 u

CIIM3UCTBIX 000JI0YEK

MoxeT BBI3BIBAaTH
MECTHBIC KOXXHBIC
peaxiu (Hampumep,
KOHTaKTHBIU

KOTOPOTO MOXET
BBI3BaTh OECILIONNE B
COOTBETCTBYIOLIEH
BO3pAcTHOM Ipymie:
Bospact Ilopor
0e301acHOCTH

<2 ger | mr B/cyt
<12 met 3 mr B/cyt

< 18 ner 7 mr B/
CyT
18 ner 10 Mr B/cyr

*k

Takoe xonuuecTBO
MOXET  TakKXke
NMPUYUHUTE Bpen

pebenky B yTpobe

* 1 mr B (6opa) = 5,7
MT OOPHOM KHCIIOTHI.
KomnuectBo 0Oopa,
MpEBBIIICHHUE
KOTOPOr0  MOJXET
BBI3BaTh OECILUIONNE B
COOTBETCTBYIOLICH
BO3pAcTHOM rpyme:
Bospact Ilopor
6e3omacHOCTH

<2 ner 1 mr B/cyr
<12 net 3 mr B/cyt

< 18 mer " 7 mr B/
CyT

18 et 10 Mr B/cyt

ok
Takoe KOJIMYECTBO

MOJXET  TaKxe
OPUYUHUTDG Bpel
pebenky B yTpode.



Byrunrunpoxcurony MecTHbI
on, nonoi (E 321)

IlepopanbHbiit
Tanakrosa pop ’
nmapeHTePATLHBIN
[lepopanbHblii,
Tanakrosa N
MapeHTepalIbHbIH
T'enapun
(B Ka4yeCcTBe .
[MapenrepanbHbIit
BCIIOMOTaTEJILHOTO
BEIIIECTRA)

I'munepon (riaunepuH
) IMepopanbHbIit
(E 422)

Cnuriepon (TdmepuH
) PexTanbHBbI1
(E 422)

Hynesoit

Hynesoit

Hynesoit

10 r/mo3a

Ir

JepMaTUT) HIU
pa3apakeHue Ti1a3 u
CIIM3UCTBIX 000JI0UEeK

Ecnu nevamumii Bpau
coobmrmi, 9yTo y Bac
HEMEePEeHOCHMOCTh
HEKOTOPBIX Caxapos,
nepen MpUEMOM
JTaHHOTO
JIEKapCTBEHHOTO
npemapara
obpaTuTech K
JedameMy Bpady.

Conmepxur X T
rajakTo3bl Ha J03Y,
4T0 HEO00XO0IMMO
YUYUTHIBATH
nagueHTam C
CaxapHbIM JTHa0eTOM.

MoxeT BBI3BIBAaTH
aJJIeprudecKue
peakinuu u
YMEHbBIIATh YHUCIO
KPOBSIHBIX KJIETOK,
YTO MOXKET CKa3aThCs
Ha CHCTEME
CBEPTHIBAHUS KPOBH.
[Tanmerram ¢
alJIeprudyecKuMu
peaxknusaMu  Ha
renapvH B aHaMHe3e
ciaenyer wusberath
MIPpUMEHEHUS
JIeKapCTBEHHBIX
npenaparos,
conepKamux
renapuH.

MoeT BBI3BIBATH
TOJIOBHYIO 00JB,
paccTpoicTBO
JKeNyaKa ¥ auapero (
MOHOC).

MoxeT oxa3bIBaTh
cmaboe
clrabuTeNnbHOE
nelfcTBHE.

Ecnu nevamumii Bpau
coobmrui, 9yTo y Bac
HETIIepEeHOCUMOCTh

Bapuant ykazanus B
OXIJIII: maHHEBII
JIeKapCTBEHHBIN
mperapar He CleIyeT
NPpUHUMATH
MalUeHTaM ¢ PeaKo
BCTpeyaromencs
HacJIeACTBEHHOM
HENEePEHOCUMOCTEIO
rajakTo3Bbl,
Hampumep
rajakTo3eMHeH.

BapuaHnT ykazaHus B
OXJIIT:



I'moko3a IepopanbHeIii Hynesoit

[lepopanbHblil,

5r
nmapeHTepaIbHBIN

I'mroko3a

Kungkue
JIeKapCTBEHHBIE

dopMBI st IpreMa

I'moko3a HYJIEBOU

BHYTPb, JECICHIBI U
JKeBaTelbHEBIE
TaOJIETKH

Jdumernncynbdokcun MecTHbIi Hynesoit

Menee 1 MMoib Ha <

Kanmit ITapenTepanbHbIi
032>
ITapenTepanbHbIi
Kannit p p . ’ 1 MmMoIIB Ha <mO3a>
MepopaIbHBII

HEKOTOPBIX CaXxapos,
nepex IPUEMOM
JaHHOTO
JEKapCTBEHHOTO
npemapara
obpaTuTech K

JedyaieMy Bpauy.

Conepxur X T
[JIIOKO3BI Ha JI03Y,
4T0 HE00XO0IMMO
YUYUTHIBATH
nagueHTam C
CaxapHBIM JTHa0eTOM.

MoxeT ObITh BpejieH
JUTSE 3yOOB.

Moxer pazznpaxarb
KOXY.

JauHBI#
JeKapCTBEHHBIN
Tperapar COJEPKUT
Kanuii, MeHee |1
MMouib (39 Mmr) Ha <
Jo3a>, T. €., 10 CyTH,
"He coepKUT Kanus"

JdaunHBI
JIeKapCTBEHHBIHN
mpernapaT COACPIKUT
X mmoutb (mn Y Mr)
Kajlusg Ha <Jg03a>.
Heob6xonumo
YYHUTHIBATH
ManueHTaM
CHUIKEHHOU
¢yHKUIMEH ToYeK U

CcO

JTaHHB U’
JIEKapCTBEHHBII
mperapar He CleIyeT
NPUHUMATH
MAIUeHTaM C PEIKo
BCTpeyaroliecs
TIF0OK030-TaIaKTO3HO
i ManpabcopOmei.

CBeneHHs ClleyeT
BKJIFOYaTh, TOJIBKO
€CJIM JIEKapCTBEHHBIN
mpemnapar MOXKET
OBITH MpeIHA3HAYCH
IUIS  IJIUTENLHOTO
NpUMCEHEHUS,
HaIpuMep B TEUCHHE
IBYX HeIenb WU
6oiee.

CBeleHus OTHOCSITCS
K nmopory,
OCHOBAaHHOMY Ha

obmeM comep kaHUU

KB JICKapCTBEHHOM
npemnapare.
OCO0EHHO BaXXHO
OCBEJOMHUTH
Ha3HAYAOIINX
npemapar JHIl U
3aBEPUTH POJUTENEH
B HU3KOM

Coiep)KaHUNU K" B
npemnaparax,
NIPUMEHSAEMBIX B
JIETCKUX J1032X.



Kammit Buytpusennsrii (B/B) 30 MMoib/1

Kenmuron (xcumur) (

E967) ITepopanbhblii

KymxyTtHOE Macio,
JBHSIHOE Macio

Bce

Jlaktuton (jmakTuT) (

E 966) [lepopanbHblil

Jlaktuton (makTuT) (

E 966) IlepopanbHeIii

JlakTo3a [lepopasbHblit

10T

Hynesoit

10T

Hynesoit

Hynesoit

manuenTam,
HaXOOAIIMMCS Ha
IHETE c
OTpaHUYEHUEM
HOCTyHHeHI/Iﬂ KaJIus.

MoxeT BBI3BIBAaTH
0O0JIE€3HEHHOCTL B
MCCTC BBCIACHHA.

MoeT OKa3bIBaTh
cllabuTeNbHOE
JIeHCTBHE.
KanopuitHocTs
KCUJIUTOIIA:

2,4 KKa/T.

MoxeT wuspenka
BBI3BIBATh TSDKEIIBIE
aJJIePTUYCCKUC
peaKIum.

MoseT oka3bIBaTh

JIETKOE CIa0UTENbHOE

JIEUCTBHUE.
Kanopuiitnocts
JIAKTUTOJIA!

2,1 kkan/r.

Ecnu nevammii Bpau
coobmui, uyTo y Bac
HEMepPEeHOCUMOCTb
HEKOTOPBIX CaXapoB,
nepen MpHUEMOM
JaHHOTO
JIEKapPCTBEHHOTO
npemnapara
obpaTuTech K
JeyanieMy Bpady.

Ecnu nevamumii Bpau
coobmrmi, 9yTo y Bac
HETIepEHOCHUMOCTD
HEKOTOPBIX Caxapos,
nepex MpPHEMOM
JTaHHOTO
JIEKapCTBEHHOTO

Bapuant ykazanus B
OXJIIT:

OaHHB U
JIEKapCTBEHHBIHN
npenapar He clieayer
NPUHUMATH
MalKUeHTaM C PeaKo
BCTpeuaroueics
HacleICTBEHHOMN
HENEePEeHOCHMOCTEIO
bpyKTO3HI,
HETMEePEHOCUMOCTBIO
rajakTo3bl,
rajaKTo3eMueld Win
[JIFOKO30-TaJIaKTO3HO
it MmanmpabcopOumeit.

BapuanT ykazaHus B
OXJIIT:

JaunHbB I
JIEKapCTBEHHBII
mperapar He CleIyeT
NPUHUMATH
MalHUeHTaM C PEaKo
BCTpeUarLecs
HacCJICJICTBCHHOU
HEMEePEHOCUMOCTHIO
rajaakTo3Bbl,
JTaKTa3HOH



Jlakro3a IIepopasnbHblil S5r
Jlanonun MecTHbli Hynesoit
Jlatekc

HarypanpHbiit Bcee Hynesoit

KaydyK (J1aTeKc)

Makporoarnuneposia
punrHONEaT
(xacTopoBoe Macio
MTOJIMATOKCUIINPOBAH
HOE)
Makporonrauieposna
ruapokcucreapar  (
KacTOpOBOE Macjo

[TapentepanbHbIit Hynesoit

MOJIUITOKCHUITUPOBAH
HOoe
TUIPOTCHU3UPOBAHH
oe)

Maxkporounriuneposa
pHLIMHOJIEeaT
(xacTopoBoe Macio
MOJUITOKCUINPOBAH
HOE)
Maxkporonrnuuepona
TUAPOKCUCTEapaT
KacTOpOBOE Maclio
MOJU3TOKCUINPOBAH
H O e
TUAPOTEHU3UPOBAHH
oe)

MecTHbIi Hynesoit

Makporonrauueposna
pHULITHOJIEaT

npemapara HEIOCTATOYHOCTBIO

obparurech K A1 Hu

JevaiieMy Bpady. TITFOKO30-TaJIaKTO3HO
it MmanmpabcopOumeit.

ConmepXuT X T
makTo3bl (X/2 T
TII0KO3Bl U X/2 T
TaJIaKTO3b)

Ha 03y, 4TO
HeoOXoIuMo
YUYHUTHIBATH
mamueHTaMm ¢
CaxapHBIM THa0eTOM.

MosxeT BBI3BIBATH
MECTHBIC KOXXHBIC
peaxiu (Hampumep,
KOHTaKTHBIU
JIEpMaTHT).

Konrelinep nanHoro
JIEKapCTBEHHOTO
HegacTtoe
mpenapara COJEPKUT
. BCIIOMOTaTEeIbHOE
JIATEKCHBIA Kay4yK.

BEIIECTBO, HO
MoeT BBI3LIBATH

Tpedyercs
TAXKEIBIE peby
MPEI0CTEPEKEHHE.
aJIIepTUYECKHe
peaKIum.

MoxeT BBI3BIBAaTH
TSAXKEIbIe
aliepruyeckue
peakuuu.

MoxeT BBI3BIBAaTH
KOXHBIC pE€aKUH.



(xacTopoBoe Macio
MOJMATOKCHUIIUPOBAH
HOE)

Maxporonrmmuepona [fepopanpusit Hynesoi

ruapokcucreapar  (
KacTOpOBOE Macjo
MOJIUITOKCUIIUPOBAH
H O ¢
THIIPOTEHU3UPOBAHH
oe)

ManbtuTon (MaabTHT
) (E 965)

HN3omansT (
U30MajbTHUT,
HM30MaJbTHTON)

(E 953) [NepopanbHbIii 10r
ManeTUTON KUIKHAN
(MaITBTHUT KUTKUT)

(
THIIPOTEHU3UPOBAHH
BIif CHPOTI TJTFOKO3EI)

ManpsTuTon (MajJbTUT
) (E 965)

HN3omansT (
H30MalIbTHT,
HM30MaIbTUTOI)

(E 953) IepopanbHeIii HYJIEBOU

ManbpTHTON KUIKHAN
(MaJIBTUT YKHTKHIA)

(

THIPOTCHU3UPOBaHH
BIif CHPOTI TJTFOKO3EI)

MaHHUTON (MaHHHUT)

Menee

(E 421) INepopanbHeIit 10r
Harpuii HepopanLHHﬁ,u 1 MMoOIIB
HapeHTepabHbIN (23 mr)

Ha J103y

MoseT BBI3BIBATh
paccTpoicTBO
KETyAKa

" auapero (IoHOC).

Moxer oKa3bIBaTh
JierKoe crnabuTenpHoe
JeficTBHE.
KanopuitHocTs
ManabTHUTOJA (
n3oMaibTa): 2,3 KKal
/r.

Ecnu nevamuit Bpau
cooOmmt, 9To y Bac
HETIepEHOCUMOCTh
HEKOTOPBIX Caxapos,
nepes NPUEMOM
JaHHOTO
JIEKapCTBEHHOT'0
npemnapara
obpatuTech K
JeqanieMy Bpady.

MoskeT oka3bIBaTh
JIETKO€E CJIa0UTENIbHOE
IEUCTBHE.

JdauHbI i
JIEKapCTBEHHBIN
Ipernapar COACPKUT
MeHee

1 mmons (23 wMr)
HaTpus Ha <eJUHULA
JO3UPOBAHUS> <

Bapnant yka3zanus B
OXIJIII: maHHEBIR
JIEKapCTBEHHBII
mpemnapar He ClexyeT
NPUHUMATH
MaIUeHTaM C PEeaKo
BCTpeyaromencs
HacleICTBEHHOI
HETIEPEHOCHMOCTBIO

($PYKTO3HL

1 mmons HaTpus (Na)
=23 mr Na = 58,4 mr
comu (NaCl)
CBeieHHs OTHOCSATCS
K mopory,
OCHOBaHHOMY TIO
00IIeMy KOJIHYEeCTBY

HaTpHusA B
JIEKapCTBEHHOM
npenapare.

B oTHoOmeHuwn
MNpPOAYKTOB,
MIPUMEHSAEMBIX
OEeThbMH u
mamueHTaMu,
HaXOISIIUMHUCST Ha
IUeTe C HU3KHM



Harpuit

IIepopanbHblil,
MapeHTepaIbHBIN

1 MoJb
(23 mr)
Ha 703y

eMHNIIa 00bemMa™,
TO €CTh [0 CyTH, "HE
COJIEPKUT HATPHA'".

JauHbI#
JeKapCTBEHHBIN
Tperapar COJEPKUT
X wmr Hatpus (
OCHOBHOM
KOMIIOHEHT ITHMIIEBOM
/cToNOBOW CONM) B
Ka)KJIOU

<eJUHHUILa
JO3UPOBAHUSI> <
eIVHNAIAa 00beEMa™>.
DTO SKBUBAJIEHTHO Y
% 0T
PEKOMEHTYyEMOTO ISt
B3POCJIOTO YeJIOBEKa
MaKCHUMajIbHOT'O
€XEeJTHEBHOTO
TIOCTYIUICHUS COIH C
TIHIICH.

COIEepkKAHUEM
HaTpHUs, OCOOEHHO
BAKHO O3HAKOMHTH
HA3HAYaIOUINX JIAL U
3aBEPUTH POJUTENEH
u nangucHTOB
OTHOCUTEIBHO
HU3KOI'0 COJEPKaHUsA
HATpUs B IPOAYKTE.

B ciaydae
MapeHTepaIbHbIX
mpemapaToB ¢
pasHeIM (Hampumep,
B 3aBHCHUMOCTH OT
MacCHhl)
JIO3UPOBAaHUEM
coJiep)KaHle HaTpUs
JloIycKaeTcs
BEIpa)XXaTh B MTI' Ha
(rakoH.
[Ipennaraemas
(dbopMyIIMpoOBKa IS
OXJIIT: "laHHbIH
JIEKapCTBEHHBIHI
npenapar COAEpKUT
X Mr HaTtpug Ha <
eIUHHUIA
IO3UPOBAHUS>, UTO
SKBHBAJICHTHO Y %
OT PEeKOMEHIyeMOT0
BO3 nns B3pocioro
yejgoBeKa
MaKCHMaJIbHOTO
€XXEeJTHEBHOTO
MOCTYIJICHHUS,
paBHorO 2 T HaTpus."

OTO0 MNPUMEHUMO
TOJIBKO K TIpenapaTam
, pexuM
JIO3UPOBAHUSA
KOTOPBIX,
NpUBEJCHHBIA B
nHpOpMAUHH O
mpemapare,
peaycMaTpuBaeT
€KEJIHEBHBIN Mpuem
>1 Mecsima WK
MOBTOPHOE
NpUMCHCHUE B
TedeHue Oojee 2
JHEH  KaXAyIo
HeZIeIIo.



Harpuit

IlepopanbHblil,
HapeHTepaJIbHbII

17 mMoOIB

(391 wmr)
MaKCHUMaJIbHOU
CyTOYHOU 103€

B

ITocoBeryiiTecs ¢
JeJanuM BpavyoM
nim  papmaneBToM,
ecnu Bel npuHuMaere
<Z> wunn Oomee <
€U HUIbI
JO3UPOBAHUS> B
JeHb B TedcHUE
JIHATEIBHOTO
BPEMEHH, OCOOCHHO
ecnu Bawm
pEKOMEHI0BaHa
JUeTa C HHU3KHUM
coJiep>kaHleM coiH (
HATpUS).

JdauHbI il
JIEKapCTBEHHBIHN
mpenapar COIEPKHUT
X MI  Harpus
naypuicyispara B
KaKI0M <eIWHUIA
JO3UPOBAHUSI> <
equHNIIA 00BeMa> <
YTO SKBUBAJIEHTHO X
Mr/<macca><o0bem>
>,

HaTtpusa
Jaypuicyibhar

17 mmons (391 mr) —
9TO MPUOTUZUTEITHHO
20 % oT
PEKOMEHIYEeMOT0
BO3 nns B3pocioro
yejgoBeKa
MaKCUMAaJIbHOTO
€XEeJTHEBHOTO
MOCTYIJICHUS C
MUIIEeH, paBHOTO 2 T
HaATpUs, U CUUTACTCS
"BBICOKUM" HaTpUEM
DT10 TaKxXe
peJeBaHTHO s
JeTel, y KOTOPBIX
MaKCHMaJbHOE
eXXeIHEBHOC
MOCTYIJICHHE
cyuTacTcCcHda
MPONOPLUOHATIBHBIM
B3POCIBIM u
OCHOBBIBAETCSl Ha
SHEPreTUIECKUX
MOTPeOHOCTSIX.

<Z 103> OTpaxKkaer
HauMEHbIIIee YHUCIIO
€IMHULl JO3UPOBAHUS
, TpH KOTOPOM
JocTturaercs/
IIPEe0J10JIeBaCTCS
nopor, paBHbId 17
mMmoib (391 wr)
Hatpus. OKpyriaute
no  Onmxaimero
LIEJIOT0 YHCIIa.

Toamuna
CHJIBHO BapbUpPYET B
3aBUCUMOCTH OT

KOXH

obnactu Tena M
BO3pacTa M MOXET
cTaTh
baxTopom
qyBCTBUTEIBHOCTH K
naypuicyiabdary
Hatpus (JICH).
UyBCTBUTENBHOCTb K
JICH TaKxe
BapbUpyeT B
3aBUCHMOCTH OT
cocTaBa

BaXXHBIM

JIEKapCTBEHHBIX
npemnapatoB (1
JNEUCTBUS PYTUX
BCIIOMOTATEIbHBIX



Harpusa KosxnbIit Hynepoii
naypuncyibsdar (E

487)

Opranunueckue
COCIIMHEHUS PTYTH

Harpumep:

I'masuon Hynesoit

Tuomepcain
@eHmIpTyTH HUTpAT,
arerar, bopar

OpraHuueckue
COEJIMHEHUS PTYTH

Hanpumep:

MecTHbIi Hynesoit

Tuomepcan
DeHWIPTYTH HUTPAT,
arerar, bopar

OpraHuueckue
COEJIMHEHUS PTYTH

Hanpumep:

[TapentepanbHblit Hynesoit

Tuomepcan
denmnpryTH HUTpAT,
arerar, Oopar

Oprannyeckue
COEIIMHEHUS PTYTH
Harpumep:

MOJXXET BBI3BIBATH
MECTHBIC KOXHBIC
peakiyu (HampuMmep,
YyBCTBO
IIOKaJIBIBAHUS HIIN
JKOKEHUs) WU
MOBBIILIATh YaCTOTY
KOXXHBIX PEaKIHH,
BBI3BIBAEMBIX
IPYTUMH
npenapaTaMu IpH
HAaHCCCHWU Ha Ty K€
001acTs.

MoXeT BBI3BIBATH
aJylepruyecKkue
peaxkuuu.

MoeT BBI3BIBATH
MECTHBIC KOJXXHBIE
peakiuu (HarpumMep,
KOHTaKTHBIHU
IepMaTUT) W
W3MCHEHHE IIBETa
KOXKH.

JdauHBIH
JIEKapCTBEHHBII

mpernapaT CoaepXHuT (

THOMEpcall) B
Ka4yecTBeE
KOHCEPBAaHTA,

noatomy y <Bac/

Bamero pebGenka>
MOJKET BO3HUKHYTh
ajiepruueckas
peakuusa. Ilpu

Hatnunu y <Bac/

Bamero pebenka>
000 H3BECTHOMU
AIJIEPTHHA COOOIINTE
00 3TOM INeyameMy
Bpauy.

Ecnu nocnue
npeabIIyLIIEro

BCIIECTB),
koHueHTpanuu JICH,
BpEMEHH KOHTAaKTa U
MOMYISAMHH
MaueHToB (JIeTH,
CTCTCHb THPATAINH,
IBET KOXH U
3aboneBanue).
Honynsuun
MalMeHTOB  CO
CHHUXXEHHOU
OapbepHOU
GyHKIMEH KOXKH,
TakoM Kak MpHu
aTOMUYECKOM
nepMaTtuTe, Oolee
YyBCTBHUTEIBHBI K
pasapakamuiuM
cpoiictBam JICH.

BBCICHUA BaKUHBL Y B cilyyae BaKIUH
Bac/Bauiero pebenka rpeyrorcs



Tuomepcan
®denmnpryTH HUTpAT,
arerar, Oopar

Oraymkn (
apoMaTH3aTopPHI),
colepixamue

aJIJICpFeHbll

[Maparnapoxcn6enso
aThl

¥ UX dQUPHI
Harpumep:
OTUITHAPOKCHOEH30
at (E 214)

Hartpus
STHITHAPOKCHOCH30a
T (E 215)
[Iponmunrunpokcnoen
30ar

IMapenTepanbHbIi

MecTHEBIH

IlepopaibHblil
TJIa3HOM

MECTHBIN

Hynesoit

Hynesoit

Hynesoit

BO3HHKAIIH
HapylmieHus,
cooburure 006 3TOM
JevaiieMy Bpady.

JdaHHBI U
JIEKapCTBEHHBIN
npenapar COAEpIKUT
oraymky ¢ <
aiutepreH(bl)> "
<Annepren(s1)>
MOTYT BBI3bIBATH
aJuIlepruyecKue
peaxuum.

MoseT BBI3BIBaTh
ajuiepruyecKue
peakuu (BO3MOXKHO,
OTCPOYCHHEIE).

JOIIOJIHHUTCIIbHBIC
YKa3zaHus.

*<>: aJJICpreHHbIE
OTAYIIKH
NEepEeUYnCICHbl B
TIPUIIOKEHHH.
ITomumo
aJUIEPTUYECKUX
peakuui y
CEeHCHOMITM3NPOBAHH
bIX AU CHTOB,
MOTYT
CEHCHOMIN3NPOBATHC
s TaKXe
HECEHCHOMIN3NpPOBa
HHBIC MTAINEHTHI.
bensunoselil cnupt
yKa3aH B KaueCTBE
onHoOW wmu3 26
aJJIepTeHHBIX
OTAYWIEK, HO OH
TakXe  MOXET
HCIONIB30BaThCS B
Ka4ecTBE
BCIIOMOTATENILHOTO
BeuiecTBa. Ecau
OCH3MJIOBBIH CHUPT
UCIIOIB3YyeTCs B
KadecTBe
BCIIOMOTATEIIEHOTO
BEIIECTBA (B
JNOTOJIHEHHE K
apoMartu3aTopy WM
HET), IPUMEHSIOTCS
TpeboBaHHA K
MapKHpPOBKE 3TOTO
BCIIOMOTATENILHOTO
BEIleCTBa



HaTtpus
OPOIMHITHIPOKCHOCH
30at
MeTtunruapokcnoens
oar (E 218)

Harpus
METHIITUAPOKCHOEH3
oar (E 219)

[MTaparuapokcudeH3o

aThl U X 3GUPHI

HampuMep:

OTUITHAPOKCUOCH30

at (E 214)

HaTtpus

STHITUAPOKCHOEH30a

T (E 215)

Iponunruapoxcuden IlapenrepanbHbiil
30aT MHTJISAIHOHHBI
Hartpus

MIPOMUITHAPOKCHOCH

30ar

MeTmnruapokcndeHs

oar (E 218)

Hartpus

METHITHIPOKCUOCH3

oat (E 219)

Iepyanckwuii 6amp3aM MecTHBII

[Ipormnerrnukons  (

E 1520) [TepopansHBIH,
" 3¢ upH IIapEHTEPAIIbHBIN
IIPOMMUJIICHI JIUKOJIA

Hynesoit

Hynesoit

50 Mr/kr/cyT

MoseT BBI3BIBATh
aJuIepTHYECcKue
peaknuu (BO3MOXKHO,
OTCPOYCHHBIE) U B
UCKITIOYUTEIbHBIX
ciaydasx -
OpoHxOCIa3M.

MoxeT BBI3BIBAaTH
KOXHBIC pCaKIUH.

Ecnu Bsl GepeMeHHBI
UM KOPMHUTE TPYIbIO
, He IpUHUMAaNTe
ITaHHBIHA
JIEKapCTBEHHBII
mpenapar, €clu
TOJIBKO OH HeE
PEKOMEHI0BaH
JedaimuM BpadoM. Bo
BpeMs Ipuema
JaHHOTO
JIE€KapCTBEHHOTO
npenapara Jieqauui
Bpau MOJXET
NPOBECTH
JIOIIOJIHUTENIBHOE
00cJIeJOBaHNE.

Hecmotps Ha 10, 9TO
HE TIOKa3aHoO, YTO
MIPOIHUIICHTIUKOIb
BBI3BIBACT
PEIpPOAYKTUBHYIO U
OHTOTCHETUYCCKY IO
TOKCHYHOCTbH y
JKMBOTHBIX  HITH
JIFOJIe, OH MOJXKET
JIOCTUTATh IUIoAa U
00HapyXHUBaJICS B
MOJIOKE. Kax
ClIenCTBHE,
HEOOXOAUMOCTD
BBCJICHUS
TIPOTHIICHTTUK OIS
OepeMeHHBIM W
KOPMSIIAM TPYHABIO
MAIUCHTaM CJICIyeT
paccMmaTpuBaTh B
WHIUBHTYATHHOM
TTOPSIIKE.

Heob6xoxumo
YCTAaHOBUTH



[Ipormnerrnukons  (
E 1520)

u 3bups
IIPOMMUJIICHI JIUKOJIA

[Mponunenriukons  (
E 1520)

u 3buUpH
MPOITHIICHTJTUKOJISI

ITepopanpHbIii,
napeHTepabHbINA

IlepopanbHblil,
HapeHTepaIbHBIN

50 Mr/kr/cyT

500 mr/kr/cyT

Ecau y Bac
3a00JICBaHNE MTCYCHU
WIN TOYeK, He
[IpUHUMANTEe JaHHBINA
JIEKapCTBEHHBIN
npemnapar, eciu
TOJBKO OH He
pPEKOMEHI0BaH
JedamuM BpadoM. Bo
BpeMs IpHeMa
JaHHOTO
JIEKapCTBEHHOTO
npenapara jJeqanui
Bpau MOXET
MPOBECTH
JOTIOJTHUTEIIFHOE
o0cIIefOBaHNE.

IIponuneHraukomsb,
coJepraluiics B
JTaHHOM
JIEKAPCTBEHHOM
npenapare, MOXKET
OKa3bIBaTh TaKOE JKe
JNIECTBUE, Kak
aJIKOT0JIb, MOBBIIIAS
BEPOSITHOCTH
pa3BUTHUSA
HeXeJlaTeIbHBIX
peakiuii.

He npumensiite
JTaHHBI U
JIeKapCTBEHHBII
npemnapar 'y Jerei
MIIQfIIe 5 ner.
IIpumensiiTe naHHBINA
JIEKapCTBEHHBII
npenapar TOJbKO IO

MEAULHHCKOE
HaOJIfoOIeHne 3a
MalueHTaMu ¢
HapyLuIeHuEM
(GYHKIUH TIOYEK MIIH
MeYEHH, TOCKOJIBKY
coobmanocs o0
pa3JIUYHBIX
HEeXeIaTeJIbHBIX
SABICHUIX,
00yCIOBJIEHHBIX
MIPOTIMJICHTIIUKOJIEM,
TaKUX KaK IMOoYeqHas
IUCHYHKIIUS (
OCTPBIN TYOYISIpHBIH
HEKpO3), ocTpagd
no4yedHas
HE/JI0CTaTOYHOCTh U
JTUCHYHKIUS MIEUSHH.

Ha ¢one BBICOKHX
03 u
IIPOIOJIKUTENLHOTO
NpUMEHEHUS
MIPOMMJICHTJINKOJIS
coobmanocp o
pa3InYHBIX
HEeXeIaTeIbHBIX
SIBIICHUSIX, TAKUX KaK
THIIEPOCMOJISIIBHOCTh
, JaKTaT-alua03;
novyevHas
ICHYHKIHS (
OCTPBIN TYOYISIpHBIH
HEKpO3), ocTpagd
novyevHas
HEJIOCTaTOYHOCTb;
KapJIMOTOKCUYHOCTh
(apuT™mMum,
THIIOTCH3HA);
HapymIeHus co
CTOPOHBI
LEHTpalbHOU
HEpPBHOM CHUCTEMBI (
Jienpeccus, Koma,
MpUMANKH);
YTHETEHHE JIBIXaHUS,
OJIBIIIKA; TICYCHOUHAS
nucHyHKIHSA,
reMOJIMTHYECKas
peaknus (
BHYTPHCOCY AUCTBIN
TeMOJIH3) "



[Ipormnerrnukons  (
E 1520)

u 3bupH
IIPOMMUJIICHI JIUKOJIA

Koxae1it

[Ipormnerrnukons  (
E 1520)

u 3bupH
IIPOMMUJIICHI JIUKOJIA

Koxae1it

50 mr/kr/cyT

500 mr/kr/cyT

HA3HAUCHMIO Bpava. TeMOTJIOOMHYpHs, a
Bo BpeMs mpuema Takxke MOJHOpraHHas
TJAaHHOTO IUCHYHKIHUS.
JIEKapCTBEHHOI'0 B cBs131 ¢ 3THM JI03HI,
nmperapara Bpad NPEBBIIIAIOIINC
MOXKET HPOBECTH 500  wmr/Kkr/CyT,
JOTIOJTHUTEILHOE MOHO BBOJIUTE
00caenoBaHue. netsam  >5  ner,
OJIHAKO Tpedyercs
WHAWBHUIYabHBIH
MOIXO/I.

Ilocme oTMeHBEI
MPOMUIICHTTUKOIIS
He)KeIaTenbHBIE
SIBJICHHS OOBIYHO
paspemniaroTcs, B
0osee  TSKENBIX
ciaydasx — IOCIE
reMOJIHAIIH3A.
TpebyeTcs
MEIUIINHCKOE
HaOIIONEHHE.

[TponuaeHTTUKOb
MOJXET BBI3BIBAThH
pasapakxeHue KOXKH.
He mnpumensiite
TaHHBIHA
JIEKapCTBEHHBII
npemapatr  Ha
OTKPBITBIX paHax WIIN
OOJIBIINX TUTOIIAISIX
MOBPEKJICHHOW HITU
TTOPaXCHHONH KOXH (
HampuMep, TIocie
0XKOTOB) y JeTei
mianiie 4 Heaeab 0e3
KOHCYJIbTAIUU
JIeyarniero Bpaya win
paboOTHHKA aNTeKH.

[IponuneHrmMKoIb
MOXKET BbI3bIBAThH
pa3apakeHHe KOXH.
ITockonbky naHHBIN
JIeKapCTBEHHBII
npenapar COAEPKUT
MPOITUJICHTITHKOIIb,
HE NPUMEHSUTE €ro
Ha OTKPBITBIX paHax
U OOJBIINX
naoImansix
HOBPEXKACHHON WU
TTOPaXCHHONH KOXH (
HampuMep, Iocie



[Ipormnerrnukoms  (
E 1520) u s¢upsr Bce

MIPOMMUJIICHI JIUKOJIA

1 mr/xr/cyt

IIponmieHrmuKons  (
E 1520) u a¢ups
MPOTMJICHTIINKOIIS

[lepopanbHblii,

. 1 mr/kr/cyt
MapeHTepalIbHbIH

ITponunenrnukons (

E 1520 II i

) epopaanHH’u 50 Mr/kr/cyT
u 3 upsl HapeHTePATBHBIH
MPOTHIIEHTTUKOJIS

0XOTOB)  0Oe3
KOHCYJIbTaIlNH

JIEqamero Bpava uin

pabOTHHKA aNTeKH.

Hdauubit
JIeKapCTBEHHBII
npenapar COAEpKUT
X M T
MPONUJICHTJIMKOJIS B
KaXJI0M <eauHuIla

JO3UPOBAHUI> <

eIMHUIa 00beMa™>
<YTO 3KBUBAJIEHTHO

X Mr/<macca><

00BbeM.>>

Ecau Bamemy
pebenky MeHblie 4
HeJlellb, IPeXIe YeM
JaTh €My JaHHBIN
JeKapCTBEHHBIN
npemnapar,
MIOCOBETYHTECH C
JedYaluM BpavyoM
Win pabOTHHUKOM
anTeku, 0CoOEHHO
ecim  pebeHOK
MoJIy4aeT Jpyrue
JeKapCTBEHHEIC
npenaparsl,
colepixamue
MPONICHTJTUKOJIb
WITH QJTKOTOITh.

Ecan Bamewmy
peOEHKY MEHbIIEe 5
JEeT, TMpexae 4YeMm
JaTh eMy JaHHBIN
JeKapCTBEHHBIN
npemnapar,
MIOCOBETYUTECh C
JeyaluM BpavyoM
Wwin pabOTHUKOM
anTekd, 0coOEHHO
ecin  pebeHOK
nojay4yaer Jpyrue
JeKapCTBEHHEIC
npenaparsl,
colepixamue
MMPOMUJIICHT INKOJIb
WITH QITKOTOTh.

JdauHbI i
JIEKapCTBEHHBII
Ipernapar COACPKUT
TOJBKO  OYEHb

OJIHOBpEMEHHOE
BBEJIEHHUE C JIOOBIM
cybcTpaTom
AJIKOTOJIBACTHIPOTCH
askl,

TaKUM KakK J3TaHoOJI,
MOXET BBI3BIBATH
Cephe3HEIC
HeXenaTelbHbIe
peaknuu y
HOBOPOX/ICHHBIX.

OIHOBpEMEHHOE
BBEJIEHHE C JIOOBIM
cybcTpaTtom
aJIKOTOJTBICTUAPOTEH
a3k,

TaKUM KakK 3TaHOJI,
MOXKET BbI3bIBATH
cepbe3HEIC
HEXeJlaTeIbHEIE
peakuuum y gereu
miajame S5 ner.



ITmeHnyHBIN
Kpaxmal
coJiep Kallui TII0TEH

)

Caxap UHBEpPTHBIN

Caxap UHBEpTHBIN

[IepopanbHblit

ITepopanbhblii

[IepopasnbHbrit

Hynesoit

Hynesoit

5r

HebOonbIIOE
KOJIMYECTBO TIFOTCHA
(M3 TMICHUIHOTO
Kpaxmaiia)

<, paccMaTpuBacMoeC

KaK Ge3IIIOTEHOBOE
>, nO3TOMY
BO3HHUKHOBEHHE
npoOiem, ecinu y Bac
Leianakus, KpaiiHe

MaJIOBEPOSATHO. Ha3BaHHUEM

Oxna <emnHHLA  peromoraTenbHOro
A03MPOBaHUA> BelecTBa  Ha

COIEPIKHT He 0ONEE X yrakoBKe JOJKHO
MMKPOIPaMMOB

TJIIOTCHA.

ObITh: "[TIIeHNIHBTI
Kpaxmain'".
Ecnu y Bac anneprus

Ha nmeHuny (

OTIUYHA oT

nenuakum), Bam He

cieyeT NpUHUMATh

OaHHBIH

JIEKapCTBEHHBIN

mpemnapar.

[ * @DopmymmpoBka "0
€3IVIFOTEHOBOE" PHM

EHAETCA, TOIBKO €CIIH
cozepykaHue ITFOTEHA

B JIEKapCTBEHHOM IIp

enapare mensuie 20 p

pm.]
BapI/IaHT yKa3aHI/I${ B
. OXJIIT:
Ecnu nevammii Bpau | .
JdauHbI U
coobmrmi, 9To y Bac .
JIEKapCTBEHHBIN
HEMEePECHOCHUMOCTh
mpernapar He CleIyeT
HEKOTOPBIX Caxapos.,
NPUHUMATH
nepeax MpPHEMOM
MAaIMEeHTaM C PEIKO
IaHHOTO .
BCTpeyvaromieics
JIEKapCTBEHHOTO ~
HAaCJIeACTBEHHOM
npemapara
HENEPEHOCUMOCTBIO

obpaTuTech K

KTO3bl  HIIH
JedaieMy Bpady. bpy

TII0K030-TAJIAKTO3HO
it MmanmpabcopOumeit.".

Copaepxut X T cMecH
bpyKkTO3BI W
[JIFOKO3BI HA J03Y,
4T0 HE00XO0IMMO
YYUTHIBATH
namgueHTam ¢
CaxapHbIM JHa0eTOM.

CBCICHUA CJIICAYCT
BKJIrO4aThb, TOJBKO



Caxap UHBEpPTHBIN

Caxapo3za

Caxapo3a

Caxapo3sa

CoeBoe mMacio

I'uaporennsupoBann Bcee

0€ COEBOC MacCJIo

CopOuHOBas KHCIOTa

(E 200) u ee conu

Kugkwue

JIeKapCTBECHHBIC

(GOpMBI, JENEHIBl U HYJICBOU
JKCBATEIIbHBIC

TabJIeTKH

ITepopanbublii HyJIEBOM
IepopanbHelii 5t
Kunkue

JIEKapCTBEHHBIE

(GOpMBI, JICCHIBI U  HYJICBOU
JKeBaTelbHbIE
TaOJIETKH

Hynesoit

MecTHbIi Hynesoit

Mosket ObITh Bpe/ieH
JU1s1 3y0OB.

Ecnu nevamuii Bpau
coobmuui, uyto y Bac
HEIEePEHOCUMOCTh
HEKOTOPBIX CaXapos,
nepeJ MpUEMOM
JaHHOTO
JIEKapCTBEHHOT'O
npemnapara
obpaTuTech K
JeyaiieMy Bpady.

Conepxur X T
caxaposbl Ha 103y,
4T0 HE00XO0IMMO
YYHUTHIBATH
manueHTaMm c
CaxapHBIM THa0eTOM.

MosxeT OBITH BpeeH
JU1s1 3y0OB.

<JlekapcTBEHHBIN
Tpernapar™> COIACPIKUT
coeBoe maciao. Ecim
y Bac amneprus Ha
apaxuc WM colo, He
MIPUMEHSIITE TaHHBIH
JIeKapCTBEHHBIHI
mpernapar.

MoxeT BBI3BIBAaTH
MECTHBIE KOJKHEIE
peakuuu (Hampumep,
KOHTaKTHBIHA
JIEPMATHT).

€CJIU JIEKapCTBEHHBIN
npemapar
IpegHa3HadeH s
IUIATENBHOTO
NPUMEHEHUS (
Hampumep, B TeUCHUE
JIBYX HeAeNb WIN
Gonee).

BapHaHT yKa3aHUS B
OXJIIT: "[Tanmentam
penko
BCTpeyaromencs
HacJeJICTBEHHON
HETIEPEHOCHMOCTBIO
GpPYKTO3HI,
TJIF0K030-TalaKTO3HO
i ManpabcopOruei
unu  aeUuIUTOM
caxapasbl-U30MaJIbTO
35 HE CIEIyeT
[IPUHUMATh JaHHBIA
JIEKapCTBEHHBIHN
npenapar.".

CBENICHUS CIEeAyeT
BKJIFOYaTh, TOJIBKO
€CJIM JIEKapCTBEHHBIN
mpemnapar MOXET
OBITH MpEIHA3HAYCH
IUIS  AJIUTEILHOTO
NpUMEHEHUS,
HampuMmep, JABE
HeIeNH Wik OoJiee.

AHaJOTHYHO
apaxuCcoOBOMY Maciy.
OXJII:
MPOTHBOIOKA3AHUE



Copb6wuron (copobur) (
E 420)

Copbuton (copour) (
E 420)

[lepopanbHblii,

napeHTepaIbHBIA .
P P Hynesoit

Buytpusennsiii (B/B) Hymesoi

JdauHbBIH
JIEKapCTBEHHBII
Iperapar COAEPKUT
X Mr copburtona B
KaXJa0i <eauHuIla
JIO3UPOBAHUS>
<enuHuIia 00beMa™>
<4YTO DKBUBAJIECHTHO
X Mr/<macca><
00BeM.>>

CopOuton sBisercs
UCTOYHUKOM
¢dbpykrTo3el. Eciaum y
Bac (unu Bamero
pebenka)
HacJIeJICTBCHHAs
HETepeHOCUMOCTb
dbpyxTo3sl (HHD) —
pEIKoe reHEeTHYecKoe
HapymeHue, Bam (
unn  Bamewmy
peOeHKy) Hemb3s
NPUMEHATHh JaHHOE
JeKapCcTBO.
ITanmentel ¢ HH® He
CIIOCOOHBI yCBaWBaTh
dbpykTO3y, dYTO
MOXET BBI3BIBATH
Cepbe3HEIe
He)KeJlaTeJIbHbIe
peakium.
[Tepen
NpUMEHEHUS
JaHHOTO

HadaJlloM

Heob6xoaumo
YYHUTHIBATH
aJIUTUBHOEC
nencTBHue
OJHOBPEMEHHO
BBOIHMMBIX
npemnaparos,
coJepxKanux
copbuton  (mim
$pykrosy), u
MOCTYIJICHHE
copbutona (mim
(GPYKTO3bI) C MHIICH.
Hannuwue B
ﬂeKapCTBeHHLIX
npemaparax Juis
nmpueMa  BHYTPH
copOHTONa MOXKET
BIUSATH Ha
OMOIOCTYITHOCTD
OIpYyrux
JIEKapCTBCHHBIX
MpenapaToB s
npuemMa BHYTPb,
BBOIHMMBIX
OJTHOBPEMEHHO

B  otcyrcTBHE
abCcoNOTHOM
HEOOXOIUMOCTH
OaHHBH
JIEKapCTBEHHBIHN
mpemnapar HeJb3s
JlaBaTh Male€HTaM C
HacJIeACTBEHHOM
HENEePEHOCUMOCTEIO
¢pykro3sr (HHOD).
Jumarao3
HacleACTBEHHOM
HETIEPEHOCHMOCTH
¢bpykro3er (HHO)
MOXET OBITh €Ile He
BBICTABJIEH
MiajaeHIaM H
MaJICHBKUM JIeTsIM  (
Miaame 2 JeT).
JlekapcTBeHHbIE
npenaparsl (
conepxkamnue
$pykro3sy),
BBOJHUMBEIC
BHYTPUBEHHO, MOTYT
YIpoXaTh XKU3HH U
NOJKHEI  OBITH
MPOTUBOIIOKA3aHbI K



Copoburon (copour) (
E 420)

Copb6uron (copobur) (
E 420)

ITepopanbHblii,
MapeHTepaTbHBIN
OTJINYHBIN OT B/B)

IepopanbHeIii

( 5 mr/xr/cyT

140 mr/kr/cyT

JICKapCTBEHHOT'O
npemnapara cooOuuTe
JgedanieMy Bpady,
yto y Bac (unm
Bamero peGenka)
HH® nu6o wuro
peOeHOK OoIbIle HE
MOTPEOIISIET CNAAKYIO
MUILY ¥ HAMUTKH
M3-32 HEJIOMOTaHHUsI,
PBOTBHI WM TaKUX
HCOPHUATHBIX
OUTyIICHUH,
B3JyTHE,
HKEIYJIOUHBIE KOJTHUKU
WJIH TIOHOC.

KakK

CopOuton sBisercs
UCTOYHUKOM
(hpPYKTO3HI.
Jeqaiun
coobmrui, yTo y Bac
(unu  Bamero
pebenka)
HETIePEHOCUMOCTh
HEKOTOPBIX CaxapoB
unu 'y Bac
JMarHOCTHPOBaHA
HacJeJICTBeHHAs
HETIIepeHOCUMOCTh
¢dpykrozsr (HHD) —
PEIKOe TeHETUIEeCKOe
HapylieHue, MpHu
KOTOPOM 4YeJIOBEK He
MOXET YCBaWBaTh
bpykTO3y, HmpeKIe
gyeMm Bbl (mimn Bam
peOeHOK) HadHeTe
MPUMEHSTH
Mnojy4yaTh JaHHbIN

Ecmm
Bpau

niin

JIEKapCTBEHHBIN
npemnapar,
MOCOBETyUTECHh C
JIeYaluM BpauoM.

CopOuTOoNl MOXET
BBI3BIBATH
HENPHUSITHBIC
OIIYIIECHUS B KUBOTE
M OKa3bIBaTh JIETKOE

NPUMEHEHUIO y
HaHHOU
€ClIH TOJBLKO HE

TPYIIIIBL,
HMEeT  MECTO
HEeTpeo10aumMas
KIIMHHUYECCKas
HEOOXOAUMOCTL H
OTCYTCTBYIOT
aTbTepHATHBHBIC
JIEKapCTBEHHBIC
Mpenaparsbl.

Ilepen BBeneHuem
JAaHHOTO
JIEKapCTBEHHOT'O
nmpemnapara y
KaXKJ0ro IMalueHTa
HeoOXxoauMo codpath
JeTaabHBIM aHAMHE3
OTHOCHUTEIIHLHO
cumnrTomoB HH®.

ITanineHTHI C
HacleACTBEHHOM
HETIePEHOCHUMOCTHIO
¢pykro3sl (HHD) e
JTOJIKHBI TPUMCHSTH/
moJy4yaTh JTaHHBIN
JIeKapCTBEHHBIN
mpermnapar.



CreapunoBslii cnupT MecTHBIN Hynesoit

Cynb(uTsl, BKIIOYAs
MeTaOuCyIbGUTHI,

Harpumep:

Cepst auokcun (E

220)

Hatpus cynsdur (E

221)

Harpus 6ucynsdur ( Ilepopanbhbii,
E 222) NapeHTepalbHbIH, HyJIEBOU
Hartpus pecnupaToOpHbI
metabucynspur (E

223)

Kanwusa

Metabucynpdpur (E

224)

Kamus 6ucynsdur (E

228)

DeHnnanaHui Bcee Hynesoit

dopmanbaeru MectHblit Hynesoit

cl1a0buTeNbHOE
IEUCTBHE.

MoseT BBI3BIBATH
MECTHBIE KOJKHEIE
peakuuu (Hampumep,
KOHTaKTHBIHU
JIEPMATHT).

MoxeTr wuspenka
BBI3bIBATH TSXKCIIBIC
peaknuu
TUNIEPYYBCTBUTENILHO
CTH

1 OpOHXOCTIa3M.

JdauHbI
JIEKapCTBEHHBII
mpenapar COIEPKHUT
X Mr QeHunanaHuHa
B KaXXI0¥ <eIMHHIIA
JO3UPOBAHUSI> <
equHUIIA 00BeMa> <
YTO 3KBHBAJICHTHO

X mr/<macca><
00BeM>>,
deHMIaIaHIH MOXKET
OBITH BpeJeH, €CIIN Y
B ac
¢enunkeronypus  (
®KVY) — penkoe
TEHETHYECKOE
HapylIeHue, NpHu
KOTOpOM
HaKaIllJInBacTCA
(heHWTaTaHUH W3-3a
HECITOCOOHOCTH
OpraHW3Ma €ro
MIPaBUIHHO BHIBOAWUTH

MoeT BBI3BIBAaTH
MCCTHBIC KOXHBIC



dopmanbaeru

ITepopanbhblii

®docharubie 0ydepsr ['mazHoit

DpyxTO3a

®pykTo3a

[lepopanbHblil,
MapeHTepatbHbIN

[lepopasibHblil

Hynesoit

Hynesoit

Hynesoit

Hynesoit

peakiuu (Harmpumep,
KOHTAaKTHBIHN
JIEPMaTHT).

MoxeT BbI3bIBaTh
paccTpoicTBO
KeNyaKa U auapero (
TOHOC).

JdaunHb i
JIeKapCTBEHHBIHI
mpernapar COJIEPKUT
X ™r docdaros B
KaXKI0U <eauHHUIa
JO3UPOBAHUI> <
eauHMIa 00beMa> <
YTO 3KBHBAJICHTHO

X Mr/<macca><
00BeM>>,

Ecnu y Bac Taxenoe
MOBPEXKICHUC
MPO3PavyHOTO CIOS
nepeaHel yacTtu
rimaza (pOrOBHIIHI),
neuenue docharamu
B OYCHb PCAKHUX
ciaydasX MOXET
BBI3BIBATH MYTHEIC
MATHAa HAa POTOBHIIC
W3-32 HaKOIUICHUS
KaJIbIIHS.

JdaunHbI i
JIeKapCTBEHHBII
mperapar COJIEPKUT
X MI' (QPYKTO3H B
KaXKI0W <eIuHHUIa
JO3UPOBaHUI> <
equHuIa oobemMa> <
YTO SKBHBAJIEHTHO X
Mr/<macca><o0bem>
>

[Ecin nexapcTBEeHHBI
# npenapar conpukac

aercs ¢ 3ybamu (

HampuMmep, KHIKOCTH
JUTS TIpHeMa BHYTpb,

MacTHIIKH H KeBaTes
BbHEIE TAOJIETKH) H TIP
eHa3HaYeH I JUTHT
€JIBHOTO MPHMEHEHHA

B

COOTBETCTBYIOIIEE
yKazaHue B pazjele
4.8 OXJIIT:

"[Ipn nmpuMeHeHUU
¢docdar-comepxammx
[JIa3HBIX Kaleidb B
0YeHb  peaKux
CiIy4asx cooOmanochk
0 KanbIupUKaIUU
pPOTOBHUIEI y
HEKOTOPHIX
MalueHToB  COo
3HAYHUTEITHbHO
MTOBPEXKIACHHBIMHI
poroBumamu."

Heo6xonumo
YYUTBIBATH
aJJIUTUBHOC
nelcTBUE
OJHOBPEMEHHO
BBOAUMBIX
OpPOAYKTOB,
conepKamux
¢bpykTo’y (unm
copbutom), u
MOCTYyIJICHHE
bpyKkTOo3bl (MM
copOuTONIa) C MUIICH.

Yacto UIH
NIHTEALHO
MpUMCHSICMBIC
nmepopaisbHbIe
MPOAYKTHI, HAIIPUMEP
B TeYEeHHE JIBYX
HeJleb Wi OoJee.



®pykro3a

Buyrpusennsiii (8/B) Hyneoii

®pyKTO3a MOXKET
MOBPEXIATh 3yObl.

Ecnu y Bac (wnmm
Bamero pebenka)
HaclleICTBEHHas
HENepeHOCUMOCTh
¢dpykro3sl (HHD) —
peAKoe TeHETHIECKOe
HapymieHne, Bam (
unu  Bamewmy
peOeHKy) Henb3st
MoJy4yaTh JaHHbIN
JIeKapCTBEHHBII
npemnapar. [lanueHTs!
¢ HH® ne cniocoOHbI
ycBamBaTh (QpyKTO3y,
cojepiKamryocss B

JaHHOM
JIeKapCTBEHHOM
mpenapare, 4TO
MOXXET BBI3BIBATh
Cepbe3HBIE
HEeXelaTeJbHbIC
peakuum.

[lepen Hauamom
TMOJIYUYCHHUS NAaHHOTO
JIEKapCTBEHHOT'O
npenapara cooOmmre
JedamieMy Bpady,
yto y Bac (unm
Bamero pebenka)
HH® aub6o wuro
pebeHoK OoJbilie He
MOTPEOIISIET CNaAKyIo
UMY ¥ HAMUTKH
M3-32 HEJOMOTaHus,
PBOTBHI WJIM TaKUX
HECIIPHUATHBIX
OLIYLIEHUH, Kak
B3IyTHE,
JKEJTyIOYHbIE KOJIUKH
WK TTOHOC.

Ecnu nevamnii Bpau
coobmmi, uto y Bac
(unn  Bamero
pebcHKa)
HEMEePEeHOCUMOCTh
HEKOTOPBIX CaxapoB

B  orcyrcTBHE
a0CONMIOTHOM
HEOOXOAUMOCTH
OaHHB U
JIeKapCTBEHHBIN
mpemnapar HeIb3s
JlaBaTh IMalKeHTaM C
HaCJIEICTBEHHOU
HENEPEHOCUMOCTBIO
¢pyxro3sl (HHD).
Jdunarunos
HAaCJIeACTBEHHOM
HEMEePECHOCHMOCTH
¢pykro3er (HHO)
MOJET OBITh €IIe HE
BBICTABJICH
MiIajgeHIlaM ©
MaJCHBKUM JeTAM (
Mianme 2 JeT).
JlexapcTBeHHBIE
nmpenaparsl (
conepixamnue
$pykrosy),
BBOJHUMBIE
BHYTPUBCHHO, MOTYT
YIpoXaTh KU3HU U
IOJIKHBI  OBITH
MIPOTUBOIOKA3aHbBI
JIaHHOW TpYIIIe, €CIu
TOJIBKO HE HMEeT
MECTO
HEeTpeoI0anMast
KIHHHYECKas
HEOOXOOUMOCTb H
OTCYTCTBYIOT
aJbTCPHATHURBBIL
Ilepen BBeaeHueM
JTaHHOTO
JIEKapCTBEHHOTO
mpemapara y
KaXKJ0Tro IMalueHTa
HE0OX0IMMO coOpaTh
neTajJbHBIA aHaMHE3
OTHOCHUTEJBHO
cumiromoB HH®.



IlepopanbHblil,

[apeHTEePAIbHBIN

dpykTo3a .
Py OTJINYHBIN

oT B/B)

MecTHBIH,

Xn0poKpe30a .
HapeHTepaIbHBIN

erocTeapunosslit
CIIUPT, MecTHbIi

LIETUIOBBIN CIUPT

BKJIrO4as

L{MKI0AEKCTPUHBI
HampuMep:
Anbanexc
beranekc (E 459)
-IUKIJIOJIEKCTPHH
Cynb(hoOyTHIIOBBII=?
(1) up- b-
LUKJIOCKCTPUHA
(SBE-b-CD)
I'mapokcunponunder
aJieKc

IlepopanbHsIii

becnopsinouno
METUITUPOBAHHbIH
b-muKII0geKcTpuH
(RM-b-CD)

uknonekcTpruHbl
HaIpUMEDp:
Anndanexc
Beranekc (E 459)
-IUKIIOIEKCTPUH
CynbhoOyTHIIOBBIN =
2¢pup=b-
ITapentepanbHbIil

5 Mr/kr/cyT

Hynesoit

Hynesoit

200 mr/kr/cyT

unu y Bac
JUarHOCTHPOBaHA
HacleICTBEHHAS
HETIEpEHOCUMOCTh

ITanimeHTHI c
HACJICICTBEHHOMU
HEIMEePEHOCUMOCTBIO

¢bpyxro3el (HHD) —  ¢ppykrossr (HHD) He
PENKOE TEHETUYECKOE [OJIKHBI IPUMEHSTD (

HapylieHUue, TpHu
KOTOPOM YeJIOBEK HE
MOXKET YCBaWBaTh
(hpyxTO3y, THmpexme
yeMm Bbl (unu Bam
peOCHOK) HauHeTe
NPUMEHSTh WU
MOJIy4aTh JIaHHBIN
JeKapCTBEHHBIH
npemapar,
IIOCOBETYHTECH C
JIeYalM BpauoM.

MoxeT BBI3BIBATH
anJIeprudecKue
peaxmum.

MoeT BBI3BIBATH
MECTHBIC KOXXHBIC
peakiun (HarpuMep,
KOHTaKTHBIH
JIEpMaTHT).

HukinonexcTpuHbI
MOTYT
HapyleHue

BbI3BAaTh

MUmIeBapeHus, TaKue
KaK ITOHOC.

Eciu y Bac
3a00jIeBaHUE MOYECK,
MpekKIC YeM HadaTh
TIPUMCHSTH NTaHHBINA
JIEKapCTBEHHBII

MOJTy4aTh) JTaHHBIHA
JIEKapCTBEHHBIHN
Ipemnapar.

B BpICOKHX n03ax
IHUKIOAEKCTPUHBI
CIIOCOOHE! BEI3BLIBATE
00paTHUMyI0 JIHAPCIO
U  yBeJIHWYEHUE
CIIENON KHUIUKU Yy
JKHBOTHBIX.

Hespenast pynkuns
KITyOO4KOB y AeTer
MITaIe
2 JeT MOXeT
3allMIATh UX OT
MOYeYHO MU
TOKCHYHOCTH, HO
MIPUBOJUTH TIPH ATOM
K TIOBBIIICHHOMY
COZICPIKAHUIO
LUKJIOJIEKCTPUHOB



OUKJIOJEKCTpUHA  (
SBE-b-CD)
Tunpoxcunponmader
aJIeKC
becnopsnouno
METUIMPOBAHHBIN
b-nukII0IeKCTPUH
(RM-b-CD)

IuknonekcTpUHEL
HanpuMep:
Anbanexc
beranekc (E 459)
-IIMKJIOAEKCTPUH
Cynb(hoOyTHIIOBBII=?
(1) up- b-
LUKJIOJIEKCTPUHA
(SBE-b-CD)
I'uapoxcunponunGer
asieKc
becnopsinouno
METHINPOBAHHBIN
b-mukIIogeKcTpuH
(RM-b-CD)

200 wMr/kr/cyt wu
MIpUMEHEHHE

20 mr/kr/cyT

npemapar,
MIOCOBETYHTECh C
JIeYaM BpPadoM.

JaHHBI I
JIEKapCTBEHHBIN
rpernapar COAECPKUT
X M T

IIUKJIOIEKCTPHHA(OB)
B KaXXJI0¥ <eauHHIIA
JO3UPOBAHUI> <
enuHMIA o0beMa> <
YTO SKBUBAJIEHTHO X
Mr/<macca><o0bem>

>,

He paBaiiTe gersm
MIIagmie 2 JeT, eClIu
TOIBKO HE
PEKOMEHIOBAHO
JIeYanuM BpauoM.

B KPOBH.
Y nmnamueHTOB C
HapyIICHUEM
(GYHKOHE —TOYEK
cpenHell U TshKeInon
CTEIIEHH MOXET
BO3HHUKATh
HaKOTMJIEHHUE
IUKIOJACKCTPHHOB.

HukmomekcTpuHbl  (

oa) — oro
BCIIOMOTaTE/IbHBIC
BellecTBa,

CIIOCOOHBIC BIUATH
Ha CBOMcCTBa (Takue
KaK TOKCHYHOCTh U
MIPOHUKHOBEHHE
yepes KOXY)
JIEHCTBYIOIIET O
BEIICCTBA U JAPYTUX
JEeKapCcTB.
bezonacnocts I1/]
aHAJIM3UPOBAJIACh BO
BpeMs pa3pabOTKH U
OLEHKH
0e30macHOCTH
JIEKapCTBECHHOTO
mpemapata U 9eTKO
onucana B OXJIII.
CBeneHus 0 BIASHUN
/1 na mereit <2 net
HeJIoCTaToOYHbBl. B
CBSI3U C 3TUM PHCK/
MOJTB3Y JIJIS TTAIUCHTA
HEO0OXOIUMO
OICHUBATh B
WHIWBUIYATHHOM
MOPSIIKE.
OCHOBBIBasICh Ha
HCCIIEIOBAHMAX Ha
’KUBOTHBLIX U OIIBITE
Ha JIFOJISX, BPEIHOE
nevicreue ][ He
O0XKHAAETCs, €eClIu
nosa

HIKe 20 MI/KT/CyT.

eCclIh  JTaHOJd
CONIEPKUTCS B
KadecTBe
TEXHOJIOTHYECKOTO
cpencTBa (Hampumep,
IIPpU  TNOKPBITHU
TabJIeTOK 00O0IOUKOM



OTaHON
JTHUIIOBBIH)

(cmpT

IepopanbHeIi,
MmapeHTepaIbHBIH,
MHTAJISAIMOHHBIN

Hynesoit

JdauHbBIH
JIEKapCTBEHHBII
mperapar COAEPKUT
X MI cIupra
ATUJIOBOTO (3TaHOJNIA)
B KaXXI0¥ <eIMHHIIA
JO3UPOBAHHUA><
equHNIIA 00BeMa> <
YTO SKBUBAICHTHO X
Mr/<macca><o0nemM>
>

<(Y % macca/<macca
><00BbeM>)>.
KonuuectBo B <mosa
><00beM> HAHHOTO
JIEKapCTBEHHOTO
nmpemapara
SKBHUBAJICHTHO MEHEE
yeM

A M1 nmuBa wiu B ma
BHHA.

Heb6onsmoe
KOJIMYECTBO CIHPTA B
TaHHOM
JIEKapCTBEHHOM
nperapare He Oyzaer
0Ka3bIBATh
3aMETHOT'O JIEUCTBHSL.

JdaunHbI i
JIeKapCTBEHHBII

) WM DKCTparcHTa u
BbINapuBaeTcs (HUKe
YpOBHS,
MIPUBEICHHOTO

B PykoBoacTee mno
HU3yUYEHUIO TTpuMecen
B JIEKApPCTBEHHBIX
cpeacTBax u
YCTaHOBJICHUIO
TpeOOBaHMIl K HUM B
criennpuKanusix),
HET HEOOXOAUMOCTH
YIIOMHHATh 3TAHOJ B
uHpopManuu s
MalAEHTOB.

YToOBl paccyuTaTh
9KBUBaJECHTHBIN
00beM MHUBA HWIH
BHHA, CIleAyeT
HCXOOAUTH M3
00BbEMHOTO
COJICp)KaHUsI TaHOJIA
B IIUBE, PaBHOrO 5 %
(06/006), 49T0
SKBUBaJICHTHO 4 %-
HOW KOHIEHTpauuu (
M/00), U B BHHE,
pasuoro 12,5 % (06/
00) mwu 10 %-Hoit
KOHIeHTpanuu (M/00
) (IUTOTHOCTH 3TaHOJIA
npuHsTa paBHo# 0,8).
OO0ObeMsbl IBa U BUHA
(A u B) HEOOXOAMMO
OKPYTISTh 10
OJrKaMIIero mMeaIoro
YHUCIIa.

UToOBl paccuuTaTh
3KBUBAJIECHTHBIN
00bEM MHUBa HWIIH
clenyer
HCXOJIUTh u3
00BbEMHOTO

BUHA,

COJICpIKaHMS 3TAHOJIA
B IIUBE, PaBHOTO 5 %
(06/00), 49TO
SKBUBaJleHTHO 4 %-
HOW KOHIIeHTparuu (
M/00), U B BHHE,
passoro 12,5 % (006/
00) mmu 10%-Hoi
KOHIIeHTpauu (M/00

)



OTaHoN
STHJIOBBI)

(cmpT

[lepopanbHbii,
NapeHTepalbHbIH,
HHTJIALIHOHHBIN

15 mr/kr HA HO3Y

npenapar COJAEpKHUT
X MTI CcHOupra
3THJIOBOTO (3TaHOJIA)
B Ka)XIOW <eIUHUIA
JO3UPOBaHUI> <
eauHMIa 00beMa> <
YTO SKBUBAJIEHTHO X
Mr/<macca><o0bem>
> <(Y % wmacca/<
Macca><o0bem>)>.
KomuuectBo B <mosa
><00BEM> JaHHOTO
JIEKapCTBEHHOTO
npemapara
SKBUBAJICHTHO A MII
nuBa Wik B My BuHa.
ManoBeposiTHO,
KOJIMYECTBO CIHPTa B
JTaHHOM
JIeKapCTBEHHOM
npemnapare OKaxXeT
BIUSHHE Ha
B3pOCIBIX u
MOJIPOCTKOB, a €To
BIIMSIHUE HA ETEH HE
JNIOJKHO  OBITH
3aMeTHbIM. OHO
MOXET OKa3bIBaTh
HEKOTOpOE JACUCTBUE
Ha MaJeHBKUX JIETCH,
HapuMep BBI3BIBAThH
COHJIUBOCTb.

Cnupt B JaHHOM
JIeKapCTBEHHOM
mpernapare MOXKET
HApyIIaTh NCHCTBUE
IpYyTHUX
JIeKapCTBEHHBIX
npenapatoB. Eciu
Brl npunumaere
aIpyrue
JIeKapCTBEHHbIE
npemnaparsl,
MOCOBETYHUTECH C
JeYalmuM BpavuoM
uni  pabOTHUKOM
anTeKy.

Ecnu Bsl GepeMeHHBI
WM KOPMUTE TPYIBIO
, Tpexae 4YeM
NPUHATH JTaHHBIN
JIEKapCTBEHHBII
npemapar,
IIPOKOHCYJIBTUPYHTEC

(TUTOTHOCTE 3TaHOIA
npuHsTa paBHo# 0,8).
Ecnu mpumenumo,
B3aNMOJICHCTBUSA
3TaHOJIa HEOOXOIMMO
ykaszate B OXIJIIT (
paznen 4.5).

BapuanTt yka3zanus
ceenenuit B OXJIIT:
Jo3a (BbIOCpHUTE
MaKCUMAJIBHYIO JI03Y
) JaHHOTO
JIEKapCTBEHHOTO
mpernapara, BBOIUMAas
(pebeHky B BO3pacTe
A et ¢ maccoit B kr
I B3POCIOMY C
maccoit 70 kr),
MpHUBEICT K
skcno3unun C MI/kr
JTaHOJa, KOTOpas
MOXET BBI3BATh
IIOBBIINICHHUC
KOHIICHTPAIUH
cnupTa B KpOBH,
pasHoe D Mr/100 mit.
Jns cpaBHEHHS: y
B3pOCIOTO,
BBITUBIIETO OOKam
BuHa unu 500 M
MUBa, KOHIICHTPAIUS
cmupTa B KpPOBU
OyIeT COCTaBIATH
okouto 50 mr/100 mur.
ConyrtcTBytoniee
BBEJICHUEC
JIEKapCTBEHHBIX
npemnaparos,
collepKamux, K
npumepy,
MPOIHIICHTIUKOIb
WM STAHOJ, MOXET
MPHUBECTHU K
HAKOIICHHIO STaHOJIA
nu BBI3BIBATH
HEXellaTeIbHbIE
peakuuu, B
0COOCHHOCTH ¥
MaJIEHBKUX JETEU ¢
HU3KOU Unu
He3penol
MeTaboIUICCKOM
CIOCOOHOCTBIO.



b C JIEYAIIM BpauoM
UIu  pabOTHHKOM
anTeKy.
Eciu y Bac
aJIKOTOJIbHAS
3aBUCHMOCTbD,
IIOCOBETYUTECH C
JeqyamuM BpadyoM
WIn pabOTHUKOM
anTeKu, IPexIae 9emM
NpPUHATHh JaHHBIN
JIEKapCTBEHHBII
npenapar.

JdaunHbI i
JIeKapCTBEHHBII
mperapar COJICPKUT
X cumpTa
3THJIOBOTO (3TaHOJIA)
B KaXXI0N <eIUHHUIA
<

MTr

JO3UPOBaHUI>
equHuIa o0bemMa> <
YTO SKBHUBAJIEHTHO X
mr/<macca><o0bem>

>
<(Y % wmacca/ <
Macca><o0bem>)>.

KonnuectBo B <mo3a
><00BEM> JaHHOTO
JICKapPCTBEHHOTO
nmpemapara
9KBHMBAJICHTHO A MII
nuBa uian B Mi1 BuHa.
Coupt B HaHHOM
JIEKapCTBEHHOM
mpemnapare, ckopee
Bcero, Oyner
HEraTUBHO BIUATH Ha
nereil. It 3G PeKThI

Ecnu no3a BBOIUTCS
TEUYCHUE
IUTUTETBHOTO
BpEeMeHH (Harpumep,
Ipd  TOMOIIHU
MeJUICHHONH WHQY3UH
B

B

TEUYCHHUE
HECKOJIEKHX YacOB),
MOBBIIICHUC
KOHI[EHTPAINHU
CIUpTa B KPOBHU
Oyner MeHbIIE, a
3¢ deKTh aNnKoros
MOTYT OBITH
CHUIKEHHBI. B
MOJIOOHBIX CITydasx
JUCTOK-BKJIAJIBIII U
OXJIII moJKHBI
BKJIIOYATh TaKyIO
(OpMyITUPOBKY, Kak:
MTOCKOJIbKY JTaHHBIH
JIeKapCTBEHHBIN
npemapar OOBIYHO
BBOJIUTCSI MEJUICHHO
B TeueHHe XX 9acos,

a¢dexTsl cnupra
MOTYT OBITH
CHIDKCHBI.

UToOBl paccuuTaTh
3KBUBAJIECHTHBIN
00bEM MUBa HWIIH
clenyer
HCXOIUTh u3
00BEMHOTO

BUHA,

COJICpIKaHMsT ITAaHOJIA
B IKBE, PaBHOTO 5 %
(06/00),
SKBUBaJIeHTHO 4 %-
HOW KOHIICHTpanuu (
M/00), U B BHHE,
passoro 12,5 % (00/
00) mmu 10%-Hoi
KOHIIeHTpauu (M/00
)

(mmoTHOCTH 3TaHOIA
npuHsTa pasHoii 0,8).

qTo

Ecnu npumenumo,
B3aUMOJICHUCTBUS
9TaHOJIa HEOOXOAMMO
ykazate B OXJIIT (
paszen 4.5).
BapuanTt yka3zanus
ceenennii B OXJIIT:



OTaHoN
STHIIOBBI)

(cmpT

[IepopanbHbii,
MapeHTepaNbHbIH,
HHTAJISAIMOHHBIN

75 Mr/Kr

Ha 103y

MOTYT BKJIOYaTh
COHJHUBOCTh W
W3MCHECHUS
noBeneHus. OH
TakXe  MOXKeT
HEraTWBHO BIHATH Ha
UX CIHOCOOHOCTH
COCpe0TaYnBaTh
BHUMAaHHE W
y4acTBOBAaTb B
buszngeckoi
AKTHBHOCTH.
KomnuectBo cnimpta
B JaHHOM
JI€KapCTBEHHOM
mperapaTre MOXeET
HETaTUBHO BIIMATH Ha
CIIOCOOHOCTH
yIpaBIsiATh
TPAHCIIOPTOM WIIN
UCII0JIb30BATH
MEXaHU3Mbl. OTO
CBS3aHO C TE€M, YTO
0HO MOXET
HETaTUBHO BIIMATH HA
CYXJEeHUE u
CKOPOCTb PEaKIHy.
Eciu y Bac
SMUIIETICUSL  WITH
npoOieMsl ¢
MeYeHBIO,
MIOCOBETYHTECH C
JeYyamuM BpadoM
WId PaObOTHHKOM
anTeKu, Npexe YemM
NPUHATh JaHHOE
JIEKapCTBO.

Coupt B JaHHOM
JIEKapCTBEHHOM
mpemnapare MOXKET
HapymiaTh JAeicTBUE
APpYyTHUX
JIeKapCTBEHHBIX
npernaparoB. Eciu
Bei npunumaete
aIpyrue
JIEKapCTBEHHBIC
npenaparsl,
MOCOBETYHTECh C
JeJanuM BpavyoM
UIu  pabOTHHKOM
aITEeKH.

Ecnu Ber 6epemMeHHBI
WA KOPMHUTE TPYIBIO

Jo3a (BbIOCpHUTE
MaKCUMAIBHYIO JT03Y
) JTaHHOTO
JIEKAPCTBEHHOTO
npenapara, BBOAUMast
(pebenky B Bo3pacTte
A et ¢ maccoii B kr
WU B3POCIOMY C
maccoit 70 kr),
npuBeaeT K
skcrnro3unun C Mr/kr
3TaHojda, KOTopas
MOJKET
MOBBINMIEHUE
KOHIICHTPAIUH

BbI3BATh

cnupTa B KpOBH,
pasHoe D Mr/100 mut.
Jlnst cpaBHEHUs: y
B3pOCIIOTO,
BBIIIUBIIIETO OOKa
BuHa uiau 500 mu
MUBa, KOHIICHTPAIUS
cnmupTa B KpPOBU
OyZeT COCTaBIISIThH
OKOJIO

50 mr/100 ma.
ConytcTByroniee
BBEIEHUE
JIEKapCTBEHHBIX
npemnaparos,
colepKamux, K
npuMepy,
MPOIHIICHTIUKOIb
WU 3TAHOI, MOYXKET
NPUBECTHU K
HaKOIUJIEHHIO 3TaHOIIa
nu BbI3BIBAThH
He)XeaTeIbHbIE
peakuuu, B
oco0eHHOCTH ¥
MaJCHBKUX JETEeH C
HHU3KOM 281978
He3penol
MeTabOoIHMIECKOM
CITOCOOHOCTBIO.
Ecnu mo3a BBOAMTCS
B TeUYEeHHE
JUITATEABHOTO
BpeMeHH (Harpumep,
nIpd  HOMOIINHU
MeJUIeHHOI HH)y3un
B TCUCHUC
HECKOJILKHX YacoB),
MOBBINIEHUE



DTaHoa
STHIIOBBI)

(cimpt

Koxuprit

Hynesoit

, TMpexnae ueM
OPUHATH JTaHHBIHA
JIEKapCTBEHHBII
mpemnapar,
IIPOKOHCYJIBTUPYHTEC
b C JICYAIlUM BpadoM
WIn pabOTHUKOM
AnTeKH.

Ecau y Bac
aJKOTOJbHAS
3aBUCHMOCTbD,
MIOCOBETYHTECH C
JeqyamuM BpadoM
UId  PabOTHUKOM
anTeKH, IPexJe YeM
NPUHATH JTaHHBIHA
JIEKapCTBEHHBII
npenapar.

JaHHBI U
JIEKapCTBEHHBIN
mpenapar COJCPIKUT
X wMr chnuprta
STHIIOBOTO (3TAaHONA)
B KaXXIOW <eIUHHUIA
JO3UPOBAHUI> <
eauHMIa 00beMa> <
YTO SKBHBAJIEHTHO X
Mr/<macca><o0bem>
>

<(Y % wmacca/ <
macca><o0bemM>)>.
MoeT BBI3BIBATH
YyBCTBO JXKECHHUS Ha
MOBPEKACHHON KOXKe

KOHIICHTpAINHU
CIIUpTa B KPOBHU
Oymer MeHbIe, a
3¢ deKTh anKoros
MOTYT OBITH
CHUXKEHBI. B
MOJIOOHBIX CITydasx
JIUCTOK-BKJIAJBIIT U
OXIJIII momXxHBI
BKJIIOYATh TaKyIO
(GOpMYIHPOBKY, KaK:
IIOCKOJIbKY JaHHBIN
JIEKapCTBEHHBIHI
npernapar OOBIYHO
BBOJIUTCSI MEIUICHHO
B TeueHHe XX 9acos,
ekt crnupra
MOTYT OBITH
CHIDKCHBI.

Y HOBOPOXICHHBIX (
HEIOHOIICHHBIX |
JTOHOIIEHHBIX
HOBOPOXXICHHBIX
MJIQJICHIIEB) BBICOKHE
KOHIICHTPAIUH
9TaHOJa MOTYT
OPUBOAUTH K
TSDKEIIBIM JIOKaJIbHBIM
peaKIHsIM u
CUCTEMHOH
TOKCUYHOCTH BBHIY
3HAYHUTEIbHOU
abcopbumm uepe3
He3penyr KOxXy (
0oco0EeHHO TOx
OKKJIIO3MOHHOU
nossizkoit). B OXJII
n JIB Heobxoammo
n00aBUTH
COOTBETCTBYIOIIICE
peaymnpexIeHue,
€CJIM OTPaBIaHHO.

B 3aBucumoctu ot
NpoOayKTa u
KOHIICHTPAIUH
9TaHOJIa MOJXKET
nmoTpedoBaThCA
MpeaynpexacHue
orLeomnacHo".

"

Heob6xoxumo
paccMoTpeTh
BKIIOUYEHUE
MpeAyIpeKACHUH 00
HACIIOIb30BaHUU



[Ipnmeuanue.

BOJM3U OTKPBITOTO
OTHS, 3aXCOKSHHOU
CUTapeTsl  WiIu
HEKOTOPBIX
YCTPOUCTB (
Harpumep, GpeHoB).

1 ITepeuens oraymiek (apoMaTH3aTOPOB), COAEPH AKX AJICPreHBI

3-metmin-4-(2,6,6-TpUMETHII-2-IIUKIIOTeKCeH- | -1r)-3-

OyTeH-3-0oH
d-nmumMoHen

AMuInuHHAMAT

AMMIIIUHHAMUWIOBBIM CIIUPT

AHH3WIOBBIA CIUPT
bensunbenzoar
bensunoselil ciupt
benswicanuuunar
BensmnmunnamaT
I'ekcrMHHAMaNbaeTH

I'epanuon

I'unpoKCHMETHIIIEH THII-IINKIIOTeKCEHKapOOKCAIb IeTH T

IM'mapoxcunuTpoHesianb
JpeBecHblil MOX
Jly6oBbIit MOX
H303Brenon

Kymapun

Jlunuans

Jlunanoon
MerunrenTuHKapOoOHaT
®apHe3on

[uanamans
luHHaMUIOBBIN COIMPT
HuTpane
Hurponemnon

DBreHoja

127-51-5

5989-27-5
122-40-7
101-85-9
105-13-5
120-51-4
100-51-6
118-58-1
103-41-3
101-86-0
106-24-1
31906-04-4
107-75-5
90028-67-4
90028-68-5
97-54-1
91-64-5
80-54-6
78-70-6
111-12-6
4602-84-0
104-55-2
104-54-1
5392-40-5
106-22-9
97-53-0

He AOIMIYCKACTCA MCIIOJIB30BATh IMHIICBLIC KPACHUTCIHW B COCTABC JICKAPCTBCHHLIX

MpenaparoB, HE BOLICANINE B TEXHUYECKHWW periiaMeHT EBpasuiiCKOro 3KOHOMHUYECKOTO
coro3a "TpeboBaHust 0€30MACHOCTH MUILEBBIX T100aBOK, apOMATH3aTOPOB U TEXHOJIOTHYECKUX
BcrioMorarenbHbix cpencts” TP 029/2012, yrepxnennsiii Pemennem Cosera EBpasuiickoit

SKOHOMHUYECKON Komuccuu oT 22 uroist 2012 r. No 58 wim 3anpenieHHbIe UM.

IloscaeHMs



TaOnuiia nepedHs BCIIOMOTraTeNbHBIX BEIIECTB COACPIKUT CEeNYIOIIHE rpadbl:

HanmvenoBanme.

HanMeHoBaHHE BCIIOMOTAaTEIbHOTO BEIECTBA YKA3bIBAETCS HA OCHOBAHUM HOMEHKJIATYPBI
MHH wunu ®apmakoneun Coro3a (Ipu HaJW4WHK), BKJIIOYAs YKa3aHUE €BPOMEHCKOTO Kojaa
1 poBoi crctembl UIIEBbIX 100aBoK (E ko) (Tpu HEOOXOIUMOCTH).

ITyTs BBemeHu: (Croco6 mpUMEHEHHU).

VYkazaHue nyTH BBeZeHUS (ciocoda MpUMEHEHHsI) HE0OXO0AUMO, IMTOCKOJIbKY HH(POPMALIHS
0 0€30MMacHOCTH BCIIOMOTATEIBHOTO BEIECTBA 3aBUCHUT OT MYTH €r0 BBEACHHS (Hampumep,
CBeJICHUSI 0 OpoHXO0CTa3Me, 00YCIOBICHHOM OEH3aJIKOHUS XJIOPUIOM, 3HAYUMBI TOJBKO IS
PECIUPATOPHOTO ITyTH BBEJICHHUS).

ITopor.

[Iopor — 3HaueHHWe, paBHOE WJM MPEBBINIAIONIEEC 3HAYECHUE COJEPKAHUSA
BCIIOMOTaTeJIbHOTO BEIIECTBAa B JIGKAPCTBEHHOM IIpernapare, KOTopoe TpeOyeT yKazaHus
JaHHBIX CBEJCHUM B O0OMIEN XapaKTepUCTUKE JIEKAPCTBEHHOI'0 IMpenapara u
JUCTKE-BKJIAJIbIIIE, OH HE paBeH mpeiaeny Oe3zomacHoctd. HyneBoit mopor o3HavaeT, 4To
CBEJICHUSI HEOOXOAMMO YKa3bIBaTh BO BCEX CIIy4asiX HAJUYMs BCIIOMOTaTeIbHOTO BELIECTBA B
JIEKapCTBEHHOM IIpenapare.

Ecnu He yka3zaHO MHOE, TO MOPOT BBIPAKAETCS B BUJE KOJIUYECTBA BCIIOMOTaTEIbHOTO
BEI[ECTBAa B MAKCUMAJILHOM CYTOYHOM JI03€ JICKaPCTBEHHOTO Mpernapara, yKa3aHHOU B OOIIeH
XapaKTEPUCTUKE JIEKAPCTBEHHOr O IIpenapara.

Ecnu B TekcTe ykazaHo "Ha 103y", ©UMeeTCs B BUY J103a JIGKAPCTBEHHOIO Mpenapara.

BcnomorarenbHbie BelecTBa MOTYT MPOSIBIATE 3P(HEKT TOIBKO CBEPX OMPEAEICHHOTO
koauuecTBa. Takoil noTeHIHAIbHBIN 3()PEKT yUUTHIBAJICSA MPU OOIIEH OLEHKE COOTHOIIECHHUS
I10JIb3a-PUCK MPU PETUCTPALIMU JIEKAPCTBEHHOTI'O Mperapara.

Wadopmaims A1 HHCTPYKIMH 110 MEIAIMHCKOMY IPUMEHEHUIO (JINCTKA-BKJIa(bIIIA) U
o0meii XapaKTEepUCTHKY JIEKAPCTBEHHOTO IIpenapara s MEIUIIMHCKOr0 IPUMEHEHU

[IpuBoauMBIE CBEIEHUS JOJIKHBI OBITh U3JI0KEHBI B MPOCTON (hopMe, YETKO U MOHSATHO
JUTS TTALIUEHTA.

Tekct, mpeaHa3HaYCHHBINA 1711 0COOOM MOMYJIAIMY MAallMeHTOB, CIEAYET MPUBOAUTH,
TOJIBKO €CJIA 3TO MPUMEHUMO.

Jlyist mekapCTBEHHOTO TpernapaTa B BUJIE TBEPIOH JiekapcTBEHHON (opMbl (Harpumep,
Ta0JETKH, KaICyJbl, CYNIO3UTOPUH, MOPOIIOK B Callle), KOJIUYECTBO CIEAYyET YKa3blBaTh Ha
eAMHULY JO3UpPOBaHMS (Hampumep, Ha TaOJeTKy, Kamcyiay U T. A.). Hns xKugkon
JIEKapCTBEHHON (POPMBI — KOJIMYECTBO YKa3bIBAIOT Ha €UHUILY 00beMa (Macchl) (Hampumep,
Ha MWUTWIUTP, TPAMM U T. 11.).

KomMmenTapuu

Tekct B 3T0M rpade He npenHa3HavyeH s naurenTa. OH COAEepKUT MOSICHEHUS TEKCTa B
npealecTByome rpade, HeOOXOAUMbIE JIi KOPPEKTHOTO YyKa3aHUs 3TOro Tekcra. B
HEKOTOPBIX CIIy4yasix KOMMEHTapuu, c()OpMYJUPOBAHHBIE B JIOJDKHOM CTUJIE, MOTYT OBITh



HCIIOJIb30BaHbl B KaA4C€CTBC HpOTI/IBOHOKaBaHI/Iﬁ B O6HIGI\/JI XapaKTCPUCTUKC JICKAPCTBCHHOI'O

npenapara.

IMMPUJIOXKEHUE Ne 2
Kk TpeOoBaHMSIM K HHCTPYKLIUH
10 MEJUIMHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
mpenapara Jyuis MEJULIUHCKOTO
MPUMEHEHHS

TPEBOBAHWA

K OIIMCaHMIO COCTaBa MATAINPOBAaHHBIX (KOHBIOTHPOBAHHEIX) 0€IKOB B 00MIECH XapaKTEePUCTHKE
JIeKapCTBEeHHOT'O TpemapaTa, HHCTPYKIHH 10 MEIUIUHCKOMY IPUMEHEHHIO (JIMCTKE-BKJIA IBIIIC)

Jlnst obecrieueHust ICHOCTH M €IMHOOOpa3usi B yKa3aHWHM COCTaBa JIEKAPCTBEHHBIX
npenaparoB, JACHCTBYIOIIMM BEIIECTBOM KOTOPBIX SIBJISIOTCS MATUIUPOBaHHBIE (
KOHBIOTUPOBAHHBIC) OCIIKH, CIIEYET UCIIONH30BAThH CICAYIONINE TEPMUHBI:

"creneHb MoAUGUKAIIMU" — CpEeIHEE YUCIIO (C) MOJIEKYJI TTOJIMMEpPa, CBA3aHHBIX ¢ OCITKOM;
ONpeaeIeHHs] MOJIEKYJISIPHOW MacChl:

"OenkoBas yacTh JAcHCTByMOIIEro BemiecTBa (X)" — MoyieKkyJsipHas Macca Oenka,
coJiepKallerocsi B 0EIKOBOM KOHBIOTaTe;

"OenkoBbIi KOoHBIOTAT (Y)" — cpeaHss olI1ias MOJIEKyJIsIpHasi Macca KOHbIOTUPOBAHHOTO
0eJIKOBO-IMTOJIMMEPHOTO JACHCTBYIOIIETO BEIIECTBA,;
"'cBOOOTHBIN O€NoK" — Macca HEKOHBIOTHPOBAHHOTO OeTKa.

Omnpenenenue A03UPOBKU U (PACOBKHU JICKAPCTBEHHBIX MPENapaToB MATHIMPOBAHHBIX (
KOHBIOTUPOBAHHBIX) OEIKOB OCYILECTBISAECTCS HAa OCHOBE COJEpKaHUs Oenka, ¢ y4eToM
oO0IIel CTPYKTYPBl MOJIEKYJI.

B uensix HemomnyuieHus mMyTaHUIbl B OTHOIIEHUU COAEPKaHUsI CBOOOJHOTO Oelika B
oO1el XxapakKTepUCTHKE JICKAPCTBEHHOI'O Mpernapara CiaeAyeT TOYHO ONHCHIBATH COCTaB U
NIEUCTBHE OEIKOBOr0 KOHBIOTATA.

1. Paznen 2 ("KoimdecTBeHHBIA U Ka9eCTBEHHBIH cocTaB") o0meii XapaKTepuCTHKH
JIEKapCTBCHHOI'O pemapara

Pa3gen moimkeH BKIIOYATh:

ONKUCAHME COCTaBa B COOTBETCTBUM C JIO3UPOBKOM, OMPEJEICHHOWM HAa OCHOBAHUU
KOJINYECTBEHHOTO OINPENCIICHUs, C YETKUM yKa3aHUEeM Ha TO, UYTO YKa3aHHbIC 3HAUYCHUS
OTHOCSITCSI TOJIBKO K COJIep KaHUI0 Oelka; 1

omnucaHue OEJKOBOTO KOHBIOTaTa B cieayrouie dopmynupoBke: <JledcTByroiiee
BEIIIECTBO SIBJIICTCS KOBAJCHTHBIM KOHBIOTATOM [THIT Oelika, IPOU3BOICTBEHHON CHCTEMBI| C
[Ha3BaHUWeE MOJUMEpPA, COAECPHKAIIETOCS B KOHBIOTaTEe |>.



AKTUBHOCTB U 3(h()EKTUBHOCTH JIEKAPCTBEHHOTO Tperapara He CIeyeT CPAaBHUBATH C
JAPYTUMU TI3TAIUPOBAHHBIMA WITH HETIATHIIMPOBAHHBIMU OCTKaMH, OTHOCSIIIUMHUCS K TOM ke
(dhapmakoTepaneBTUIECKOM rpyrre (moapoOHy0 HHPOPMAIIUIO CM. B paszaene 5.1).

2. Pa3pen 5.1 ("®apmakomuHaMIUIECKHE CBOMCTBA") 00ImeH XapaKTepUCTHKH JICKapCTBEHHOT'O
mpenapara.

CrpykTypy Oenka ciefyer onucaTh ClIeIyonuM 00pa3oM:

<[Tun Oenka] KOHBIOTUPOBAHHBIN C [Ha3BaHUE MOJIUMEPA, COACPIKAIIECTOCS B KOHBIOTATE ]
P 3TOM CTEIEHb 3aMEIECHUs COCTaBJISAET [n MoJjed monmmepa Ha Moub Oenka]. OOmras
MOJIEKYJISIpHasi Macca COCTaBJisieT NpuUMepHO [Y], U3 KOTOPBIX A0JisI OENKOBOW 4YacTH
cocTaBisieT okoJo [X]>.

Jlanee B 3aBUCHMOCTH OT KOHKPETHOT'O CIy4dasi MOTYT OBITh JaHbl ONUcaHue u30hopm,
CpaBHEHHE MOJISIPHOM AaKTUBHOCTH KOHBIOTATa M HE3aMEIIEHHOro OeJika, pa3jihuyuus B
aKTUBHOCTHU B 3aBUCUMOCTH OT U30()opM U T. 1.

3. Paspgen 5.2 ("®apmakokuHETHIECKHE CBO#CTBA") 00mIEH XapaKTepUCTHKH JIEKAPCTBEHHOTO
mpemnapara.

[Ipu HEOOXOAMMOCTH AOMYCKAeTCs MPEeACTaBUTh CpaBHEHHE (HapMaKOKWHETHUECKUX
CBOMCTB C HEKOHBIOTHPOBAHHBIM OEJIKOM C MOCIEAYIOIHUM MOJPOOHBIM OIMHCAHUEM
(apMaKOKMHETUUYECKUX CBOMCTB KOHBbIorara. IIpu Hanuunn 000CHOBAaHUH ClelyeT IPUBECTH
noipoOHOE ONMUCaHUE MOBEACHUS U30()OPM U CTAOUIBHOCTU KOHBIOTATOB B €CTECTBEHHBIX
YCIIOBUSIX.

MMPUJIOXKEHUE Ne 3
K TpeOoBaHUSIM K HHCTPYKLIUH
10 METUIMHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKApCTBEHHOTO
npenapara Jyuisi MEJUIIUHCKOTO
MPUMEHEHHS

TPEBOBAHUA

K OIACAaHUIO (PapMaIieBTHIECKUX CBOMCTB BAKIIHH B HHCTPYKIHH 10 MEAUIIMHCKOMY IIPHMEHCHHUIO
(JIICTKe-BKIIA/IBIINE) JIEKApPCTBEHHOT'O IIpemapara, 00mei XapakTepUCTHKE JIEKApCTBEHHOTO
IpenapaTa H ero MapKUpOBKe

Cnocka. IIpunoxenue 3 B pegakuuu pemenus Cosera EBpa3nuilckoil 5KOHOMUYECKOM
komuccun ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucrteueHuu 30 KaJeHIapHbIX AHEU ¢
JaThl €ro 0(UIKUAIBLHOTO OIYOJIMKOBAHUS).

I. O6mue monoxeHus



Hacrosmue TpeOoBaHUA OTHOCSTCS K COJCPKAHUIO M TPEACTABICHUIO
(dapmalneBTUUYECKUX JaHHBIX B HHpopManuu o mnpemnapare (oOmed XapaKTepuCTHKE
JEKapCTBEHHOr0 Mpernapara), €ro MapKUpPOBKE M HHCTPYKIUH IO MEIULUHCKOMY
IPUMEHEHUIO (JINCTKE-BKJIABIINIC) JIEKAPCTBEHHOTO Tpernapara (1anee — JTUCTOK-BKIIAIbII)
BaKITMH U1 MEIUITMHCKOTO MPUMEHEHHUS, a TAKKe K opMaTy U COAEPKaHUI0 (OPMYITHUPOBOK
B paznenax 4 u 5 oOmel XxapakTepUCTUKH JIEKAPCTBEHHOIO Mpernapara, KOTOpble UMEIOT
HEKOTOpbIE 0OCOOEHHOCTHU, XapaKTEePHbIE JJIsl BAKIIUH.

II. O0mas XapakTepUCTHKA JIEKapCTBEHHOT'O IIpenapara

dapmaleBTUYECKUMU pa3jieiaMu oOIIed XapaKTepUCTUKU JIEKapCTBEHHOTO Mpemnapara (
nanee — OXJII) sBnstorcs paznensl 1 —3 u 6.1 — 6.6.
K dapmakonrornyeckum U KJIMHUYECKUM paszliesiaM, K KOTOPBIM MPEIbsIBISIOTCS
HacTosIIMe TpeboBaHus, oTHOCATCS pasaensl 4.1 —4.9 u 5.1 OXJIIL.

1. HamMeHOBaHM® JIEKAPCTBEHHOTO Mpernapara

Cenenus B pazaene | OXJII Ha BakiuHBI HEOOXOIUMO pacmojiaraTh B CIETYIONIEM
HOPSIIKE:
a) TOProBO€ HAMMEHOBAHUE;
0) [mo3upoBKa];
B) JIeKapcTBeHHas popma;
T') OOIIETPUHATOE HAMMEHOBAHUE JICKAPCTBEHHOTO Mpernapara.

ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOIO Ipernapata. MHpH BbIOOpe TOPTroOBOIO
HauMEHOBAaHHUSA JICKapCTBEHHOI O MPenapara CJAeJyeT YUUThIBATh MOJI0KEHHUSA aKTOB OPraHOB
EBpa3zuiickoro 5kOHOMH4YECKOI'0 COI03a B chepe 0OpalleHU JIEeKapCTBEHHbIX CPE/ICTB;

JO3UPOBKA: JOITyCKAE€TCA HE YKA3bIBATh JO3UPOBKY, €CJIH OHA HCOYEBU/IHA,

JIEKapCTBEHHAas (hopma: JOIYCKaeTcs HEe yKa3bIBaTh JIEKAPCTBECHHYIO ()opMy BAKI[HHBI B
OXJIII ecan oHa sABAgeTCA OYEBHIHOHM, HCXOAd H3 HAHMEHOBAHHSA BakLHHBI. Ecin
JICKAPCTBEHHAsI (pOopMa BAaKI[MHBI HE SBJIAETCSI OYEBHIHOH H3 €€ HAHMEHOBAaHHS, €€
HEoOX0IHUMO YKa3aTb B O0OIICH XapakTepHCTHKE JIEKAPCTBEHHOIO Ipernapata. B messax
VKa3aHHus JEKapCTBEHHOH (DOpMbI CIEYET HCIIO0JIb30BaTh COOTBETCTBYIONIHI CTaHAapTHHIH
TePMHH HJIH KOMOHHAIIHIO CTaHAApTHBIX TEPMHHOB B COOTBEeTcTBHH ¢ HomeHKaTypoit
JIEKapCTBEHHBIX (hopM, yTBepkaeHHOH Periernem Kosnernn EBpa3wutickolf IdKOHOMHIECKOH
Komuccuu ot 22 gexabps 2015 . Ne 172,

Ecnu popma BeIycka mpeAcTaBisieT cOO0M MpeABapUTEIbHO 3aMOJHEHHBIN IITPUIL C

BaKI[MHOM, KOTOpas MPOJIa€TCs B PA3IMYHBIX MEPBUYHBIX YITAKOBKAX, JICKAPCTBEHHYIO (hopMy
(bopMbl) BeIMyCKa "TpeABAPUTEIBHO 3aMOJIHEHHBIM MIMOPUI" HEOOXOJUMO YKa3aTh B



ciaenytomeit dopmynupoBke <[PacTBop, cycrneH3us]| I UHBEKIHMH B TpeIBapUTEIbHO
3allOJTHEHHOM IITpHUIE™>. B OCTaIbHBIX CllydasX yKa3bIBaTh MEPBUYHYIO YIIAKOBKY B COCTABE
JeKapCTBEHHON (DOPMBI HE JOITYCKASTCS,

OO61enpuHITOe HAHMEHOBAHHE BAKI[HHBI: 110]] OOIICIIPHHSATEIM HAHMEHOBAHHEM CJIETYET
IOHUMAaTh 3aroJIOBOK COOTBETCTByrwweH crarbu Papmakoneun EBpasuiicKoro
9KOHOMHYECKOTO COI03a, YTBepKAcHHOH Pemennem Koserun EBpa3uiiCKOH S5KOHOMHYECKOH
komuccuu ot 11 aBrycra 2020 r. Ne 100 (nanee — ®@apmaxones Coro3a). B ciydae eciu
crarbs B @apmakornee Coro3a OTCYTCTBYeT, HECOOXOAUMO CIEA0BAThH IPABHIAM COCTaBICHHS
3aroioBKkoB cratei @apmakonen Cor03a, BKJIKOYAas HCII0JIb30BAHUE TAKUX CJIOB, KaK ">KuBasd',
"amcopbupoBanHas" u "Bupocoma", B ckOOKax, eciH MpUMEHHMO.

2. KagecTBEHHBII H KOTMIECTBEHHEIN COCTaB

OcHoBubie cBefeHusd B pazaene 2 OXJIII nomkHsl pacnonaraTbCs B CIEAYIOMIEM MOPSIKE

KaueCTBEHHOE U KOJIMYECTBEHHOE COJIepKaHUE Kax 01 (papMalleBTHUECKOW CyOCTaHIINH;
KaueCTBEHHOE U KOJIMYECTBEHHOE COJIepKaHUe KaXI0ro aIbIOBaHTa UK aJICOPOCHTA;
B) CChUIKA Ha MEpPEYCHb BCIIOMOTATEJLHBIX BEIIECTB B pazzaene 6.1 obuieit
XapaKTEPUCTUKU JIEKaApCTBEHHOTO IIpenapara.
CBenieHust MPUBOATCS C YUYETOM CIEAYIOMINX TPEOOBAHMIA:
®dapmaiieBTHUECKHE CYOCTAHIIHH.
KauectBeHHbIH M KOJHYECTBEHHbBIH COCTaB IO COJEPXXaHHIO (hapMaleBTHYECKHX
cyOCTaHIHUH BBIPaXKa€TCs HA €THHHUILY JO3bI.

dapmaneBTHUYECKUE CYOCTaHIIMM MOJMBAJICHTHBIX BAKIMH JIOJDKHBI YKAa3bIBaThCS B
COOTBETCTBUH C COOTBETCTBYIOIIUM 3aroyioBKoM ctaten @apmakoneun Coro3a, Ipyu HATUIUHU
Takoil ctateu. B ciywae ecnu ctaths B @apmakonee Coro3a OTCYTCTBYET, HEOOXOIUMO
CJIeIOBAaTh IpaBUJIaM COCTaBIIEHHs 3arosioBKoB crareil @apmakonen Coroza. Eciau popma
BBIITYCKAa COCTOMT W3 HECKOJIbKMX IEPBUYHBIX YIAKOBOK HWJIM KaMmep, COCTaB CIEAYET
yKa3bIBaTh Ha MEPBUYHOMN YIaKOBKe (Kamepe).

B OXIJIII He pomyckaeTcss HMCHOJb30BaTh COKpalllEHHbIE HAUMEHOBAHUS
(hapMaleBTHYECKUX CyOCTaHIIMM (BKIIIOYasi OEI0K-HOCUTEIID).

B paznene 2 OXJIII naumeHoBanusi (papmaneBTUUECKUX CyOCTaHIIUM HEOOXOIUMO
yKa3bIlBaThb B COOTBETCTBUU C HX OOUICNIPUHATHIM HAUMEHOBAHHEM WM XUMUYECKUM
onucaHueM. IlOoCKONbKY BakIMHHBIE AHTUI€HBl HE HMEIT MEXIYHApOIHOIO
HEMaTEeHTOBAHHOTO HAMMEHOBAHH S, HAMMEHOBAHNE KA I0W (hapMalleBTUUeCKOr CyOCTaHIINH
JOJIKHO (HACKOJBKO 3TO BO3MOXHO), COOTBETCTBOBATh TEPMUHOJIOTMH cTarteid Papmakonen
Coro3a Ha BakIMHHbIE aHTUTeHbl. HanMmeHoBaHue HedapMaKomelHbIX (HapMaleBTHIECKUX
cyOcTaHUMM HEOOXOAMMO YKa3blBaTh B COOTBETCTBUM C HX JIATUHCKUM (TPEUECKUM)



HAaWMEHOBAHMSIMU UJIM B COOTBETCTBUU C 3a00JIE€BAHUAMH, TOMJICKAIIUMHI MPOPUITAKTUKE, C
y4eTOM TMPUMEPOB HAMMEHOBAaHMN BaKIMH, paHEe HAXOJUBIIMXCA B OOpallleHUH, U
(hapmMakomnelHbIX MPaBUJI MPUCBOCHNUSI HANMEHOBAHUI aHAJIOTMYHBIM BaKIIMHHBIM aHTUTEHAM.

TakcOHOMHMYECKHE HAUMEHOBAHUSI KJIETOYHBIX MUKPOOPTAaHU3MOB BBIACIISIIOTCS] KYPCUBOM
. HazBaHusg MUKpPOOHBIX pOJOB HE COKpamjaroTcsi. B HanMeHOBaHUE Ka)XOTO aHTUIE€Ha
OakTepuili U BUPYCOB HEOOXOIMMO BKJIIOYATh YKa3aHUE IITaMMa, CEPOTHUIIA WM HHOTO
MOIXO/SIIEr0 MOABUIOBOrO KIacCHU(pUKATOPA.

Heo6xonumo yka3zath CBOWCTBA BCEX HCIOJIB30BAHHBIX B MPOU3BOJICTBE KJIETOUYHBIX
CUCTEM M, €CIIM MMPUMEHUMO, yKa3aTh HUCIOJIb30BaHUE TEXHOJOrMU pekoMOunanTHoi JIHK.
Texct B oOmield xapakTepUCTHKE JEKApCTBEHHOI'O Mperapara HW3JaraloT B CIEIYIOIIEH
peaakuuu: <moaydeHa oT kieTok XXX [mo texHonoruu pekomounantHou JJHK]>.

Hanpumep: <nonydena u3 aumniaougHbix kietok yenoBeka (MRC-5)>, <nonydeHna u3
kietok Escherichia coli mo texnonmoruu pexomOunantHou JIHK>, <mosyuena u3 kieTok
KYPHUHBIX YMOPHOHOB™>.

CBeneHus 0 KIIETOYHBIX CUCTEMAX, UCIIOIb30BAHHBIX JIJISl IPOU3BOJICTBA MOJIUBAJIECHTHBIX
BAKIIMH, YKa3bIBalOTCS B BUJE CHOCOK B paszaene 2 OXJIIL. B octanbHBIX ciaydasx mpouecc
MPOU3BOJICTBA B HAUMEHOBAaHUH (hapMaIeBTUUECKOW CYyOCTaHIIMM BAKIIMHBI YKA3bIBAETCA C
MCITIOJIb30BAHUEM CJIEIYIOLIUX TEPMUHOB:

"JKrBasi aTTEHyupOoBaHHast" (€CIU BaKIMHBI COIEPKAT KUBbIE MUKPOOPTaHU3MBI);

"MHAaKTUBUpPOBaHHAas" (€CIM BaKIIMHbBI COJIepKAT YOUThIE MUKPOOPTAaHU3MBI).

Cenenus o cioco0ax aTTeHyallMUH VI MHAKTUBAIMK (apMaIieBTUYECKON CyOCTaHITIN
HE YKa3bIBAIOTCS, €CJIM TOJBKO 3TH CBEJIEHUS HE TPEOYIOTCS JUIsl XapaKTePUCTUKU CBOMCTB
(apMaleBTUUECKON CyOCTaHLMU, HAIPUMEDP, B CIIy4Yae XOJEPHOr0 BAKLIWHHOIO aHTUIEHA,
o0paboTanHOTO (hopMaibIeruA0M (TIOIBEPTHYTOTO BO3/ICUCTBUIO BEICOKOM TEMIIEpaTyphl).

AIBIOBaHTHI U (MH) aacopbeHTrl. Ecin BakiiuHA COMEpXKUT aqbIOBaHT HJIH a/]COPOEHT,
ero Heobxoaumo ykazatb B pazaene 2 OXJIIl. Ciaenyer HCroOb30BaTh HAHMEHOBAHHS STHX
BEI[ECTB B COOTBETCTBUH C HAUMEHOBAaHHUAMH, yKazaHHbIMH B @apmakonee Coro3a. Ilpu 3Tom
JOITYCKAETCs B BHJIE UCKJIIOYCHHUS BMECTO "allOMUHHUS THAPOKCHJ, THAPATUPOBAHHBIH, JUIS
ajcopbruu" yka3plBaTh "aTFOMHHHS THIPOKCH]T, THAPATHPOBAHHBIH "

CoenuHeHHs alOMUHUA, KaK MPaBUIIO, SABISIOTCA afgcopOeHTamu. KomnuecTBeHHOE
coJiepKaHUE COCTMHEHUM aJTIOMUHHS HEOOXOJIMMO YKa3bIBaTh M0 KOJIMYECTBY aTIOMUHUS B
no3€.

JIJ1st MOMMBaJIEHTHBIX BaKIIMH B OCOOEHHOCTH, a TAKXKE I MOHOBAJIGHTHBIX BAaKIIMH, €CIIH
3TO YIOOHO, KAauyeCTBEHHbIE M KOJIMYECTBEHHbIE JaHHblE 00 aabloBaHTax U (UiM)
azcopOeHTax MOXKHO MIPEICTaBUTh B BUJIE CHOCKH B Tipenenax pasaena 2 OXJIII.

B OXJIII u nucTke-BKAaABIIIE HE CIEAYET UCIOJBb30BAaTh COKPAILIEHHbIE HAUMEHOBAHUS
aJbIOBAaHTOB (aJCOPOCHTOB), COKPAILICHUS JOMYCKAIOTCSl HA MApKUPOBKE MIPU HEXBATKE MECTa
IpU YCJIOBUH, UTO JII0OOE Takoe cokpalieHue OyaeT pacuimdpoBaHo B pazzene 2 oOIiei
XapaKTEePUCTUKH JIEKAPCTBEHHOTO Mpernapara.



MHorono3HbIe npenaparsl.
JI1s1 MHOTOJIO3HOTO Mpenapara HeoOXO0AUMO MPEAyCMOTPETh CleAylollee yka3aHue: "
Konreitnep sBasercss MHOTO03HBIM. KonmmuecTBo 1103 BO (pi1akoHe yKazaHo B paszzene 6.5";
Cchlka Ha IEpEeUYeHb BCIIOMOTaTeIbHBIX BEIIECTB.
B xoHue paznena HE0OXOAUMMO yKazaTh clenyrolmuil TekcT: <IloaHblil nepeyeHb

BCIIOMOTaTeIbHBIX BEIIECTB MIPUBEICH B paszzaeie 6.1.>.
3. JlexapcTtBenHas popma

VYkazanue nekapctBeHHOM hopmbl B pazaene 3 OXJIII gomkHO coBnagaTh ¢ yKazaHUEM
nekapctBeHHOU hopMel B paznene 1 OXJIII
DTOT pa3fen IOMKEH COJIepKaTh ONMUCAHUE MPOMBIIIJIEHHOW CEpUU JIEKAPCTBEHHOTO
rpernapara.

4. Kiimandgeckue JaHHEIS
4.1. Tloxa3zaHus K IPUMEHEHHIO.

[TokazaHus K MPUMEHEHUIO TOJKHBI BKIIIOUATh B CEOs:

a) 3a00JeBaHuUsl, MOJyIeKaIMe MpoduiiakTUKe (BKIIOYasi KOHKPETHBIE BUAbI OPTaHU3MOB,
€CJIM IPUMEHHUMO);

0) MUHUMAaJIbHBIN JOMYCTUMBIN ISl MPUMEHEHUS BO3PACT (HampuMmep, MIAJEHIIbI C 2-

MECSIYHOTO BO3pAaCTa);

B) COOTBETCTBYIOIIME BO3PACTHBIC KATErOPUH (HAIIPUMEpP, HOBOPOXKJICHHBIC, MIIAJICHITHI,
JIETH, TIOJAPOCTKH, B3POCIIBIC);

I') MaKCUMaJIbHO JIOMYCTUMBII BO3pacT, €ClIi TaKOe OrpaHUYeHHEe HEOOXOIUMO, UCXOIS
U3 TakuX (PaKTOpOB, KaK SMUIEMHUOJIOTHS 3a00JIEBaHUS WIH COJEPKaHUE aHTUT€HA B BaKIIMHE

1) yKa3aHu€ KOHKPETHBIX NOMYJIALNI NalUEeHTOB, JJII KOTOPBIX MOAXOAUT BAKIIUHA, €CIIH
HE0O0XO0IMMO (HampuMep, HEBAKIIMHUPOBAHHBIEC, IEPBUYHO BAKIIMHUPOBAHHBIE, HAXOSIIUECS
B rpynne pucka). [lonynsiuu, KOTOpsIM BaKIMHA HE MOAXOAUT, NEPEUUCISIOTCS B IPYTUX
paszaenax.

4.2. PexxuM JJO3UPOBAHUA H CIIOCOO MPAMEHEHW.

Pexxum 1o3upoBaHumsl.

B pazgene HE0OX0AMMO YETKO OMUCAaTh U Pa3/IeNIUTh JA03bl U CXEMbI MEPBUYHON U
OycTepHOHN BakKIMHAIMK. YKa3aHUs JOJDKHBI COAep)XaTh MHMOPMAIUI0O O MHHUMAJIBHOM
BO3pAacTE€ B MOMEHT BBEJCHHUSA IMEPBOW J103bl, MUHUMAJIbHBII MHTEPBAJI JTO3UPOBAHUS U
MHUHHMMAaJIbHBI HHTEPBAJI MKy MTOCISAHEH 10301 U3 EPBUYHON CEpUH, IEPBOH OyCTEPHOM
710301 (M, BO3MOXHO, MOCIEAYIOMUX OYCTEPHBIX J103aX), KOTOPhIC U3YYAIUCh B KITMHUYECKUX
HCCJIEIOBAHUSX.



Jlyist GoNbIIMHCTBA BaKIMH, MPEHA3HAYSHHBIX JIJIS MJIAJEHIIEeB, U JJIsi OOJBITMHCTBA
OyCTEepHBIX aHTUT'€HOB, PyTMHHO BBOJMMBIX B MJIaJICHUECKOM BO3pacTe, TpeOyeTcs yKazarhb
uH(popMaIMI0O O HEOOXOJWMOCTH BBIMOJIHEHUS YKa3aHUM YIOJIHOMOYEHHBIX OpraHoB
rocyapcTB — wieHoB EBpa3uiickoro 3KOHOMHYECKOTO COI03a B OTHOLIEHHWU KOHKPETHBIX
CPOKOB BBEJCHHS TaKUX BaKILIMH.

Heo6xonumo ykaszaTh OTJEIbHBIE PEKOMEHJAIMU IO J03aM U CXEME BBEICHUS IS
Pa3IMYHBIX BO3PACTHBIX TPYNI WM MOMYJISIIUN, ONpeneNsieMblX MO APYTUM mapamerpam (
HaIrpuMep, UMMYHOJIETIPECCUBHBIX JIUIL).

[lenecooOpa3HoO yKa3bIBaTh HA BOZMOXKHYIO B3aMMO3aMEHSEMOCTh BaKI[UH BHYTPU CXEMBI
BAKIMHALINH.
IlyTs BBENCHUS.

HeobxomnMo yka3aTb myTh BBeACHUS (HapuMep, BHYTPb, BHYTPUMBIIIECUHO), a IS
UHBEKIMOHHBIX BAaKIMH — TakK)Xe MECTO MPEANOYTUTEIbHOrO BBEICHHUS (HAImpuMep,
J€IbTOBH/IHAS MBIIIILIA).

Ecnu 5T0 nmpuMeHHMO 1JIsi KOHKPETHOW BaKUWHBI, B JAHHOM pa3Jelie MPUBOIATCS
cienyroue GopMyJIUPOBKU:

<Tonbko s IpueMa BHYTPb, HE 111 UHbEKIIMOHHOTO BBEJICHUS™;
<He BBOAUTH B COCYIUCTOE PYCIIO>;
<ITonko>XHO€ BBEJEHHE JIOIYCKAETCS B MCKIIOUUTEIBHBIX CIydYasX NalHUEHTaM C
TPOMOOLIMTONIEHUEN WIM HapyUIEHUsMH remocrtasa. JIroOble naHHble O 0€30MacHOCTH U
MMMYHHOMY OTBETY IPY TAaKOM BBEJICHHH CIIEAYET IPUBECTHU B pazaeine 4.4.>.

4.3. IIpoTBOIOKA3aHUA.

[IpoTuBOMOKa3aHMs, Kak MPaBUIO, OTPAHUUMBAIOTCA aOCOTIOTHBIMU
MIPOTHUBONOKA3aHUSMH, KOTOPBIE aKTYaJIbHbI HA MOMEHT BBEJICHHS.
Heobxoanmo, kak MUHUMYM, YKa3aTh CJleAyIoLIee:
<[ToproBoe HaumMeHOBaHHWE| HE CIeAyeT BBOJAUTH JHUIAM C HU3BECTHOU
TUIIEPYYBCTBUTEIBHOCTHIO K JIIOOOMY KOMIIOHEHTY BaKIIUHBI>;
<Ilomo6HO APYTrHM BaKIIMHAM, BBEJICHHE [TOPrOBOC HAUMEHOBAHHE | JTUIAM C OCTPBIMU
TSOKEIBIMU JTUXOPAA0YHBIMU 3a00JIEBAHUSIMU CIIEYET OTIONKUTE>.

4.4. Ocobbie yka3aHHA ¥ MEPHI IPEIOCTOPOKHOCTH IPY IPHMEHEHUH.

Ecnu 3T0 mprMeHHMO, IPHBOJIATCS CIASAYOIIME YaCTO BCTPEUYAIONINECS YKa3aHUS:
<IlomoOHO BCeM HWHBEKIIMOHHBIM BaKIMHAM, IMPH BO3HUKHOBEHUU PEIKO
BCTPEYAIOIIETOCS IOCTe BBEJASHHUS BaKIMHBI aHA(PUIAKTHUECKOTO SBJICHUS HEOOXOIUMO
BCErJa pacrojaraTh BO3MOXHOCTBHIO OKa3aHUS MEIUITMHCKOW ITOMOIIM W OCYIIECTBICHHS
HaOJIIOIEHUS>;



<[ToproBoe HauMeHOBaHWE| HU MPH KAKUX CIydasxX HE JOMYyCKaeTcs BBOJUTH B

COCYAUCTOC PYCJIO>,

<B mporiecce mpou3BOACTBA JAHHOTO Mpenapara UCIOJIb30BAJICSI THOMEPCAI, B TOTOBOM
npenapaTte MOTYT COXPaHSATBCS €ro OCTaTOYHOE COJACP)KAHHE, BCICJACTBHE YETO MOTYT
BO3HHMKATh PEAKITUN CEHCUOWIH3AITUN>;

<Ilomo6GHO OCTaJbHBIM BaKIIMHAM, 3AIIUTHBI HMMYHHBIH OTBET MOXKET BO3HUKATh HE Y
BCEX BaKIIMHUPYEMBIX JTUIL>.

B nanHom pazzerne Takke cieayeT OlucaTh:

HEJIOCTATOYHYI0 MNPOPUIAKTHYECKYI0 3(DPEKTUBHOCTh UM OTPAHUYECHHYIO
MEePEKPECTHYIO MPOPUITAKTHICCKYIO 3D (PEKTUBHOCTH B OTHOIIICHUH IIITAMMOB HJIH CEPOTUIIOB
, He BKITFOUCHHBIX B BaKIMHY;

CUTyaIluu, HapUMEDP, BBEJACHUE JIMIIaM, HAXOMSIIUMCS B MHKYOAITMOHHOM TEPHOJC
3a00J1eBaHMs, WJIH TOMYJIANHUHN (HAIpUMEp, MOXKUJIIbIE), Y KOTOPBIX 3P(HEKTUBHOCTH BAKIIUHBI
HE U3yJaJiach U B IIEJIOM HE OXKHUIACTCS;

(baKkTOpbI, KOTOPHIC XapaKTEPHBI ISl HAPYIIEHHOT0 KMMYHHOTO OTBETA.
B oTHOMICHNM KUBBIX aTTEHYHMPOBAHHBIX BAKIIMH HEOOXOIUMO OMHCATh BO3MOYKHOCTH
nepeayr BaKIMHHBIX IITAMMOB, a TakKK€ BO3MOXKHOCTb PEBEPCHUU BHUPYJIECHTHOCTH WIIU
peaccopTaliy co MTaMMaMH JTUKOTO THIIA.

4.5. BanMopelcTBHE C IPYTMMH JIEKaPCTBEHHBIMH IIpenapaTaMy U ApyTye BUABI B3aHMOACHCTBUA

B nanHOM pa3zzgene He0OXOAMMO pa3rpaHUYMTh YKa3aHUs 110 OJTHOBPEMEHHOMY BBEJCHUIO
, OCHOBaHHbIE€ Ha KJIMHUYECKUX JAHHBIX, OT TAaKMX YKa3aHWM, OCHOBaHHBIX Ha OOILUX
npuHOMNaXx. B 1enom yaoBIETBOPUTENbHBIE AaHHBIE, IMOJYyYEHHBIE IO pe3yJibTaTaM
OJIHOBPEMEHHOI'O BBEJICHUS PEIPE3CHTATUBHON BaKIMHBI ONPEIEICHHOr0 TUNa (HaIpuMmep,
KOMOMHUPOBAHUE BAKIUHBI 1711 TPOPMIAKTUKY TU(PTEprn, CTOIOHSAKA, KOKIIIOIA U BAKIIUHBI
C APYTMMH aHTHUT€HAMU C OJHOM M3 HaXOMAIIUXCS HA PHIHKE BAaKIMH JJIs MPOPUIAKTUKU
KOPH, MUJEMUYECKOI0 MapOTUTA U KPACHYXH), JOJKHBI CIIYKHUTh B KauecTBe 0OOCHOBAHUS
OO0IIEero yKa3aHus Mo OJHOBPEMEHHOMY BBEACHHUIO.

Heo0xonumo onucaTh KIMHMYECKH BaXXHYIO U MOTEHLUAIbHO KIMHUYECKU BAXKHYIO
MMMYHHYIO UHTEP(EpPEHIIHIO.

Heo0xonuMo OTMETUTH OTCYTCTBHE JIaHHBIX 00 OJJHOBPEMEHHOM BBEJICHHUU BMECTE C
BaKI[MHOW OINpEEICHHOI0 TUIIA, €CJIM BEPOSITHOCTh OAHOBPEMEHHOI'O BBEJCHUS MIpenapara ¢
HEll BBICOKA, HATIPUMED € UCTIOIb30BAaHUEM CIEAYIOIUX (DOPMYITHPOBOK:

<V nanueHTOB, MOJY4YaloUIUX WMMYHOJENPECCUBHYIO TEpalvio, U MalUEHTOB C
UMMYHOE€(PUIIMTOM MOXET HE Pa3BUTHCSA JOCTATOYHBIA UMMYHHBII OTBET>;
<Bwmecre ¢ [ToproBoe HauMEHOBAaHNE| HE OITYCKAETCs BBOAUTh UMMYHOIJIOOYJIMH>;
<IIpu HEOOXOUMOCTH HEMEJICHHOTO 00ECTIEYeHHs 3alUThI, [TOPrOBOE HAUMEHOBAHUE |
JOMyCKAaeTCs BBOJUTh BMECTE C [HOPMAaJbHBIM, X-CIEUU(PUUYHBIM| UMMYHOTJIOOYIHMHOM.



BBenenne [TOpFOBOG HaI/IMeHOBaHI/Ie] 154 HMMyHorJIoGynHHa CJIEyeT OCYUIECTBIIATEH B pa3HbIC
KOHEYHOCTHU>.

4.6. ®epTHILHOCTH, GEPEMEHHOCTD 1 JIAKTAIHA.

JIJist BakIIuH, KOTOpbIie OYyT BBOJUTHCA UCKIIOUYUTEIBHO B IIpemyOepTaTHOM BO3pacTe,
NOCTaTOYHO yKa3aTh:

<[ToproBoe HaMMEHOBaHKE| HE IPEIHAZHAYECHO I B3pOCIbIX. J[aHHBIE O IPUMEHEHHUH
BO BpeMsi OEpEMEHHOCTH U JIAKTallMU y YE€JIOBEKA, a TAKXKE Pe3yJbTaThbl PENPOTYKTHBHBIX
UCCIICJOBAHUM HA JKUBOTHBIX OTCYTCTBYIOT>.

JIns BakuuH, NpeIHA3HAYEHHBIX JJIS JTUL JETOPOAHOTO BO3pacTa, B TAHHOM pasjeciie
HEOOXO/IMMO OIHUCAaTh UMEIOUIUICS NOKJIMHUYECKUH M KIMHUYECKUH OMBIT B OTHOIIEHUU
TAKOW TOITYJIALUH.

J1J11 MHAaKTUBUPOBAHHBIX BAKIIMH 11€J€CO00pa3HO MPUBECTH CIAECAYIOUIYI0 PEKOMEHALINIO:
<IlogoOHO ApyrMM MHAKTHUBUPOBAHHBIM BaKLMHAM, BpeJ JUIS IJI0JA HE OXKUAAETCS.
OpnnHako [TOproBoe HaMMEHOBaHUE| ClIe1yeT NPUMEHATh BO BpEMSI OEPEMEHHOCTH TOJIBKO MpU
SIBHOM pUCKE HH(OULIUPOBAHUS>.

JKuBble aTTeHYMpOBAaHHBIE BAaKLMHBI, KAK MPAaBUJIO, IPOTUBONOKA3aHbl BO BpEMs
O0epeMeHHOCTH. B ciyyae eciam BakiuHa SIBJISETCS XOPOIIO M3YYEHHBIM IIpernapaTroMm, B
OTHOUIEHUH KOTOPOT'O UMEETCS ONBIT MPUMEHEHHS B COOTBETCTBUU C TpeOoBaHusiMU [IpaBui
pErucTpaly M 3KCIEPTU3bI JEKAPCTBEHHBIX CPEICTB I MEAULMHCKOIO NMPUMEHEHUS,
yTBepxkaeHHbIX Pemennem CoBerta EBpasuiickoit SKOHOMHUYECKOM KOMUCCHM OT 3 HOSIOps
2016 T. Ne 78, moctaTouHO yKazath MHGOPMAITUIO O HENEIeCOOOPa3HOCTH BAKIIMHAIINK BO
BpeMsi 0EpEMEHHOCTH IIPH OTCYTCTBUU SIBHOM HEOOXOIUMOCTH.

JI1s1 ”THAKTUBUPOBAHHBIX BAKIMH B OTHOLIEHWH JIAKTALIMM IIPU OTCYTCTBUM JAHHBIX, KaK
IIPAaBUJIO, YKA3bIBACTCS CIEAYIOLIEE:

<BnusHHUE HA JI€TEH, HAXOQAIIMXCA HAa TPYJIHOM BCKapMJIMBAaHUH, BBEJEHUE [TOProBOE
HAaMMEHOBaHHE| UX MATEPsIM, HE U3YHaJIOCH>.

PexoMennanum B OTHOIIEHUH JKUBBIX aTTEHYMPOBAHHBIX BAaKLIHMH COCTaBISIOTCA B
VHJABUAYAJIBHOM IOPSIKE.

4.7. Bmmaane Ha cIOCOOHOCTD YIPABJIATh TPAHCIIOPTHEIME CPEICTBaMH B paboTaTh C
MEXaHH3MaMH.

JIns BakIyH, KOTOpbIe OYyyT BBOJAUTHCS UCKIIFOUUTEIBLHO B MPEImyOepTaTHOM BO3pacTe,
JIOCTaTOYHO yKa3aTh:

<[ToproBoe HauMeHOBaHHE | HE MPEIHA3HAYECHO /I B3POCJIbIX>.

Ecnu BakiuHa npeiHazHaueHa B3pOCIbIM, IPUBOASATCS CTaHIapTHBIE PEKOMEHIall|H.

4.8. HexxenaTenbHbIe peaKIuy.



B nanHoMm pasznerne s BaKUMH JOJKHBI OBITH IPHUBEACHBI CleAyIOLUe yKazaHus (
CBEJICHU):
a) TaHHBIE O MECTHBIX M CUCTEMHBIX PEaKIINAX;
0) ocoOble 3amedanusi 00 OMpPeIeICHHbIX HEeXKeNaTeNbHbIX JIEKAPCTBEHHBIX PEaKIUIX (
HaIpUMep, TUXopajka, heOpuabHbIe CyI0POTH);

B) HEXXEJIaTeJIbHbIE JIEKAPCTBEHHBIE PEAKIMU M 4acTOTa UX BO3HUKHOBEHMS I10
BO3PACTHBIM TPYIIIIaM, YUCIIO 703, aHAMHE3 BaKIIMHAIIMH, BO3HUKIIUE B X0/1€ KIMHHYECKHX
UCCIJIEJOBAaHUM 1 TIO pe3yJibTaTaM MOCTPETUCTPALMOHHOTO HAOII0ICHMS;

r') 0cOOBIE yKa3aHHs O JIFOOOM TOBBIIIICHUH YaCTOTHI BO3SHUKHOBEHHUS HEXKelaTeIbHbIX
JIEKapCTBEHHBIX PEaKLUUW, OTMEYaBIIMXCS MPU OJHOBPEMEHHOM BBEJIEHUU C JAPYTHMMHU
BaKIIMHAMU.

4.9. Ilepeno3npoBka.

HeoOxonnMo onucaTh BeChb UMEIOLIUICS OMBIT Nepeno3upoBku. CienyeT ykas3arb, 4TO
NepeA03uPOBKa MAJIOBEPOSITHA MIPU JAHHOUM (hopme BbIITyCKa (HAampuUMep, MpeaBapUTEIbHO
3aIlOJIHEHHBIN LIIPUIL).

5. ®apMaKoOIOTHIECKHE CBOMCTBA
5.1. ®apmakoHAMUYECKHE CBOKCTBA.

B nmannoM pazzgene HeoOXOAUMO KpaTKO 000OHIUTH (HampuMep, B BUJIEC TaOJIMIIbI)
HauboJsiee 3HAUYMMble HMMMYHOJOTHYECKHE JlaHHble (MCHOJIb3ysl Haumbojee 3HAUYUMbIe
napameTpbl) U BCE BaJUIHBIE OLIEHKU dKcnepumeHTanbHoM s dextuBHocTH (efficacy) u
peanbHOM 3P dexTuBHOCTH (effectiveness) (¢ yueToM HETOCTATKOB OTHOCUTEIHHO MOy JISIIHH
, Y KoTopoi oHU omnpenensiauck). [Ipy HEoOXOAMMOCTH JaHHBIE CIEAyEeT pa3/euTh Ha
NEPBUYHBIE CEPUU BaKIIMHAIMK U OyCTEpHYIO BaKIMHALMIO, IO BO3PACTHBIM TPYIIaM WU
Ipyrum dakTopam (HarnpuMmep, HMMYHOJIETIPECCHS).

B pazgen momyckaeTcsi BKIIOYUTH CBEJIEHUSI 00 YCTAaHOBJICHHOM HIIM TPEIIOIaraeMoM
MMMYHOJIOTHYECKOM KOppeaTe NpopuiIakTHKY.

6. ®apmaneBTHIECKHE CBOICHUSA
6.1. IlepeueHp BCIOMOTaTENbHBIX BEMIECTB

BcnomMorarenbHble BellecTBa HEOOX0IMMO NIEPEUHUCTUTh B COOTBETCTBUM C HACTOSAIIMMHU
TpeOOBaHUSIMU, UCIOJB3Yysl COOTBETCTBYIOIIUE OOUICNPUHAThIE HanMeHoBaHuA. [logo0HO
BCEM BCIIOMOTATENbHBIM BEIIECTBAM KOHCEPBAaHTHI B paznene 6.1 cieayeTr ykas3bIBaTh
Kaue€CTBEHHO, a HE KOJUYECTBEHHO.

B pasnmene 6.1 He ciegyeT MepedyucisITh OCTATOYHOE COAEPKAHUE PEAKTHUBOB,
HCTOJIb30BAaHHBIX MPHU MPOU3BOJAcTBE. OJHAKO OMNpeeNICeHHbIE OCTAaTOYHBIE MPUMECH,



Hafmpumep, MPUMECH AaHTUOMOTUKOB WM WHBIX MPOTUBOMHUKPOOHBIX TIpEnaparos,
WCTIOJIBb30BAHHBIX B MPOU3BOJACTBE M M3BECTHBIX CBOMMM AJUIEPTE€HHBIMU CBONCTBAMH,
CIIOCOOHBIMHU BBI3BIBATh HEXKENATEIbHBIC PEaKIUU, JOMYyCKAeTCsl yKa3biBaTh B paszene 4.3
OXJIIL.

BcnomoraTenpHbIe BemecTBa BakIuH, (POPMOIT BBIITyCKa KOTOPHIX SBISIETCS HECKOJIBKO
NEePBUYHBIX YNAKOBOK WJIM IIMPHUIBI C JABOWHOW KaMepoW, HEOOXOoJAMMO YyKa3aTh Ha
IIEPBUYHON YIIAKOBKE WJIA KaMepe.

B OXIJIIT m nucTKe-BKJIAAbIIIE HE JOMYCKAETCS HCIOJB30BaTh COKpAICHHbIC
HAMMEHOBAHUS BCIIOMOTATEIbHBIX BellecTB. OIHAKO MPU HEXBATKE MECTa COKpPAIICHHbBIC
HAMMEHOBAHUS BCIIOMOTATEIbHBIX BEIIECTB JIOMYCKAETCS YKa3blBaTb B MAapKUPOBKE IpHU
YCJIOBUH, YTO OHU pactiudpoBanbl B pazzaene 6.1 OXJIIIL.

B pasnene 6.1 He yka3pIBarOTCS aAbIOBAHTHI U a1cOpOeHTHI. OTHAKO €CIIA 3T MaTePHAITbI
IPUCYTCTBYIOT B BAaKLHUHE, JAHHBINA pa3Jes JOJKEH COJIEpKaTh CChUIKY HA MX YKa3aHUE B
pazgene 2 OXJIIL

6.2. HecoBMeCTHMOCTD.

B nanHoM pa3zenie HEOOXOJIMMO YKa3bIBaTh TOJBKO CBEACHUS O (papMalEeBTHUECKOM (
(U3UYECKOM, XUMUIECKON 1 OMOJIOTHYECKO ) HECOBMECTUMOCTH.

Heo6xoauMo npuBeCTH COOTBETCTBYIOIIEE CTAHAAPTHOE yKazaHue, a UMeHHo: <He
npumMeHuMmo>, <Ilpu oTCYTCTBUH PE3YJIbTATOB UCCICAOBAHUI COBMECTHMOCTH BAKI[UHY HE
caenyer CMelIuBaTh ¢ APYTUMH JIEKapCTBEHHBIMHU NpenapaTaMu> Wi <BaKIHHY He Cae1yeT
CMEIIUBATH C APYTHMH JIEKAPCTBEHHBIMH MPEHAPATAMH, 34 UCKJIIOYCHHEM YIMOMSHYTHIX B
pazzaeie 6.6>.

dapmakoJoruuecKkass HECOBMECTUMOCTh BaKIIMHBI (HAPUMED, 1N VIV ), B3aUMOJICHCTBUE
C IpyrMMU JIEKAPCTBEHHBIMU MpENaparaMy WM MUIIEH, B pazaene 6.2 HEe OMUCHIBAKOTCS,
ITOCKOJIBKY 3TO OTHOCUTCS K KinuHn4yeckon yactu OXJIIL.

6.3. Cpok rogHOCTH (CpPOK XpaHEHHS).

VYkazaHue cpoka ToJJHOCTH (CpOoKa XpaHEHHs1) HEBOCCTAHOBJICHHBIX M BOCCTAHOBJICHHBIX
BaKIuH (TIpy HEOOXOIUMOCTH) JOJIKHO COOTBETCTBOBATH HACTOSIIIUM TPEOOBAHUSM U aKTaM
opranoB EBpasuiickoro skoHoMuueckoro corosza (manee — Coro3) B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEJICTB.

6.4. OcoOble yka3zaHHs II0 XPaHSHHIO.

VYkazanue Mep MpeIoCTOPOKHOCTH 10 XPAaHEHHUIO TOJKHO COOTBETCTBOBATH HACTOSIIIUM
TpeboBaHMsIMU U akTaM opraHoB Coto3a B cepe oOpaiiieHus JeKapCTBEHHBIX CPEICTB.

6.5. XapakTep u comepKaHHe YIaKOBKH <H CIEOHUAIFHOE 000pYyIOBaHHe IS HCIOIB30BAHHS,
BBEJICHHA WY HMIUIAHTAIAI>.



VYka3zaHue xapakTepa M COAEPKUMOr0 yHNAKOBKM B JAHHOM pas3jese JOJIKHO
COOTBETCTBOBATh HACTOSIILUM TpeOOBaHUAM U akTaMm opraHoB Coro3a B cdepe oOpaleHus
JIEKapCTBEHHBIX CPEJICTB.

Heob0xoammo yka3aTh KOJIMYECTBO 03 MHOTO/I03HBIX BAaKIIMH BO (DJIaKOHE.

6.6. Ocobrie MepHI IIPeIOCTOPOKHOCTH NP YTHIM3AIWH HCIOIH30BaHHOT'O JIEKAPCTBEHHOTO
mpenapara Wik 0TXOHO0B, IOTyYeHHEIX MOCIIe IPUMEHEHHU JIEKapCTBEHHOTO MIPeNnapaTa, i ApyThe

MaHUITYJISIUH C IIPETIapaToM.

Ecnu BakimHa MOJJIEKUT BOCCTAHOBJIEHMIO, ONHMCAHHUE €€ BHEIIHEro BUIA 10
BOCCTAHOBJICHUS IPUBOJUTCSA B pas3zeiie 3, a mocie BOCCTaHOBJIEHU — B paszeine 6.6 OXJIIL.
JIJist Bcex BakIMH HEOOXOJIUMO TaKke MPUBECTU YKa3aHHE O HEOOXOAUMOCTU MPOBEPKH
BHEITHETO BHUJA TIperapara mepea BBeaeHHeM. [Ipu HEOOXOAUMOCTH YKa3bIBaIOTCS
JIOTIOTHUTEIIbHBIE UHCTPYKITHH.

B paznene 6.6 npuBoAsSTCS CBEACHUS, HEOOXOAUMBbIE PAOOTHUKY AlTeKHU WJIM UHOMY
MEIUIIMHCKOMY PAaOOTHHKY JJIsSi MPUTOTOBJICHUS TperapaTa K BBEJICHUIO BAKIIMHUPYEMOMY
muny. OJIHaKo CBelIeHUsI, HEOOXOUMbIE Bpauyy WM MHOMY MEIULIMHCKOMY PAOOTHUKY IS
BBEJICHUS Tperapara BaKIMHUPYEMOMY JIHITy, HE OMyCKaeTcs yKa3blBaTh B pasjaeine 6.0,
MOCKOJIbKY OHU JOJKHBI COIEPkKAThCS B KIIMHUYecKuX pazaenax OXJIII.

B oTHOmEHNN KUBBIX BaKIIMH HEOOXOIWMO MPUBECTH KaK MHHUMYM yKa3aHWE Ha
HEOOXOAMMOCTh YTHJIM3AIUW TIpernapara, MaTepUaioB, BCTYMAaBIIUX B KOHTAKT C
JIEKapCTBEHHBIM TpenapatoM, W (WJIM) OTXOJIOB, B COOTBETCTBUHU C TpeOOBaHUSIMU
3aKOHOJIATEIHCTBA TOCYAapCTB — uiieHOB Coro3a B cepe OM0Iorn4eckoit 0€30macHOCTH.

B oTHOIICHMN MHAKTMBHPOBAHHBIX BAKIIMH HEOOXOJAMMO, KaK MUHHMYM, IPUBECTH
yKa3zaHue 00 yTHUIM3aIlid HEWCIOJIb30BAHHOW BAKIIMHBI U OTXOJOB B COOTBETCTBHH C
TpeOOBaHUSIMH 3aKOHOAATENbCTBA TocyAapcTB — wieHoB Coro3a B cepe Omosiornueckomn
0€30MacHOCTH.

III. CnenuansHbIe TpeOOBaHUA K MapPKHPOBKE BaKIIWH

B oTHOmICHUH BaKIITUH HCO6XOI[I/IMO INPpUHHUMATb BO BHUMAHHC CJICAYIOIIHNC
JOITIOJIHUTCJIIBHBIC Tpe6OBaHI/I$I.

1. Bropu4nas ymakoBka

dapmaneBTHUECKUE CYOCTaHIMH M aJbIOBAHT HJIM aJCOpPOCHT (IpH HAJTHMYHH)
HEO0OXOAMMO OTPa3UTh KAYECTBEHHO U KOJIMYECTBEHHO HA €IMHMILY J03bl B COOTBETCTBHUHU C
paznenom 2 OXJIII, 3a HCKIIFOUEHUEM CITy4yaeB HEXBATKH MECTA, IMPU KOTOPBIX JTOIYCKAETCs
UCIIOJIb30BaTh COKpAICHHbIE HAaUMEHOBAHUS OINPENEICHHBIX abIOBAHTOB U aJCOPOCHTOB,
eciu oHU pacimrdpoBanbl B OXJIIT



KonnuecTBo 103 MHOTIOJIO3HBIX MpenapaTroB HEOOXOAMMO YKa3bIBaTh B MEPBUYHBIX
ynakoBkax (KoHTeiHepax). Ha BTopuyHOM yrakoBKe JOMYCKAaeTCsl HE YKa3bIBaTh CBEACHUS O
KJIETOYHBIX CUCTEMaX, UCIOJIB30BaHHBIX B KAUE€CTBE MPOU3BOACTBEHHBIX cyOcTpaToB. ClI0BO
"MUKpOrpamMMbl", Kak NIpaBUIO, CIEAYET YKa3blBaTb B MAapKHPOBKE IMOJHOCTBHIO, 3a
VCKJIFOYEHNEM CIIy4aeB 3HAUYUTEIIBHOM HEXBATKU MECTA, IPU KOTOPBIX TOIYCTUMO YKAa3bIBATh
"MKI", €cJIi TO 0O0CHOBAaHHO U OTCYTCTBYIOT OIACEHMsI C TOUKHU 3pEHHUs1 0€30IaCHOCTHU MPH
MPUMEHEHUH BaKIMHBI.

Ha BTOpHYHON ynakoBKE yKa3bIBa€TCs INEPEUYECHb BCIIOMOTIATEJbHBIX BEIIECTB B
coorBeTcTBUM ¢ paznenom 6.1 OXIJIII. OgHako mpu HEXBATKE MECTa JOMYCKaeTCs
UCIIOJIB30BAaTh COKPAILEHHbIE HAaUMEHOBAHUS ONPEIEIECHHBIX BCIIOMOraTEIbHBIX BEIIECTB,
€CJIM OHU paciIn(ppOBaHbI B 00IIEH XapaKTEPUCTUKE JIEKAPCTBEHHOI'O Ipernapara.

Ecau BTOpHYHAs yMakoOBKa COJEPKUT JAOIMOJHUTENIbHBIE MaTepHalbl (HampuMmep,
TaMIIOHBI, UIJIBI U JIp.), HA HEH HEOOXOAMMO NEPEUUCIIUTD OOIIEE COAEPKUMOE YITAaKOBKH.

Ha BTOpHYHOI ymakoBKe HEOOXOAMMO MPHUBECTU MOJHOE MPEAYNPEKICHUE IO
YTUIIN3aliu HEUCIOIb30BaHHOIO MpenapaTa 1 (Min) 0TX0A0B. B ciyyae eciu Ha BTOPUYHOM
YIIAKOBKE HEJOCTATOYHO MECTA, YKAa3bIBAETCS CCBUIKA Ha HAJIWYME HHCTPYKLUHMU I10
YTWIM3ALUHU B JTUCTKE-BKJIA IbIILIE.

2. IlepBudHas ynakoBka HEGOIBLIIOro pa3mMepa

Ha mepBuuHOl yrakoBke HEOOJBIIOTO pa3Mepa JOIMYyCKAeTCsl MCIOIb30BaTh KPaTKUE
HAaMMEHOBAHMS JIEKAPCTBEHHBIX ()OPM B COOTBETCTBMU ¢ HOMEHKIIAaTypoil JekapCTBEHHBIX
dbopm, HO TIPU YCIOBUHU HX MPEEMCTBEHHOTO MCIIOJIB30BAHUSI BO BCEX SI3BIKOBBIX BEPCHUSIX
MapKupoBKU. Ha mepBUYHON ynakoBKe MaJIoro pazMepa JIEKapCTBEHHYIO (pOpMY JI0ITyCKaeTCs
HE YKa3blBaTh, €CJIM TEKCT HM3JIOKEH B COOTBETCTBUU C TpeOOBaHUSIMU K MapKUPOBKE
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHUS U BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpenctB, yTBepkaeHHbIX Pemennem CoBeta EBpa3niickoil 93KOHOMUYECKOW KOMHUCCHUU OT 3
HOs10pst 2016 1. Ne 76 m mpunoxenueM Ne 17 k TpeOoBaHHMSM K HMHCTPYKIIUHU IO
MEIUIIMHCKOMY TPHUMEHEHHIO JIEKApCTBEHHOI'O IIpernapata W OOIeld XapaKTepPUCTHUKE
JIEKapCTBEHHOrO IMpenapara, yrBepxkiaeHHbiMU Pemenunem CoBera Epasuiickoii
SKOHOMMYECKON KoMUccuu oT 3 Hosiops 2016 1. Ne 88.

3. OTprIBHASA MapKHUPOBKA

I[Cp}KaTCJIH PETUCTPAIMOHHOTO YAOCTOBCPCHUSA BIIPABC IIPUKIICUTH HA IICPBHYHYIO
YIIAKOBKY OTPBIBHYIO 3THUKCTKY, KOTOPYIO MOKHO HCIIOJIB30BATH AJIA BHCCCHUA JaHHBIX 00
HNMMYHHU3allUU B JOKYMCHTALIUIO ITIAITKCHTA.

IV. JIncTok-BKIamBIII



JIucTOK-BKIABINI HEOOXOJUMO COCTABJISATh HA OCHOBAaHWUHU OOIIEH XapaKTEPUCTUKHU
JIEKapCTBEHHOI'0 TIpernapara ¢ UCIOJIb30BAHUEM MOHITHOU JJ1s1 TOTPEOUTENS] TEPMUHOJIOTHUH.
CokpallleHHbIE TEPMHUHBI UCIOJIB30BATh HE JIOMYCKAETCA, MOCKOJIbKY pa3Mepbl TEKCTOBOTO
OJIsI JINCTKA-BKJIQ/IbIIIA HE OTPAHUYCHBI.

B nucTke-BKIaabINIe HEOOXOAMMO ONMUCHIBATH CBOMCTBA BCEX KIIETOUHBIX CHUCTEM,
UCIIOJIb30BAHHBIX IPU MPOU3BOJCTBE, W, €CIU 3HAYUMO, HMCIIOJIb30BAHUE TEXHOJOTUU
pekomOunanTHoil /IHK B cooTBercTBUM € yka3aHusAMH, npenycMoTpeHHbiMU B OXJIII,
BKJIIOYasi WCIOJIb30BAHUE TAKOrO BBIPAXKEHUA, Kak <moJjydeHa oT kiaeTtok XXX [mo
TEeXHOJIOTHH pekoMOuHanTHoH JIHK >

B nuctke-Bkiaapiiie HE0OOX0AUMO yKa3aTh MOIPOOHBIE MHCTPYKIIMH JIsi TOTPEOUTENS 10
MIPUMEHEHUIO, pad0Te M YTUIIM3AIMHU JIEKApCTBEHHOTO Mpernapara.
Bwmecto cokpanienus "MKr" ¢ioBo "MHKpOrpaMMbl' yKa3bIBA€TCA MOJTHOCTHIO.

Ecnu BakumHa coAep>KUT aAblOBAHT WU aJICOPOCHT, B JIMCTKE-BKIAbIIIE MPUBOIUTCS
CJIeAyIOIIee WM SKBUBAJIEHTHOE yKa3aHue: <B BaKIHHY B Ka4ecTBE [a]bIOBAHTA, a/]COPOCHTA
| nobaBneno BemjectBo [X]. [AAbIOBaHTEI, aacOpOCHTHI] — 3TO BEI[ECTBA, JOOABIIEMBIC B
COCTaB HEKOTOPBIX BAKIIHUH B I[€JIAX YCKOPEHHS, YIVUIICHHUSA U (MJIH) YIJIHHEHHUS 3alIUTHOIO
JI€HCTBHSA BAKIIHHBI>.

V. Ilepedens mpumepoB uHGOpMaImH, ykazsBaeMoit B OXJIII Bakmua
1. ITpuMepsl 0OMENPHHATHIX HAUMEHOBAHNH MHOTOKOMIIOHEHTHIX BaKIIUH

Bakuwuna ais npodunaktuku 1udTepun, CTOJIOHIKA U KOKITIoIa (aacopOupoBaHHas ),

Bakinuna n1s nmpouuiakTuku AUQTEpUH, CTOIOHSIKA M KOKIoma (OeckieTodHas,
cyobenuHNYHAs) (a1copOMpoBaHHas);

Bakuuna mist npodunaktuku qudrepuu, CTOJOHSIKA, KOKJoma (OecKieTodHas,
cyowenunnyunas) u renatuta B (p/IHK) (ancopbupoBannas).

Bakuuna nnsa npodunaktuku renaruta A (nHaktuBupoBaHHasi) u renatuta B (pIHK) (
azcopOoupoBaHHaN);

Bakuuna mns npodunaktuku gudrepuu, cToJIOHSIKA, KOKIoma (OeckieTodHas,
cyowenuanunas) 1 Haemophilus tumna b korbrorupoBanHas (aacopOupoBaHHas );

Bakmuna nnst npodunaktuku audTepuu, CTOJOHSIKA, KOKIioma (OeckieTouHas,
cyorenunuuHas), rematuta B (plHK) wu mnonuomuenura (MHAKTUBUpOBaHHAas) (
azicopOMpoBaHHas ),

Bakuuna mns npodunaktuku qudrepuu, cToJIOHSIKA, KOKJoma (OeckieTodHas,
cyOowenunuyHas), renarura B (pIHK), nonuomuenura (nHaktuBupoBannas) 1 Haemophilus
Tumna b KoHbIOrupoBaHHas (aacopOupoBaHHas).

2. ITpumeps! nipeacTaBieand pasgena 2 OXJIII



Bakuuna mis npodunaktuku audrepuu, cToOHSIKA, KOKJoma (OeckieTodHas,
cyobenuanunas) u renaruta B (pIHK) (ancopOupoBannasi)
1 no3a (0,5 Mi1) COIEPKHUT:
Judrepuiinbiit AHATOKCHH | He menee X ME
CTonGsUHBIii AHATOKCHH | He meHee X ME

Bordetella permssis1 <mtamMM (THIT) arrIIOTHHOTEHa™ (
WHAKTHBUPOBAHHAS)

He MeHee X ME

IloBepXHOCTHBIN aHTUTEH renaTUTa B3 X MKT

! AncopOupoBaHHBIN HA ATFOMUHUS TUAPOKCH IE THApaTHpoBaHHOM (X MT Al).

2 [Tonyden u3 nmpoxokeBbIX KiIeTOK (Saccharomyces cerevisiae) Mo TEXHOJIOTHUU
pekomOunanTHOM JIHK.

3 Ancop6upoBannas Ha amoMuHus docdate (X mr Al).
TlonHbI epedYeHs BCIOMOTaTEILHBIX BEMECTB NIPUABECH B paszeine 6.1.

Bakmuna 11 mpodriiakTHKY renatiTa A (MHaKTHBAPOBAaHHAS)
u renarata B (pJHK) (ancopbupoBanHast)

1 mo3a (1 M) coepxur:
Bupyc renatuta A <tui> (HHaKTUBUpOBaHHbIiT) - 2 X NOA-ennnun

IToBepXHOCTHBIN aHTUTEH renaTuTa B4 X MKT

1 [Tonyden u3 aumiIonaHBIX KIeToK yenoBeka (MRC-5).
2 AncopOupoBaHHbBIN Ha ATIOMUHUS TUAPOKCHIE THApaTUpoBaHHOM (X Mr Al).

3 [TonyyeH W3 OpOXKKEBBIX KIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOuHanTHOM JIHK.

4 Ancop6upoBanHas Ha amomuHus docdate (X mr Al).
IlonHbI IepedYeHh BCIOMOTaTeIbHBIX BEECTB MpHABEIEH B paszeie 6.1.
Baxmmna mia npodminaktaku Haemophilus Tunma b korslorupoBansas u renatura B (pITHK)

1 mo3a (0,5 M) CONEPIKUT:

omucaxapun Haemophilus Tuma b

X MKT
(momupubo3mmpuduTondocdar)
KOHBIOTUpOBaHHBI ¢ Neisseria meningitidis
ceporpynnsl B <mrramm>

Y —Z mxr

OENKOBBIM KOMIUIEKC Hapy»XHOW MeMOpaHBl — B
KauecTBE HOCUTENS

IToBepXHOCTHBIN aHTUTEeH renatuTa B 1.2 X MKT



! [TonyyeH U3 IpOXKKEBBIX KIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOuHanTHOM JIHK.

2 AncopbupoBanHas Ha amtomuHusa Gocdare (X mr Al).
TlonHbIi IepedYeHs BCIOMOTaTeIbHBIX BEMECTB NpUBEEH B paszeine 6.1.
BakunwHa 171 mpoGHIaKTHKY pOTaBAPYCHOM HH}eKIIH

[Tocne BoccranoBienus 1 no3a (2,5 mir) conepxKur:

PeaccopranT poTaBupyca pe3yca/denoBeka ceporuna 1

. ) X 10° BOE!
(>KUBOM, aTTEeHYHPOBAHHBIH)
PeaccopraHT poTaBupyca pe3yca/deioBeKa cepoTua 2

PTART POTABIPYEA PeRY P X 10° BOE!
(>KUBOM, aTTEHYMPOBAHHBIN )
PeaccopraHT poTaBupyca pesyca/denoBeka cepotuna 42

prantp pyea pesy P X 10° BOE!
(>KUBO, aTTEeHYHPOBAHHBIH)
PoraBupyc pesyca ceporunma 3 3 (5KHBOH,

pyc pesy P ( X 105 EOE!

aTTEHYHPOBAHHBIN)

! brsimikooOpazyrorue eMHULIbL.
IlonHbI nepedeHh BCIOMOTaTeIbHBIX BEIECTB NpUBECH B paszeie 6.1.

Bakmuna 11 npodmnakTuku gudTepun, cronbHsKa, KoKnoma (0eckieTodnas, CyObrefuHATHAs),
renaruta B (pTHK), nommomuenmra (uaakTuBupoBannas) u Haemophilus Tvma b
KOHBIOTHPOBaHHAs (aacopOHpoBaHHAS)

[Tocne BoccranoBienus 1 ngo3a (0,5 mit) conepxur:

N3HayanbHO B BUJE CYCIICH3UM:

1

Judrepuiinplii aHATOKCUH He menee X ME

CToNGHAYHBIH aHaTOKCHH | He meHee X ME
Amnturenst Bordetella pertussis <mramm
(TUm arrIIOTHHOTEHA)>

1

KOKIIIOLIHBII aHATOKCUH X MKT
®uIaMeHTHBI reMarrIoTHH X MKT

HepTaKTI/IHl X MKT
IToBepXHOCTHBIN aHTUT'€H TeTaTHTa B%3 X MKT

[MomuoBupyc (MHAKTUBHPOBAHHBIN)

tun 1 "mramm" X D-aHTUreH-e JUHUIL
i1 2 "mramm” X D-aHTHTEH-€ TUHUILL
THII 3 <UITaMM> X D-aHTUreH-e JuHUIL

N3HavyanpbHO B BUJE MOPOIIKA:



[Momcaxapux Haemophilus tumna b X MKT
(nonnpn603mpn6momboc¢)aT)3

KOHT)}OFI/IPOBaHHHﬁ C CTOJIOHSIYHBIM aHATOKCHHOM — Y_7
— £ MKI'
B KaueCcTBE OeIKa-HOCUTEIS

! AJilcopOMpOBaHHBIN Ha AIFOMUHUSA THUIPOKCUE TUAPATUPOBAHHOM (X MUJUIUTPAMMOB
Al).

2 [Tonyden u3 npoxokeBbIX KiIeTOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUU
pekomOunanTHol JIHK.

3 AncopbupoBanHas Ha amoMuHus Gocdare (X mumurpaMmon Al).
IlonHbI nepedeHh BCIOMOTaTeIbHBIX BEIECTB NpHABEEH B paszeie 6.1.
Baknuaa 1 mpodminakraku remaruta B (p/IHK)

1 no3a (1,0 M) conepxur:
[IoBEpXHOCTHBIN aHTUTEH renatura B

(OenkoBbie MOHOMEPHI S, nipe-S1 u Hpe-SZ)l’ 2 X MKr

! [Tonyden u3 mpimuHbIX (C1271) kneTok mo TexHojoruu pexkomounanton JJHK.

2 AncopOupoBaHHbBINA Ha aTIOMUHUS OKCHJIE THApaTUpoBaHHOM (X Mr Al).
IlonHbI nepedeHh BCIOMOTaTeIbHBIX BEIECTB NpHABEEH B paszeie 6.1.

Bakmuna 1151 mpodriakTHKY KOPH, SIHAEMHIESCKOT0 TapOTUTa
¥ KpacHyXH (XKWBas)

[Tocne BoccranoBnenus 1 no3a (0,5 mut) conepxut:

1
Bupyc xopu” <mramm> He menee 110° U I[KKSOZ

(>xkuBOM, aTTeHYHUPOBaHHBII)

1

Bupyc snuaemudeckoro mapotura "mramm"

He menee 1103 I/I)_'[KKSO2
(>KMBOH1, aTTEHYHPOBAHHBIN)

1 " n
Bupyc kpacHyxu "mramMmm e menee 1103 1 I[KKSOZ

(>KMBOI1, aTTEHYHPOBAHHBIN)

! [TomyyeH u3 KJIeTOK TUNA "KJIETOYHAsl CUCTEMA, UCIOJIb30BAHHAS B IPOU3BOJICTBE" .

2 Cratucrnuecku onpenesieMoe KOJIMYeCTBO BUPYCa, KOTOPOE JOJKHO MH(DUIMPOBATH
50 % KIETOYHOM KYJbTYPHI.

IlonHbII IepeYeHh BCIOMOTaTebHBIX BEIECTB MpHBECH B paszeine 6.1.



Bakmuna 111 npo¢HiIakTHKY ITHEBMOKOKKOBO#H HHpexmu
nonwcaxapuaHas (TenTaBajiCHTHAs, afcopOHMpOBaHHAN)

1 no3za (0,5 mur) comepxuT:

Streptococcus pneumoniae, cepoTHit 4, nonncaxapmll X MKT
Streptococcus pneumoniae, cepoTuil 6B, Honmcaxaplxm1 X MKT
Streptococcus pneumoniae, cepotur 9V, HOHI/IcaxapI/I,Hl X MKT

Streptococcus pneumoniae, ceporuir 14, HOJIHC&X&pI/I,ZII X MKT

Streptococcus pneumoniae, ceporun 18C, ommrocaxapm

1
A

MKI

Streptococcus pneumoniae, ceporun 19F, monncaxapun
1 MKT
Streptococcus pneumoniae, ceporumr 23F, nonrcaxapun

1 X MKT

! KonbrorupoBannsiii ¢ 6enkom CRM197 B kauectBe HOcuTenst (Bcero Y — Z MKT Ha J103y
) U aacopOMPOBAHHBIN Ha ATIOMHUHUS THAPOKCHAE ruapatupoBanHom (Bcero 0,5 mr Al Ha

7103Y).
TlonHbI epedYeHs BCIOMOTaTEILHBIX BEMECTB NIPUABECH B paszeine 6.1.

3. Ilpumeps! ykazanus ceegeHuil B pazaene 6.5 OXJIII
ITpumep 1
<ITo 0,5 mi cycnieH3uu B IpEeABAPUTEIBLHO 3aMOJHEHHOM MImpuiie (ctekio | tuma) ¢
YIUIOTHUTEIEM MOPIIHS (XJIOPOYTUIIKAYUYK) B KOMILIEKTE C UTJIONW UM O€3 UTJIbI B YIIAKOBKE
o 5 wiu 10 mryk.>.
<B mpojaxke MOTYT HAXOJIUTHCS HE BCE pa3Mephl YITaKOBOK™.
[Tpumep 2
<ITo 1 mn cycnen3uu Bo (puakoHe (cTexso I Tuma) ¢ ymiaoTHUTEIEeM MOpIIHS (
XJIOPOYTHIIKAYydyK) B KOMIUIEKTE C UTJION B yIaKOBKe 1Mo | mTyke.>.
[Tpumep 3
<IlTo 0,5 mn cycnens3uu u 0,5 M pacTBOopa B NpeABAPUTEILHOM 3aOJIHEHHOM HITPUIIE (
cTekiio | Tuna) ¢ qBOMHOIN KaMepoil, YIUIOTHUTENEM MOPIHA (CMeCh XJIOPOYTHUIKaydyKOB),
KOJIMAYKOM HaKOHE4YHUKa (OpoMOyTHiIKaydyK) © OOXOIHBIM  yIJOTHHUTENEM  (
OpOMOYTHUITKAYUYK)
B YIIaKOBKE O | mTyke.>.
[Ipumep 4
<ITo 10 mu (20 0,5 ma 103) cycrnieH3uu Bo ¢iiakoHe (cTekyo | Tuma) ¢ ymioTHuTenem (
OpoMOYTHIIKay4yK) B YIIAKOBKE 1O 1 mITyKe.>.



IMMPUJIOXKEHUE Ne 4
Kk TpeOoBaHMSIM K MHCTPYKIMH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPHUCTHKE JIEKAPCTBEHHOTO
mpenapara Jyuis MEJULIUHCKOTO
MPUMEHEHHS

VKA3AHUA

0 MCTIOIb30BaHMI0 MeUITMHCKOTO CII0Baps TEPMHUHOB I PETyIATOPHOH AEATETbHOCTH (
MedDRA) npu onucaHuy HeXeNaTebHbIX PeaKuii B MHCTPYKIH 110 MEIUIIHHCKOMY
IPHMEHEHHIO JIEKapCTBEHHOTO IIpenapaTa i 00mei XxapaKTepiCTHKe JIEKapCTBEHHOTO Ipenapara
JUI MeUITHHCKOTO IIPUMEHEHHA

Cuocka. [Tpunoxenue 4 B penakiuu penieHuss CoBeta EBpa3zuiickoi 5KOHOMHUYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cwity no ucredeHuu 30 KaJeHIApHBIX JTHEH ¢
JaThl €r0 OUIIUAIBHOTO OIMyOIMKOBAHUS).

Bce HexemaTenapHbIE peakIMu HEOOXOIWMO CTPYNIUPOBATH B COOTBETCTBUH CO
CJIEIYIOLUM MOPSAKOM Ha OCHOBAaHUU CUCTeMHO-OopraHHbIX kinaccoB (COK) Meaununckoro
CJIOBapsi TEPMHUHOB JJis1 peryistopaon nestenbHocTd (MedDRA). Kak npaBuiio, TepMuHBI
MedDRA crnenyer kimaccupuuupoBath B cOOTBETCTBUM ¢ HambOoiee noaxonsmum COK,
CBSI3aHHBIM C OPraHOM-MHIIEHBIO.

st Toro, 4ToOBI MPOBECTU UIACHTU(UKAIMIO HEXENAaTeIbHBIX peakiuii Hanbosee

MPOCTHIM M KJIMHUYECKHU MOJIXOASIIUM JJIsl YUTATENsl Coco00M, HEOOXOIUMO MPUMEHSITh
IparMaTUYHBINA TOJXO0/ K PacIoioKeHNI0 TepMUHOB. Hanpumep, B 00I1el XapaKTEpUCTHKE
JICKApCTBEHHOTO Mpernapara JIOMyCKaeTCs HCIOJIb30BaTh PACHOJIOKEHUE OTIEIbHBIX
npeanouTuTeabHpix TepMuHOB MedDRA Bropuuno mo otHomenuio k COK wunm
UCIIOJIb30BaTh MECTOIOJIOKEHUS, HE COOTBETCTBYIOLIME B TOUHOCTH cTpykType MedDRA. B
Clly4ae €ciIi B OOILYI0 XapaKTepUCTUKY JIEKAPCTBEHHOIO MpernapaTa He0OX0AMMO BKIIFOUUTh
IpeANnoYTUTENbHbIE TepMUHBI "OTKIOHEHHE OT HOPMBI PE3yJIbTaTOB (DYHKIIMOHAIBHBIX
neyeHouHbIX npo6", "I'enatut”" u "[leuenounas sHuedanonaTus”, Bce OHU yKa3bIBAIOTCS B
€MHOM CHCTEMHO-OpraHHOM KJjacce "HapylieHust co CTOpOHBI IEYEHH U JKEITYEBBIBOIAIINX
myTen'", a He paclpenenstoTCs 0 OTAEIBHBIM CUCTEMHO-OPraHHbIM KiaccaM "Hapymenus co
CTOPOHBI TIEYEHHU U KeTYEBBIBOIAIINX IyTel", "Hapylienus co CTOpoHbl HEPBHOW CHUCTEMBI"
u "JlaGopaTopHble U HHCTpYMEHTAJIbHbIC JJaHHbIE" .

ITepegens COK:

WH()EKIUU 1 UHBA3HH;

N00pOKavYeCTBEHHBIE, 3JIOKAYECTBEHHBIE U HEYTOUYHEHHbIE HOBOOOpPa30BaHUSs (BKIIIOYAs
KHUCTBI U MOJIUIIbI);

HapYIICHUSI CO CTOPOHBI KPOBU U TUM(DATHUECKON CUCTEMBI;



HapyLIEHUsI CO CTOPOHBI UMMYHHOW CHCTEMBI;

SHIOKPHHHbBIEC HAPYLIEHUS;

HapyIIeHUs MeTaboI13Ma U MUTaHUs;

NICUXUYECKUE HApYLICHUS;

HapyLIEHUsI CO CTOPOHBI HEPBHOW CHCTEMBI;

HapYLIEHUSI CO CTOPOHBI OpraHa 3peHHs;

HapyLIEHUsI CO CTOPOHBI OpraHa ciiyxa v JaOUpHUHTA;

HapyLIEHUsI CO CTOPOHBI CEPALIA;

HapyLIEHUsI CO CTOPOHBI COCYOB;

HapyLIEHHUSI CO CTOPOHBI JBIXaTEJIbHONH CHCTEMBI, OPTaHOB IPYJAHON KIETKH H

CPEIOCTEHUS;

HapyLIEHUsI CO CTOPOHBI JKEITyA0YHO-KUIIIEYHOTO TPAKTA;

HapYLIEHUSI CO CTOPOHBI TICUEHH U KETUYEBBIBOSAIINX MTyTEH;

HapyLIEHUsI CO CTOPOHBI KOXKH U MOJKOKHBIX TKaHEH;

HApYILIEHUSI CO CTOPOHBI MBIIIEYHOM, KOCTHON M COETMHUTEIHLHON TKaHU;

HapyLIEHUsI CO CTOPOHBI IOYEK U MOYEBBIBOAAIINX MYyTEH;

OepeMEHHOCTb, OCIEPOIOBBINA EPUO U NIEPUHATATBHBIE COCTOSIHHUS;

HapyLIEHUsI CO CTOPOHBI PENPOAYKTUBHOM CUCTEMBI U MOJIOUHBIX JKEJIE3;

BPOJKJICHHBIE, CEMEMHBIE U TEHETUYECKHE HAPYILICHHUS;

oOlue HapyLIEHUsI U PeaKkI[uu B MECTE BBEJICHUS,

71a00paTOpHbIE U UHCTPYMEHTAJIbHBIE JAHHBIE;

TpaBMbl, MHTOKCUKAITUU U OCIIOKHEHUSI IPOLEAYD;

XUPYPrUYECKHE U METULMHCKUE MPOLEAYPHI;

colMaJIbHBIE 00CTOSITEIBLCTBA;

poOJIeMBI C TTPOTYKTOM.

Onucanue HeXXeNaTEIbHON Peakuu JOJKHO OCHOBBIBATHCSI HA HanboJee MoIX0sAIIeM

tepmune. Kak npaBuiio, 3To ypoBeHb NPEANOYTUTEIHHOTO TEPMUHA, OJTHAKO B HEKOTOPBIX
CIIly4asix JOIYCKAaeTCs UCIO0JIb30BaTh TEPMHUHBI HUKHETO YPOBHS WM IPYIIIOBBIE TEPMHUHBI,
HarpuMep, BEpXHEero ypoBHA. Jlomyckaercs aganTUpOBaTh HAWUMEHOBAHUS TPYIIOBBIX
TEPMHUHOB, €CJIM 3TO JeJaeT UX Ooyiee MOHATHBIMU UYUTATENI0 OOUIEH XapaKTEPUCTUKHU
JIEKapCTBEHHOTO TMpenapara, HampuMep, He JIOMyCKAeTCs HCIOJIb30BaTh aO0OpeBHATYPHI
HB/IP (ne BxiroueHHbli B napyrue pyOpuku) u HY (HeyTouHeHHBIN) B o0O0uIel
XapaKTEPUCTHKE JIEKAPCTBEHHOI0 npenapara. [Iopsaok caoB Ipu yKa3aHUU HEKEIATEIbHON
peaKkuu JOJKEH ObITh €CTECTBEHHBIM Ji MPUHATON MEIUUHUHCKOW TEPMUHOJIOTHH,
HarpuMmep, "MHTEepCTUIIMANIbHASI THEBMOHMUS", a HE "MTHEBMOHUS UHTEPCTULIMAIbHAs" .
B HekoTOphIX ciydasix B LENSIX YJIYUYIIEHUS BOCIPUSTHS pa3periacTcs HE3HAYUTEIbHO
MOANGULIHUPOBATh TEPMHUHBI. B OTHOIIEHHMM KOHKPETHOTO COCTOSHHS HEOOXOJMMO
UCIIOJIb30BaTh HauOoJiee MUPOKO NMPUMEHSEMbI TEPMHH, HalpUMEp, MPEANOYTUTEIHHO
ykasatb "cunapom Yepmxa-Crpocca” BMecTO "aJutepruuecKuii rpaHyJieMaTO3HbIA aHTUAT .



B npenenax xaxmoro COK MedDRA nHexenaTenbHbIe peakiuu KIacCHPUIIMPYIOTCS B
COOTBETCTBHUH C YaCTOTON WX BOZHUKHOBEHHUSI:

oueHb yacto ( 1/10);

gacto ( 1/100, Ho < 1/10);

HeyacTo ( 1/1000, Ho < 1/100);

pexnko ( 1/10000, o < 1/1000);

oudeHb penko (< 1/10000);

YacTOTa HEM3BECTHA (HA OCHOBAHWHU UMEIOIIUXCS JAHHBIX OIICHUTh HEBO3MOXKHO).

[lepen onpenesieHUEM YaCTOThI BOBHUKHOBEHUS HEXKENaTEIbHBIX SIBIICHUN HA OCHOBAaHUU
CUCTEMATU3UPOBAHHBIX UCCIIEIOBAHUN (KIIMHUYECKUX UCCIEAOBAHUM U APYTUX UCTOYHUKOB)
B LIEJISAX JOTMYECKON TPYNIUPOBKU KIMHUYECKU POJICTBEHHBIX COCTOSIHUN HCIOJb3YIOTCS
Hajyiexxamue ypoBHH MedDRA wmepapxun. Hanmpumep, y manueHTOB perucTpupoBayioch
MOCTypajbHOE TOJIOBOKpPY)KECHHE", "TOJOBOKpY)KeHHE Npu (usmdeckod Harpyske" u
UJIUOMATUYECKOE TOJIOBOKpYkeHue" (¢ dactoToil 2 % Kaxloe), UX cleNyeT OTpa3uTh B
oO11el XxapaKTepruCTUKe JIEKapCTBEHHOTO MperapaTa Kak "ToJIoBOKpy»keHue" ¢ yactotoit 6 %
MalKreHToB (Mpe/rnoaras, 4To KaKJI0My MallueHTy COOTBETCTBYET TOJILKO OJIHO COOOIIEHUE
O TOJIOBOKpPYXEHHMH). B HEKOTOpBIX CclydasXx TakXe JIOMyCKaeTcsi MCIOJb30BaTh
CUTYaTHBHYIO TPYNIUPOBKY TEPMUHOB WIIM aJlallTUPOBATh IpyIrnoBbie TepMuUHBEI MedDRA,
ecii UMeronuecs: rpynmnoBbie TepMuHbl MedDRA He mpuMeHUMBI TIOJTHOCTBIO (HarpuMep,

"

COOOIIIEHUST O HEeXeNaTeIbHbIX PeaKIUiX MpeJACTaBlIeHbl Kak "auapes", "quapes B cTaauu
o0octpenus", "xuakuil cryn", "BOASHUCTBIA CTyJN", "KHUIIEYHAs] TMIEPKUHE3HUS" U Ap., B
HEesSX 3HAYUMOCTU M YJYUIICHHUS BOCHPUATHUS OOIIEH XapaKTepUCTUKHU JIEKApPCTBEHHOTO
npernapara naueHTaMy JaHHbIE HeXeIaTeIbHbIEe PEaKI[UU MPECTABISIIOTCS B BUE €IUHOTO
TepMuHa "nuapes', a IS ONpPEENICHHs] YaCTOThl €€ YaCTOThI CIIeyeT MCII0Ib30BaTh 00IIee

KOJIMYECTBO TaKUX CIIy4aeB).
TIPUJIOKEHUE No 5

K TpeOoBaHMSIM K MHCTPYKIHH TI0

MCINIHUHCKOMY IMPUMCHCHUTIO
JIEKapCTBEHHOTO IpeTiapara i o0mei

XapaKTEePUCTHKE JIEKAPCTBEHHOTO

mnmpenapara 1l MEAUITUHCKOT'O
MMPUMECHCHUA

ITPUMEPBI
(opMyIHpOBOK, HCIIONIB3yEMEIX B paszeiie 4.6 ("bepeMeHHOCTh M JaKkTanua") oomei
XapaKTEepUCTHKH JICKAPCTBEHHOT'O Ipemapara

Caocka. [Ipunoxenue 5 ¢ n3MeHeHHEM, BHECEHHbIMU perieHnem Cosera EBpaszuiickoit
skoHOMHUYecko komuccuu ot 21.02.2025 Ne 18 (Bcrymaetr B cuiy mo ucredeHuu 30
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMATBLHOTIO OMYyOJIMKOBAHMS).

B nHacrosmux npuMepax, BBEACHBI CIEAYIONIME MTpaBuia UCIOIb30BAHMS CKOOOK:



{TexcT} — B TmoJIe MEXIy CKOOKaMu BHOCHUTCS MH(MOpMAIUS MCXOJS M3 COCTaBa H
0COOCHHOCTEH JIEKAPCTBEHHOTO MIpernapara;
<TEKCT> — B TOJIC MEXJIy CKOOKaMHU TEKCT BBIOMPACTCS WIIN YAAISASTCS U3 TIPESIIOKESHHBIX
CTaHAapTHBIX (DOPMYJIHUPOBOK B 3aBUCMOCTH OT JICKQPCTBEHHOTO Ipernapara;
[TekcT] — B TOJIe yKa3aHO YCIOBHE WM KOMMEHTApHUH K TEKCTY, PACIIONIOKEHHOMY Tepe]T
HUM.

1. IToxpasnmen "bepemennocts"

[Tpumep 1:
<OnbIT IPUMEHEHUS Y YeJIOBEKa [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JEHCTBYIOIIIEE
BEIIECTBO} BBI3BIBACT <BPOXKJCHHBIC IMOPOKU [yKa3aTh| MpU BBEACHUH BO BpeMs
O0epeMeHHOCTH.> [uiH]| <BpeaHble (hapMakojgoruyeckue 3PpQPexTsl BO BpemMsi OEpeMEHHOCTH U
(wnn) y mona (HOBOPOXKIEHHOT0).>
{ToproBoe HaMEHOBaHUE} MPOTHUBOMOKA3aHO <BO BpeMsi OEPEeMEHHOCTH><BO BpeMs {
TpUMECTp} OEPEMEHHOCTH> (B JJAHHOM CJIy4ae — 3TO CTPOroe MPOTHUBOMOKA3aHUE, CM. pa3e
4.3).
<J)KeHUIMHBI ¢ AETOPOJHBIM MOTECHI[UATIOM JOJKHBI UCIOIb30BaTh HAJACKHBIE METOIbI
KOHTpAIENIMU <BO BpeMs <d BIUIOTH 10 {UUCIIO} HENIEh MOCIIE 3aBEPIICHUS> TePANTuu.>>.
[Ipumep 2:
<OnbIT IPUMEHEHHS Y YeJIOBEKa [yKa3aTh| CBUACTEILCTBYET O TOM, YTO {JACHCTBYIOIICE
BEIIIECTBO} MOJKET BBI3bIBaTh BPOXKJEHHBIC MOPOKH [yKa3aTh| MPU BBEJCHUU BO BpeMs
OepEeMEHHOCTH.
a) <B uccnenoBaHusX Ha KMUBOTHBIX OOHAPYKEHA PEMPOYKTUBHAS TOKCUYHOCTH (CM.
paznen 5.3).>
[mmm ]
0) <UccnenoBanuii penpoayKTUBHOW TOKCUYHOCTH HA JKMBOTHBIX HEJOCTATOYHO (CM.
pazaen 5.3).>
{ToproBoe HauMeHOBaHHUE} HE CIEAYET MPUMEHATh <BO BpeMsi OE€peMEHHOCTH><BO
BpeMs {TpUMECTp} OEpEMEHHOCTHU>, €CJU TOJbKO KIWMHHUYECKOE COCTOSHHUE KCHIIMHBI HE
TpeOyeT Tepanuu {IeHCTBYIOIIUM BEIIIECTBOM } .
<JKeHUIMHBI ¢ AETOPOJHBIM MOTECHI[UATIOM JOJKHBI UCIOIb30BaTh HAJACKHBIE METOIbI
KOHTpALENINN <BO BpeMsi <! BIUIOTH JI0 {UUCJIO} HENEIb MOCIE 3aBePIICHUS> TePaNuu.>>.
[Ipumep 3:
<OnbIT IPUMEHEHHS Y YeJIOBeKa [yKa3aTh| CBUACTEILCTBYET O TOM, YTO {JACHCTBYIOIICE
BEIIECTBO} MOXET BBI3bIBATh BPOXKJCHHBIC MOPOKHU [yKa3aTh| MPU BBEACHUU BO BpeMs
OepEeMEHHOCTH.
HccnenoBanus penpoyKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX HE CBUJACTEILCTBYIOT O
HAJIMYHUH TIPSMBIX WU HEMPSIMBIX BpeAHBIX 3P dekToB (cM. pazaen 5.3).>



{ToproBoe HauMEHOBaHHUE} HE CIEAYET MPUMEHATh <BO BpeMsi OEpEeMEHHOCTH><BO
BpeMsi {TpuMecTp} OEpPEMEHHOCTH™>, €CJIM TOJbKO KIMHUYECKOE COCTOSIHUE >KCHIIUHBI HE
TpeOyeT Tepanuu {ACHUCTBYIOIINM BEIIIECTBOM | .

<)KeHIMHBI C AETOPOJAHBIM MOTEHIUAIOM JOKHBI UCIOIb30BAaTh HA/ICKHBIE METObI
KOHTpAaLEeNUu <BO BpeMs <H BIUIOTH 10 {UUCIIO} HEJEb MOCIE 3aBEPILIECHUS> TePAIIUU.>>.
[Tpumep 4:
</laHHbBlE O TPUMEHEHUH {JAEHUCTBYIOLIErO BEUIECTBA} y OEPEMEHHBIX >KEHIIMH
OTCYTCTBYIOT WJIM OTPAHUYCHBI.
a) <B uccnegoBaHusAX Ha )KMUBOTHBIX OOHApY’)KEHA PENPOJYKTHUBHAS TOKCUYHOCTH (CM.
pazaen 5.3).>
[nnu]
0) <HlccnenoBaHuii penpoayKTUBHOW TOKCHYHOCTH Ha KMBOTHBIX HEIOCTATOYHO (CM.
pasnen 5.3). >

[Ipumenenue {TOproBoe HaMMEHOBaHUE| <BO BpeMs OEPEMEHHOCTU><BO BpeMsd {
TpUMECTp} OEPEMEHHOCTH> U Y KEHIIUH C JECTOPOJAHBIM MOTEHIIUATIOM, HE HCTOIB3YIOIIHNX
KOHTpALCHIHIO, HC PpCKOMEHIYETCS. >>.

[Tpumep 35:
</lanHble O MPUMEHEHUH {JAEHUCTBYIOLIErO BEUIECTBA} y OEPEMEHHBIX >KEHUIUH
OTCYTCTBYIOT Wi orpanuyeHsl (MeHee 300 ucxoq0B OEpEeMEHHOCTH ).

HccnenoBanus penpoayKTUBHOM TOKCUYHOCTH HA >KUBOTHBIX HE CBHUJIETENIbCTBYIOT O
HAJIMYUU MPSMBIX WIH HEMPSIMBIX BpEeIHBIX 3(pPexToB (cM. paznen 5.3).>

B kauectBe mpemynpeauTeabHON Mephl MPEANOUYTUTENHHO HE TPUMEHSATh {TOProBOe
HaUMEHOBaHHUE} <BO BpeMsi OEPEMEHHOCTHU><BO BpeMsl {TpuMecTp} OEpEeMEHHOCTH.>>,

[Tpumep 6:
<Cpennuili 00beM JaHHBIX O TPUMEHEHUHU {/IEUCTBYIOIIETO BEUIECTBA} Y OEpEeMEHHBIX
xeHH (300 — 1000 ucxoq0B OEPEMEHHOCTH) CBUIETEIHCTBYET 00 OTCYTCTBHH TTOPOKOB
pa3BuTUA U PeTo- U (UIK) HeOHATATLHON TOKCUYHOCTH.
a) <B uccneqoBaHUsIX Ha KUBOTHBIX OOHApYEHA PEMpPOIYyKTUBHAS TOKCHYHOCTH (CM.
pasnen 5.3).>
[nnu]
6) <WccnenoBaHuit penpoyKTUBHOW TOKCHYHOCTH Ha KMBOTHBIX HEIOCTATOYHO (CM.
pasnen 5.3).>

B kadectBe mpenynpenuTeabHON Mepbl MPEANOYTUTENbHO HE MPUMEHATh {TOProBOE

HaMEHOBaHHUE} <BO BpeMsi OEPEMEHHOCTH><BO BpeMsl {TpuMecTp} OEpeMEHHOCTH.>.
[Tpumep 7:
<Cpennuii 00beM TaHHBIX O TPUMEHEHUHU {JIEUCTBYIOIIETO BEUIECTBA} Y OEpEeMEHHBIX
xeHmuH (300 — 1000 ucxonoB 6epeMEHHOCTH) CBUIETENBCTBYET 00 OTCYTCTBHH MOPOKOB
pa3BUTHS U PeTo- U (WIIM) HEOHATAIbHON TOKCUYHOCTH.



HccnenoBanus penpoyKTUBHOM TOKCUYHOCTH HA KUBOTHBIX HE CBUAETEIBCTBYIOT O
HaJIMYUH PENPOTYKTUBHOM TOKCUYHOCTH (CM. paszen 5.3).
[Ipumenenue {TOproBoe HaMMEHOBaHWE} <BO BpeMs OCPEMEHHOCTH><BO BpeMs {
TpUMECTpP} OEPEMEHHOCTH> MPU HEOOXOJIMMOCTH BO3MOMKHO.>.
ITpumep 8:
<bonpmoit 00beM HaHHBIX O OepeMeHHBIX XeHIuHax (6omee 1000 mcxomoB
0epeMEHHOCTH) CBHJIETEIBCTBYET 00 OTCYTCTBUM MHOPOKOB pPa3BUTHS U (eTo- U (WIH)
HEOHATAIbHOW TOKCUYHOCTHU MPU MPUMEHEHHUH {JICHCTBYIOIIETO BEIIECTBA}.>.
{ToproBoe HauMEHOBAaHHUE} JOMYCKAETCS MPUMEHSITHh <BO BpeMs O€pEeMEHHOCTU><BO
BpeMs {TpuMecTp} OEPEeMEHHOCTH >, UCXOI U3 KIMHUYECKON HEOOXOUMOCTH.
[Tpumep 9:
<BnusiHue Ha OEpEMEHHOCTh HE OXKHAAETCS, MOCKOJBbKY CUCTEMHAsl HKCIO3UIUS {
JEHCTBYIOIIETO BEUIECTBA} HUUTOXKHA.>
{ToproBoe HanMMEHOBaHHE} JOMYCKAETCS MPUMEHAThH BO BpeMsi OEpeMEHHOCTH. (
Hamnpumep, nekapcTBEHHbIE MpenapaThl, HUYTOXKHAs CUCTEMHAsl SKCIO3ULIUS (HUYTOXKHAS
cucTteMHas (hapMakoJMHAMUYECKasi aKTUBHOCTb) KOTOPBIX IMOJTBEPKJI€HA B KIMHUYECKUX
YCIOBUSX). >.

2. IToppazgen "Jlakranusa"

[Tpumep 1:
<{JlelicTBytolllee BEIIECTBO} (META0OJUTHI) MPOHUKAIOT B IPYJHOE MOJIOKO YEJIOBEKa,
MOKa3aHO BIWSHUE HA HOBOPOXKICHHBIX (JIETEH ), HAXOSIINUXCS HA TPYAHOM BCKapMIIMBAHUH,
MaTepH KOTOPBIX MPUMEHSUIN Mpenapar.>;
[nnu]
<{JleiicTByro111e€e BEMIECTBO} (METaOOINTHI) OOHAPYKEHBI B OPTaHU3ME HOBOPOKICHHBIX
(meteit), Martepu KOTOPBIX NpPUMEHSIM Tmpemnapar. <BunusHue {dapmalieBTUUECKOM
cyOcTaHIIMM} HAa HOBOPOXKJICHHBIX (J€Teil) Hen3BecTHO.> win <CBeAeHUW O BIUSHUU {
JIEUCTBYIOIIETO BEIIECTBA} HA HOBOPOXKJEHHBIX (JIeTe) HeIOCTATOYHO.>;
[nnu]
<{JlelicTByroI1Iee BenIeCTBO} (MeTabOIUTHI) MPOHUKAIOT B TPYAHOE MOJIOKO Y€JIOBEKa B
KOJIMYECTBE, JIOCTAaTOYHOM /I OKa3aHWs BIUSHHUS Ha HOBOPOXICHHBIX (HeTei),
HAXOJSIIINXCS HA TPYTHOM BCKapMIIMBAaHUU.>
<{ToproBoe HaMMEHOBAaHHE | <TPOTHUBONOKA3aHO B NEPHUOJI IPYAHOTO0 BCKapMIMBaHUA (CM
. paznen 4.3)> win <He CIeAYyEeT NPUMEHSTh B IEPUOJI TPYJIHOIO BCKapMJIMBAHUS.™;
[nnu]
<B mepwuon nedeHus {TOproBoe HaMMEHOBaHWE} T'PY/IHOE BCKapMIIMBAHHUE CIEIyET
NPEKPaTUTh.>;
[nnu]



<Heo6xoamumo MpUHATH perieHne 00 0 MPEeKpaIleHUH TPy THOTO BCKapMITUBaHUSI, THOO
00 OTMEHE Tepanuu {TOProBOoe HAMMEHOBAHWE}, MPUHUMAsE BO BHUMAaHHUE MOJIb3Yy TPYAHOTO
BCKapMJIMBAHUS Il peOCHKA U TOJIB3Y TEPAIHH JIJIS )KCHIIUHBL. >,
[Tpumep 2:
<CBeieHUs 0 TPOHUKHOBEHUM {JEHCTBYIOLIETO BEHIECTBa} (METAOOIUTOB) B IPyAHOE
MOJIOKO Y€JIOBEKa OTCYTCTBYIOT.>;
[nu]
</laHHBIX O TPOHMKHOBEHHH {JIEUCTBYIOIIETO BEIIECTBa} (METa0OJHUTOB) B IPYIHOE
MOJIOKO YeJIOBEKa HEJI0CTaTOYHO.>;
[mmm ]
</laHHBIX O TPOHMKHOBEHHH {JIEUCTBYIOUIErO BEHIECTBa} (METa0OJMUTOB) B IPYyJIHOE
MOJIOKO KHUBOTHBIX HEJOCTATOYHO.>;
[mm]
<dapMakoTMHAMUYECKHE (TOKCUKOJIOTHUECKHUE) TaHHbIC, TTOJTYIYCHHBIC HAa KUBOTHBIX,
CBUJIETEIBCTBYIOT O TPOHUKHOBEHUU {JICHCTBYIOIIETO BEIIECTBA} (METaOOIUTOB) B TPYAHOE
MoJI0KO (00see moapoOHO cM. pazzaen 5.3).>;
[mmm ]
<DU3UKO-XUMHUYECKHE JaHHBIC MPEANOoJararoT MPOHUKHOBEHHE {JEHCTBYIOIIETO
BelecTBa} (MeTa00JIUTOB) B TPYAHOE MOJIOKO YEJIOBEKa.>.
<He uckitoueH puck Jijisi HOBOPOXKJIEHHBIX (IeTeil).>.
<{ToproBoe HaMMEHOBaHHE} <IPOTHUBOIIOKA3aHO B MEPUOJ I'PYAHOTO BCKAPMIMBAHUSA (
cM. pazzen 4.3)> [wiu] <He ciaeayeT NPUMEHSTh B IEPUOJI TPYAHOTO0 BCKapMIIMBAHUS>.>;
[nu]
<B mepwuon snedeHus {TOproBoe HaMMEHOBaHWE} T'PY/IHOE BCKapMIIMBAHHUE CIEIyET
MNpPEKpaTUTh.>;
[mmm ]
<Heo6xoaumo NpuHATH perieHre Ju0o 0 MpeKpalieHuy rpyIHOTO BCKapMITMBaHUSL, THOO
00 oTMeHe Tepanuu {TOproBoe HaMMEHOBAaHUE }, MPUHUMASI BO BHUMAHUE O3y TPYIHOTO
BCKapMJIMBaHUSI JIJ1s1 peOCHKA U MOJIb3Y TEPANUU JJIs )KEHILIUHBL. >,
[Ipumep 3:
<BnusiHue {IeiCTBYIOIIEro BEIIeCTBa} HAa HOBOPOXKIEHHBIX (JeTeil), HaXOIAIUXCsl Ha
TPYAHOM BCKapMIIMBAaHUU MaTEPSIMH, PUHUMAIOIIMMH TIperapaT, He 00HapyKeHO.>;
[mmm ]
<B CBSI3M C HUYTOXXHOW CHUCTEMHOM 3KCHO3UIIMEH {IEeHCTBYIOIIETO BEIIeCTBAa} Y
KOpPMSIIIEH TPYAbI0 )KEHIIUHBI BIUSHUS Ha HOBOPOXKAEHHOTO (peOeHKa), HaXOIAIIerocs Ha
IPYAHOM BCKapMIIMBaHUU, HE OXKUAACTCS.>;
[nu]



<{JlelicTByromiee BemeCTBO} (METa0OJUTHI) B IJIa3Me€ HOBOPOXKICHHBIX (HeTeil),
HAXOJAIIUXCS Ha TPYAHOM BCKapMJIMBAaHWW, MaTepu KOTOPBIX NMPUMEHSIIM Mpemnapar, {
oOHapy>KeHbI {yKa3aTh KOJIMYECTBO} MM ]| HE OOHAPYKESHBI }.>;
[nnu]
<{[eficTByro1iee BemecTBO} (METa0OIUTHI) HE TPOHUKAIOT B TPYTHOE MOJIOKO YEJIOBEKa.

[nu]
<{JleiicTBy1olI1ee BEHIECTBO} (META0OIUTHI) MPOHUKAIOT B TPYAHOE MOJIOKO YEJIOBEKA,
OJTHAKO B TEPANEBTUUECKHX J103aX {TOProBOC HANMECHOBAHHE | BIUSHUE HA HOBOPOXKICHHBIX (
JIeTe) HE 0XKUIAeTCS.>.
{ToproBoe HaMMeHOBaHHWE} JOIMYCKACTCS MPHUMEHITh B TEPHUOJ TPYIHOTO

BCKapMJIMBaHU:I.
MMPUJIOXEHUE Ne 6

K TpeOoBaHUSIM K MHCTPYKIMH 110
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO
npenapara Jyisi MEJJULIUHCKOTO
MPUMEHEHHS

ITEPEYEHbD
CTaHIApTHHIX (POPMYIHPOBOK IS YKa3aHHUS YCIOBHI XpaHCHHUA JIEKAPCTBCHHBIX IIPEIIapaToB

Cnocka. I[Ipunoxenue 6 B pegakuuu pemenus Coera EBpa3nilckoil 5KOHOMHAYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHu 30 KaJeHIapHBIX AHEU C
JaThl €r0 O(UIIUATIBHOTO OIMYOIMKOBAHUS).

<Xpanuth npu temnepatype He Boie [25 C, 30 C|> win <XpaHuTh OpU TeMIEpaType
Huxe [25 C, 30 C]>;

<XpaHuth B xonoamwibHuke (2 — 8C)>;

<XpaHUTh U MEPEBO3UTh B XOJOAUIbHUKE (2 — 8 C)>l win <XpaHUTh U

TPAHCIIOPTUPOBATh B XOJIOJUIbHUKE (2 — 8 °C)1>;
<XpaHUTbh B MOPO3WJILHOM KaMepe IIPHU TEMIIEpAType [TeMIEPATYPHBIN JUAIa30H |>;
<XpaHUTh M TPAHCIOPTHUPOBATH B 3aMOPOKEHHOM BHJE IpU Temmeparype |

TEMIIEPATyPHBIN I[I/IaHaBOH]>2 i <XpaHUTh U TPAHCIIOPTUPOBATH B MOPO3UIBHOU KaMepe

IIpU TEMIIEpAType [TemMnepaTypHbIi z[HanasoH]>2 ;
<He oxmaxnate> Wi <He xpaHuTh B X0noAuibHUKE™> uinn <He 3amopaxxusarte>;
<XpaHUTh [BU] IEPBUYHON YITAKOBKH (I<0HTeI7IHepa)]3 IJIOTHO 3aKpBITBIM>4;
<XpaHHUTb B OPUTMHAIBHOM [BHU] ynaKOBKH]>4;
<XpaHWUTh [BUJ MNEPBUYHON YIAKOBKH (KOHTeﬁHepa)]3 B [BUA BTOpUYHOU (

MOTPEOUTENHCKOM ) yHaKOBKI/I]4;



<JlekapcTBeHHBIN TIpenapat He TPeOyeT CHeIHAbHBIX YCIOBUI XpaHEHUS™;
<JlekapCTBEHHBIN MpemnapaT He TpeOyeT cheuuadibHBIX YCJIOBUH XpaHEHUs, |

TeMIIEpaTypHbIN 211/121112130H]>5 ;
<... JUISl TOTO, YTOOBI 3aIIMTUTh OT [CBETA, BJIATH|> WX <... JJIs 3aIlUTHI OT [CBETa,
BJIaTH |>.

<XpaHHTH B 3aLIUILEHHOM OT CBETa MECTE NpHU Temneparype He Baiie [25 C, 30 C]>6
[Ipumeyanus:
B HacTosmux craHmapTHbIX (GOPMYIHpPOBKAaX, BBEACHBI CIEAYIOIIUME IpaBuia

WCIIOJIb30BaHUs CKOOOK:

[TekcT] — B moJie MEKTy CKOOKaMH BHOCUTCSI HHPOpPMALIUS UCXOJIS U3 YKAa3aHHBIX B HUX
YCIOBUH;

<TEKCT> — B MOJI€ MEXKITy CKOOKaMH TEKCT BRIOUPACTCS WM YJAISIETCS U3 MPEITI0KEHHBIX
CTaHJAPTHBIX (POPMYITUPOBOK B 3aBUCUMOCTH OT BHUJa JICKAPCTBEHHOTO IIpemnapara.

I JlanHble MO CTaOMIBLHOCTH, MOJIy4YeHHBIE TTpu Temnepatype (25 £2) C /(60 = 5) %
OTHOCHUTEJIFHOM BIIA)KHOCTH JIOJKHBI OBITH MPUHATHI BO BHUMAHWE MPU MPUHATHN PEIISHUS O
BO3MOKHOCTH TPAHCITIOPTHPOBKH MPU OTCYTCTBUHU OXJIKICHUS. DTO TOMYCKAETCS TOJIBKO B
HCKJITFOYUTEIBHBIX CITydasx.

2 YkazaHue AOITYCKACTCA HCIIO0JIb30BATh, TOJIBKO CCJIH II0 PC3yJibTaTaM I/ICCJ'IGI[OBEIHI/Iﬁ
CTaOMJIBHOCTH IMPHUHATO COOTBECTCTBYIOIICC PCIIICHUC.

3 KonkpeTrHoe Ha3zBaHue BHAa YIIAaKOBKH, KOTOpas OyJEeT MCIOJIb30BaThCs (HAIpUMep,
OyTbUIKa, OJUCTEpP, KAPTOHHAS TaYKa U T. 11.).

4 Crnenyer Ucronb30BaTh, €CIIM JIEKAPCTBEHHBIN MpenapaT 4YyBCTBUTEIEH K CBETY U (MJIH)
Bnare. Hanpumep, "XpaHuTs B OpUruHaIbHOM (uIaKoOHE AJi 3alIUThl OT cBeTa", "XpaHUTh
(hJaKOH TUIOTHO 3aKPBITHIM JIJIS 3aIIUTHI OT Biaru", "XpaHuTh OJUCTEp B KAPTOHHOM Mayke
JUISA 3aIlMTEI OT cBeTa'.

> B 3aBHCHMOCTH OT JI€KapCTBEHHOM (DOPMBI U CBOMCTB JIEKAPCTBEHHOTO Ipernapara
MO>XET BO3HUKHYTh PHUCK YXYIIICHHs KauecTBa M3-3a ACHCTBUS (pu3mdeckux (haKTOpoB,
HaIllpuMep, €CJIM Ipernapar IOABEpPracTcs BO3JCHUCTBHIO HU3KUX Temueparyp. Huskue
TEMIIepaTypbl B HEKOTOPBIX CIIy4yasx MOTYT OKa3bIBaTh BIMSHHE Ha yIakoBKy. Heobxoaumo
JOTIOJIHUTEIBHO YKa3bIBaTh 3Ty BO3MOXKHOCTh. Hanmpumep, "jnexkapCTBEHHBIN mpenapar He
TpeOyeT crnenuanbHbIX YCIOBUN XpaHEHHUs, HE XPaHUTh MpU Temneparype Hike 8C".

6 DopMyIHPOBKA UCTIOJIB3YETCS B CIydasiX, KOT/Ia MPUBEICHHBIE B ab3alax mepBoM —

IBeHaIaToM Hacrosero [lepednst popMynupoBKHU HE TPUMEHUMBI.
[TPUJIOKEHUE Ne 7

K TpeOoBaHHUSIM K HHCTPYKIIHH TI0
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TpemnapaTa u oomieit



XapaKTCPUCTUKE JICKAPCTBECHHOT'O
npenapara sl MEAUIUHCKOT O
TIPUMCHEHUA

TPEBOBAHUA
K YKa3aHMIO MaKCHMAJIFHOTO CPOKa T'OJHOCTH (CPOKa XpaHEHH) CTEPHIFHBIX JICKAPCTBEHHBIX
IpenaparoB [OCie NEPBOro BCKPHITHA WIH BOCCTaHOBICHUA

Cnocka. I[Ipunoxenue 7 B pegakuuu pemenus CoBera EBpa3nuilckoil 5KOHOMUAYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHud 30 KaJeHJapHBIX AHEU ¢
JaThl €r0 OUIIUAIBHOTO OIMyOJIMKOBAHUS).

1. O6mue monoxenus

Hacrosimue TpeOGoBaHUsS pacnpoCTpaHSIOTCS HA BCE CTEPUIbHBIE JEKAPCTBEHHbIE
npenaparsl s MEAUIMHCKOIO IPUMEHEHUS, 32 UCKIIOYEHUEM paino(apMaleBTHUECKUX U
MPUTOTOBIISIEMBIX I MOAUGDUIIMPYEMBIX €X tempore JeKapCTBEHHBIX MPEnapaTos.

[TockoapKy MpeaycMOTpPETh BCE BO3MOXHBIE YCIOBHUS, MPU KOTOPBIX Ipenapar OyayT
BCKpBIBaTh, Pa3BOJINTh, BOCCTAHABIUBATh, XPAHUTh U JIp., 3aTPYAHUTEIBHO, MOJIb30BATEIb
HECET OTBETCTBEHHOCTH 3a MOAAEPKAHUE KauyeCcTBa JIEKAPCTBEHHOIO IMpENapara, BBOAUMOIO
nanueHTy. Jlep)kareiab perucTpalioOHHOTO YIOCTOBEPEHUs 00s3aH MPOBECTH HEOOXOIUMBIE
UCCIIEIOBAaHUS W YyKa3zaTh COOTBETCTBYIOIIME CBEACHUS O HUX B HHPOpPMALMU s
MI0JIb30BATEINS (HarpuMep, 00IIel XapaKTepUCTUKE JIEKapCTBEHHOT O ITpenapara, MHCTPYKLUU
N0 MEAULUHMHCKOMY TMPHUMEHEHUIO (JIUCTKE-BKJIAJbINIE) JIEKAPCTBEHHOI'O IIpenapara,
MapKUpPOBKE) B COOTBETCTBUU C NPUMEpPAMH, YKa3aHHBIMH B paszjeie 2 HACTOSUIUX
TpeOOBAHMI U BBIJICTICHHBIMUA KYPCHUBOM.

B oTHomeHun ykazaHus CPOKOB FOAHOCTH (CPOK XpaHEHHMs) U yCIOBUU XpaHEHUs
OTAEIBHBIX KaTerOpUMl CTEPUIbHBIX JIEKAPCTBEHHBIX MPENapaToB MOCIE MX BCKPBITHS
3asBUTENII0 HEOOXOJMMO Takke YyuuThiBaTh nosioxkenuss dapmakonen Epaszuiickoro
SKOHOMHUYECKOTO COK03a, yTBEep)KaAeHHON Pemennem Konnernn EBpazuiickoil 3KOHOMUYECKOMN
komuccuu ot 22 aprycra 2020 r. Ne 100.

B nacTosimux TpeOoBaHUSAX CPOK XpaHEHUs (CPOK T'OJTHOCTH) MOHUMAETCA KakK MepUo/I
MEXJy BCKpPBITUEM IMEPBUYHON YyMaKkOBKM (KOHTElHEpa) JIEKapCTBEHHOTO IMpernapara u
BPEMEHEM €r0 BBEICHUS NAUMEHTY, HPOJOJDKUTEIBHOCTh BBEICHUS IIPU 3TOM HE
YUYUTBHIBAETCS.

2. CrepuibHbIC IIpenaparsl, He CoOAepKaIue aHTAMUKPOOHEIe KOHCepBaHTHI 2.1. O0mue ykazaHus

<Xumnueckas U pusndeckas cTaOMIBHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara noATBep:kaeHa B TeueHre X yacoB (auei) mpu Y C.>;



<C MHKpOOHOJIOTUYECKONW TOYKH 3pEHUsl, €CIIM METOJl BCKPBHITHs (BOCCTAHOBIICHMS,
pa3BeJieHUs) HE NPEensTCTBYeT MUKPOOHOW KOHTaMHUHAllMH, JIEKapCTBEHHBIN Mpenapar
ITOUIESKUT HEMEUIEHHOMY IIPUMEHEHUIO.>;

<Ecnu neKapCTBEHHBIN IpenapaT HE BBEJIECH HEMEJIEHHO, XpPaHEHHUE T'OTOBOTO K

IIPUMEHCHUIO JICKAPCTBECHHOI'O IIpenapara u o0OecricueHume yCHOBHﬁ SBJISIETCS 00SA3aHHOCTHIO
I10JIB30BATEIIA.>.

2.2. Yka3aHu4 JUIA JIEKApCTBEHHBIX IPENapaToB i HHQY3HMi WM HHHEKIHI

<Xumnueckas U pusndeckas CTaOMIbHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara MmoATBepkaeHa B TeueHne X yacoB (anei) mpu Y C.>;
<C MHKpOOHOJOTHYECKON TOUYKHM 3pEHUs] IpemnapaT MOAJEKUT HEMEIJTICHHOMY
npuMeHeHuto. Eciau npenapaTt He BBEJIeH HEMEIJIEHHO, XpaHEHUE TOTOBOTO K MPUMEHEHHIO
npenapara u o0ecrnedeHue yCciaoBUil 10 BBEACHUS SIBISETCSA 00sS3aHHOCTBIO MOJIb30BaTENA, B
[IEJIOM HE JIOJDKHO IpEBbIMIaTh X 4YacoB mnpu temmneparype 2 — 8 C unm Y 4acoB npu
TemMIiepaType He Bblle 25 C, eciii BOCCTaHOBJIEHHUE (Pa3BEACHHE) U T. M. HE OCYILECTBISIOCH
B IIPOBEPEHHBIX U BAJIMINPOBAHHBIX ACENTHUUECKUX YCIOBUIX.>.

3. JlexapcTBEeHHEIE IpenapaThl Ha BOJHOM OCHOBE, 00JIaNaone aHTHMUKPOOHEIM JIeHiCTBHEM, H
JIeKapCTBEHHKIE IIpenapaTkl Ha BOAHON OCHOBE, COAEpKaIie aHTUMUKPOOHbIE KOHCEPBAHTHL.
Be3BoHbIC IeKapCTBEHHBIC MPENapaThl (HAIpUMEp, MAaCIITHEIC)

<Xumnueckas U pusudeckas cTaOMIBHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara noATBep:kJieHa B TeueHue X yacos (auei) npu Y C.>.
<C MUKPOOMOJIOTHYECKOW TOYKH 3PEHUS MOCIIE BCKPBITHS JIEKAPCTBEHHBIN IMpernapar
JIOTIyCKaeTcsl XpaHUTh He Oosiee yeM Z nHeil mpu temneparype t C. MHble ycrmoBus u
MIPOJOJKUTEIBHOCTD XPAHEHUS ABJISIIOTCSI OTBETCTBEHHOCTBIO 3asBUTEIIS.>.
3asBUTENb 0053aH 000CHOBATh 3HAUCHUS Z U t B KaXXJA0M cilydae. 3HaueHue Z He JOJKHO

B LIEJIOM IIPEBBINIATH 28 JTHEH.

I[MPUJIOXEHUE Ne 8
K TpebGoBaHUAM K HHCTPYKIMH IO
MEAULUHCKOMY PUMEHECHHIO

JIEKapCTBEHHOTO Mpernapara u oorei
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Jyist MeJJUIIUHCKOTO
MPUMCHEHHS

ITPABAJIA

COCTABJICHUA SJMHEIX JIACTKOB-BKJIAJIBINICH M OOIIIX XapaKTePHUCTHK JIEKAPCTBEHHOTO Mpenapara
Ha pa3Hble JO3HPOBKH



Cnocka. IIpunoxenue 8 B penakiuu pemeHus Cosera EBpa3uiickoil 5KOHOMUYECKOM
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KajJeHJIapHBIX JHEH ¢
JIaThl €ro OPUIMATBLHOTO OIMyOJIUKOBAHUA).

1. Kpurepnn 00beIMHEHNA HECKOIBKHAX JO3HPOBOK B ©IUHYIO OOLIYIO XapaKTEPHCTHKY
JIEKapCTBEHHOTO Ipenapara

B nensx ynpoienuss paboT Mo OIEHKE PEruCTPAIMOHHOTO JOChE U DKCIEPTHU3bI
nH(pOpMaIuU 0 JEKapCTBEHHBIX MpenapaTax CleIyeT JJIisl BCEX SI3bIKOB COCTABIISATh €UHbIE
o0I1ue XapaKTepUCTUKH JIEKAPCTBEHHOTO MpernapaTa B OTHOIICHUH Pa3HbIX JO3UPOBOK OJHOMN
U TOU ke JeKapCcTBeHHOUW (opMmbl. OOImME XapaKTEpPUCTUKHU JIEKAPCTBEHHOI'O Ipernapara
JOJDKHBI OBITh TIOJIHOCTHIO MACHTUYHBI (32 MCKIIOYEHUEM CHEeIU(PUIHBIX ISl TO3HPOBOK
CBEJICHUI), HAMpUMEp, €CJIM IOKa3aHus K MPUMEHEHHUIO IS pPa3HbIX JO3UPOBOK HE
COBIIA/IAIOT, TO OOIIME XapaKTEepPUCTUKHU JIEKAPCTBEHHOI'O Ipernapara KOMOMHUPOBATH HE
JOIYCKaeTCsl.

B oTHOIIEHNN 00BEMHEHHBIX TEPMUHOB HEOOXOIUMO UCTIOIB30BATh TOJIBKO MEPBUUHYIO
JIEKapCTBEHHYIO (OpMY, HAIIPUMEP, BO3MOKHO KOMOMHUPOBAaHKE "PAaCTBOP M7l MHBEKIIHI BO
(dbnakone" u "pacTBOP I UHBEKIIUNA B MPEIBAPUTEIIHHO 3aMIOTHEHHOM HINPUIE" C YKa3aHUEM
TOJILKO "pacTBOP JJIs1 UHBEKIIHI".

[Ipy mepBUYHON perucTpanuu JEKapCTBEHHOrO Mpemnapara CleayeT HMCIOIb30BaTh
eUHbIE O0IIME XapaKTePUCTUKHU JIEKAPCTBEHHBIX MPEMapaToB.

B ciyuae ecnu nekapCTBEHHBIN MpenapaT BBITYCKAETCS B Pa3JIMYHBIX JEKAPCTBEHHBIX
dhopmax nHpopmalus 0 KaxJa0i JeKkapcTBEHHON opMe JaHHOTO Mpenapara BCerja JI0KHa
OBITh MIPE/ICTABIICHA B PA3HBIX OOIIMX XapaKTePUCTUKAX JIEKAPCTBEHHOTO MIpernapara.

2. CocraBJicHHE €qUHBIX OOIMIMX XapaKTePUCTHK JIEKapCTBEHHBIX MPEIapaToB

B pasnenax, B KOTOPBIX IPUBOJATCA CrIEU(PUIHbBIE I PA3TUYHBIX JTO3UPOBOK CBEJICHUS,
HE00XO0MMO MCIOJIb30BaTh M0/13ar0JI0BKH.

[Tog3aronoBok HEOOXOAUMO BBIICTUTHh MOAYEPKHUBAHUEM, OH JIOJKEH COJIEPkKATh
HAaMMEHOBAHUE JIEKAPCTBEHHOrO IMpernapara, JO3UPOBKY (IO3UPOBKH), K KOTOPHIM OH
MPUMEHUM, U JICKapCTBEeHHYIO dhopmy (Hanpumep, "X, 5 mr, Tabnetku", "X, 10 mr, Tabnetkn"
u np.). Ilocne ykazanus crnenuduuHON 1Js HO3UPOBKU HHGOpPMALMM HEOOXOIUMO
MIPELYCMOTPETH ONPEACICHHBIA MPOMEXYTOK YTOOBI YETKO 0003HAYNThH KOHEL CEU(UIHOM
nH(popMau U BO30OHOBJIEHNE YKa3aHUsI OOITHUX CBEICHUM.

B paznene 1 "HanmeHnoBaHMe 1eKapCTBEHHOTO Mpenapara” yKa3blBaTh IMOJA3ar0JI0BKH HE
Tpebyercsi.

Ipumep:

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

[ToproBoe HauMeHOBaHUeE], 5 MT, TaOJIETKH



[ToproBoe HanmeHnoBanue], 10 mr, TabaeTKH

2. KAYUECTBEHHBII Y KOJIMYECTBEHHBI COCTAB

[ToproBoe HamMeHOBaHKE ], 5 MT, TAOJICTKH

Kaxxnast Tabnerka coaepKur 5 mr Z.

[ToproBoe nHanmenoBanwue], 10 Mr, TabneTku

Kaxnas Tabnerka cogepxxut 10 mr Z.

[TonHblil mEpeYeHb BCIIOMOTraTEIbHBIX BEMIECTB IPUBEAEH B pazaene 6.1.

3. JEKAPCTBEHHA S ®OPMA

Tabnerku

[ToproBoe HamMeHOBaHKE ], 5 MT, TAOJIETKH

Tabnerku ot 0ey0ro A0 Cierka *eJiToro LBeTa ¢ TpaBUpoBKoi "5" Ha ogHOI cTopoHe U "
Y" Ha 00paTHOM.

[ToproBoe HaumeHnoBanue], 10 mr, TabaeTKH

TabmeTku oT 6enoro 10 cierka KeaToro usera ¢ rpaBupoBkoit "10" Ha ogHOM cTOpOHE U
"Y" Ha 0OpaTHOM.

B nocnenyromux pazgenax KOMOMHUPOBAHHBIX OOLIUX XapaKTEPUCTUKAX JIEKAPCTBEHHBIX

nmpenaparoB MOTYT COACPKAThCA PA3IMYAOIIUCCA CBCIACHUA!
1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O TIPETTAPATA

2. KAUECTBEHHbII U KOJIMUECTBEHHbIN COCTAB

3. JEKAPCTBEHHA S ®OPMA

Onucanne gekapcTBeHHOH (opMel (popma, IIBET, pa3Mephl)

4. KIMHUYECKUE JAHHBIE

(4.2. PexxuM 103upOBaHUs U CIIOCO0 IPUMEHEHHS)

6. DPAPMAIIEBTUYECKUE CBOMCTBA

(6.1. ITepedeHb BCIIOMOTaTENbHBIX BEIIECTB)

(6.3. Cpoxk rogHOCTH (CPOK XpaHEHWUsI))

(6.5. Xapakrep u coliep>kaHue YIAKOBKH <W CIIENHAIbHOE 000pyAOBaHWE IS UCIIOIh30BaHUS, BBEICHUS WIIH
UMIUTAaHTAIIAN>)

(6.6. OcoObie MepbI MPEIOCTOPOIKHOCTH PU YTUIM3AIMK HCIIOJb30BAHHOIO JICKAPCTBEHHOI'O Iperapara Wid
OTXOJIOB, MOJIYYECHHBIX MOCTIC MPUMEHEHHUS JICKAPCTBEHHOTO TIpernapaTa, ¥ IpyTrue MaHUITYJ ISIUA C IPEIapaToM)
8. HOMEP (HOMEPA) PETMCTPALIMOHHbBIX Y/ IOCTOBEPEHWH

9. KATEI'OPH OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

10. JOBUMETPU S (ECJI TIPUMEHHUMO)

4. EyHELA THCTOK-BKIAABIII

[IpaBuna cocTaBiaeHUsS €AUHOTO JMCTKA-BKJIAbIIIA SBISIOTCA CAMOCTOSATEIbHBIMU
npaBWJIaMH W HAINpsMYK HE 3aBUCAT OT MPaBUJI COCTABICHUS E€IUMHOM 0OIIei
XapaKTEPUCTUKHU JIEKAPCTBEHHOT'O mpenapara. B CBsI3W ¢ 3TUM MCMNOJIB30BAaHUE €IMHBIX
OoOIIMX XapaKTePUCTUK JIEKAPCTBEHHBIX IIPENapaToB JOMYCTUMO (€Ciau COOJIIOEHBI
COOTBETCTBYIOIINE KPUTEPHUH), NAXKE €CIU COCTABICHUE E€UHOr0 JIMCTKA-BKJIAJbIIIA HE
JIOITY CTUMO.



3asiBUTENb BIIPABE MOJATh 3asIBKY HAa PETUCTPALMIO C €IAMHBIM JIMCTKOM-BKJIABIILIEM IS
HECKOJIbKUX JJO3UPOBOK OJTHOM U TOH ke JIeKapCTBEHHOW (opMbl. EAMHBINA THUCTOK-BKIIA IbIII
JOITyCKAETCsl COCTABIISATD MPH COOJIIOJICHUH CIEAYIOIUX 3 YCIOBUIA:

a) peXuM J03WPOBAHMS, YKa3aHHBIM B OOIIEH XapaKTEPUCTHUKE JIEKAPCTBEHHOIO
Ipernapara 1 JUCTKe-BKIIAJIbIIIE, IPEIyCMAaTPUBAET IO MEHBILIEH MEPE 1Ba BAPUAHTA PEKUMA
no3upoBaHus (Hampumep, ¢asza mogdopa 103bl, KOPPEKLUHS 1036l B 3aBUCHUMOCTH OT
KJIIMHAYECKOT'0 OTBETA WJIM KOPPEKLHUA J03bl Y OCOOBIX Tpymn);

0) uHpopMalus B TUCTKE-BKJIAAbIIIE ISl HECKOJIbKUX JI03UPOBOK IMOJTHOCTBIO HICHTHYHA
, 38 UICKJIFOYEHUEM HEOOJIBIIOr0 Yncia CelU(pUIHbIX I JO3UPOBOK CBEICHMI;

B) Tpe/uiaraeMblii KOMOMHUPOBAHHBIHN JINCTOK-BKJIABIII HE JOMYCKAET IyTaHUIIbI MEXTY
IIPUEMOM Dpa3HbIX JO3UPOBOK M HE NPUBOAUT K PHUCKY HENPABUIBHOIO IPUMEHEHMUS
JICKapCTBEHHOTO Tpernapara NaueHTOM WIH TOTPEOUTETIEM.

B nensx cocrtaBieHuss KOMOMHHPOBAHHOTO JIMCTKA-BKJIaAbllIa 3asBUTENb JOJKEH
BKJIFOUHTH B 3asIBJICHUE HA PETUCTPALUIO, TOATBEPKIECHUE PErucTpauuu (IEpeperucTpalmio),

BHECCHHUE U3MCHCHUH B PETUCTPAINMOHHOC JOCHC COOTBCTCTBYIOIICC 000CHOBaHHE.

IMPUJIOKEHME Ne 9
K TpebGoBaHUAM K HHCTPYKIMH IO
MEIUIITHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0reit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
mpemnapara Juisi MeAUIUHCKOrO
MPUMEHEHNUS

ITPABAJIA

yKa3aHUA JO3HPOBKH (KOIMIECTBEHHOTO COEP KaHHA JEHCTBYIOIMX BEMIECTB) B HANMEHOBAaHUHA
JIEKapCTBEHHBIX IIPENapaToB

Cuocka. [Tpunoxenue 9 B penakiuu peuieHuss Coseta EBpaszuiickoii 5KOHOMHUYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuity no ucredeHuu 30 KaJeHIApHBIX JTHEH ¢
JaThl €70 O(UIIUAIBHOTO OIMyOIMKOBAHUS).

1. O6mue monoxeHus

JlekapcTBEHHBIN TIpenapaT MapKUpyeTcs B CIeAYIOIIeM Bujie: "(TOproBoe) HaMMEHOBaHUE
+ mo3upoBka + nekapcTBeHHas (opma'". Takoe ykazaHWe pacCMaTPUBAETCS B KadeCTBE
IIOJIHOI'0O HAMMEHOBAHUS JIEKAPCTBEHHOI'O IpEnapara, B CBSI3U C YEM HCIIOJIb3yEMOE Jajee
MOHATHE "HaMMeHOBaHUE" B HacTosAmMX [IpaBuinax mnoHMMAaeTCa Kak MOJHOE HANMEHOBAHUE
JIEKapCTBEHHOTO Mperapara, COAEpIKalllee yKa3aHHbIE 3 JIIEMEHTA.

B cooTtBercTBUM ¢ myHKTOM 1 paznena Il TpeOoBaHMil K MHCTPYKIUU MO MEAUIIMHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOI'O TMpernapara U OOIIed XapaKTEepPUCTUKE JIEKapCTBEHHOTO
npemnapara s MEIUUMHCKOTO MNPUMEHEHMs, YTBEPXKJICHHBIX pemeHueM CoBera
€BPa3HIICKOI SKOHOMUYECKOU Komuccuu ot 3 HosiOpst 2016 1. Ne 88 (manee — TpeboBaHus),



MOJ| TO3UPOBKOM B HAMMEHOBAHUM JIEKAPCTBEHHOTO Iperapara MOHUMAETCs KOJIMYECTBO (
coJiep>KaHKe) ACHCTBYIOIIETO BEIIECTBA B €IMHUIE JIEKAPCTBEHHOU (hOPMBI, a TaKke B

€IUHUIIE MAacChl WJIM O0BbeMa JIEKApPCTBEHHOI'O Mpemapara, 3HauYuMOe JJIs MPaBHIBHOM

UJeHTU(PUKAIIMN U PUMEHEHHUsI JICKapCTBEHHOT0 mpenapara. Jlo3upoBka B HAMMEHOBaHUU

JICKapCTBEHHOTO IpernapaTa J0KHAa COOTHOCUTBCS ¢ MHPOpMaIliel, yka3aHHON B pasjerne 2
u 4.2 o01iel XxapaKTepUCTUKU JIEKAPCTBEHHOIO MpernapaTa JUisi MEAUIIMHCKOTO MPUMEHEHHUS (
nanee — OXJIIT).

ConeprxaHue IEMCTBYIOIIETO BEIIECTBA B €IMHUIIE MACChI MM 00BbeMa JIEKApCTBEHHOTO
npenapaTta Tak)Ke Ha3bIBACTCA KOHIIEHTpAIlMEW W MPUBOJIUTCS MNPEUMYIIECTBEHHO s
HEJI03UPOBAHHBIX JICKAPCTBEHHBIX ()OPM JIEKAPCTBEHHBIX MPENapaToB.

JI1s1 HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (POPM JO3UPOBKA BHIPAKAETCS KOJIUUECTBOM
JIEHCTBYIOIIETO BEMIECTBA, BBICBOOOKIAEMOTO0 W3 JICKAPCTBEHHOW (OPMBI B CAMHUILY
BPEMEHH.

VYka3zaHue 03UPOBKM B HAMMEHOBAHHMM JIEKAPCTBEHHOrO Mpenapara o0ecleuynBaeT
Ipe/ICTaBlICHUE MAIMEHTY HanboJiee 3HaAYMMOM HHGOPMAIIMK O KOJIMYECTBE JIEKAPCTBEHHOTO
npernapara npu €ro MpUMEHEHUM, MO3BOJISIET JIErKO UICHTU(UIIMPOBATH JICKAPCTBEHHBIN
mpenapar U OTJIMYaTh €ro OT IPYyrux (opM BBITYCKA 3TOTO Mpernapara, a TaKKe MO3BOJISET
Bpady Ha3HA4aTh JIEKAPCTBEHHBIN MIpenapar ¢ y4eToM JPYruX acTEeKTOB Mpolecca JEUeHUs U
MIPUMEHEHUS 3TOT0 JIEKapCTBEHHOro mpenaparta. Llenp yka3aHusi 103UpOBKH B 3TOM Cllydae
oTnuyHa ot uenei pazaena 2 OXJIII u pa3nena 2 MapKUpOBKH, B KOTOPBIX COJEpKaTcs Ooliee
MOAPOOHBIC U AHATMTHYCCKUE JTaHHBIE O TOYHOM KOJMYECTBE Mperapara Kak B OTHOIICHUHU
(dapmaneBTUYECKON CyOCTaHIIMK (aKTUBHOM YacTH MOJIEKYJIbI JEHCTBYIOLIETO BEIIECTBA), TaK
Y JIEKAPCTBEHHOIO Ipenapara. YKa3aHue JO3UPOBKU JOJKHO OCHOBBIBATHCS HA KPUTEPUSIX
yaoOcTBa NJii TOHUMaHUs MOTpeduTesaeM (Ha3HAYAIONIUM JIMIIOM), @ HE Ha KPUTEPHUIX
KauecTBa JIEKAPCTBEHHOT'O Mpenapara (aHATUTHUYECKUX KPUTEPUSX).

Crenenp neranuzaunuu Mexay paszzaenamu 1 u 2 OXJII moxeTr paznuyarbes, HO3TOMY
pu ykKazaHuu 103upoBku B pazfene 1 OXJIII nme Tpebyercs BKItOUATh M30BITOUHBIC
CBEJICHUSI, KOTOphIE cojiepkaTcs B apyrux pazaenax OXJII u mapkupoBKe JIEKapCTBEHHOTO
npenapara. Eciau 1o3upoBKa B HANMEHOBAHUM JIEKAPCTBEHHOTO IMPENapaTa OTPaxaeT TOIbKO
oO11ee KOJMYECTBO ACHCTBYIOLIErO BEIIECTBA B MEPBUYHON YINAKOBKE, B IPYTUX pazienax
OXJIIT u mapKupoOBKe JIEKAPCTBEHHOTO Tpenapara HeoOX0AUMO MPUBECTH YETKOE yKa3aHUE
oOmero oobemMa M KOHIEHTpalUuU Ha €IMHUIy 00beMa B COOTBETCTBUM C YKa3aHUSMH K
tabnuie B myHkTe 2.3.5 nacrosmumx [IpaBun. AHanorudHo, eciiv J03MpOBKa B HAUMEHOBAHUH
JIEKApCTBEHHOTO MpernapaTa yKa3blBaeTCAd B BUJE KOHILIEHTPALMM Ha €AUMHUIy 00ObeMa, B
npyrux paszaenax OXJIII u MapkupoBKe JEKapCTBEHHOTO Ipernapara HE0OXOJUMO YETKO
yKa3aTh 00Illee KOJIMYECTBO JIEUCTBYIOIIETO BelllecTBAa U OOLIMNA 00bEM JIEKapCTBEHHOTO
npernapara B COOTBETCTBUM C yKa3aHHUSIMU K Tabnuie B nyHkTe 2.3.5 Hactosiuux [IpaBu.
ToyHoe yKa3zaHWe HTHUX KIIOYEBBIX JJEMEHTOB B IMpeAiaraeMoil MapKUpOBKE W Ha
YIAKOBOYHOM MaTepHasle 3asBUTEIEM SBIISIETCS KIIOUEBBIM aCIEKTOM IPHU 3KCIEpPTU3E



MaKeTOB M 00pa3lOoB JIEKAPCTBEHHOI'O Ipernapara, HANpPaBJIEHHbBIM Ha CHUXXEHHE PHUCKa
omMnOKKU Jo3upoBaHud. Jlu3allH MapKUpPOBKH, HCIOJIb3yeMbIH (apMaleBTUYECKUM
MPOU3BOAUTENEM, IOJKEH OO0ecrneyMBaTh 3aMETHOCTb M OJHO3HAYHOCTh IMOHUMAaHHUS
KJIF0OUEBOM MHGOPMAIIUK 17151 TPaBUIILHOTO MPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara.

JI03UpOBKY (KOHLIEHTPALMIO) YKa3bIBAKOT, KAaK MPAaBHUJIO, I OJHO-, ABYX- H
TPEXKOMIIOHEHTHBIX JICKAPCTBEHHBIX IIPENapaTroB. B OTAENBHBIX Ciydasx IOIyCKaeTCs
yKa3aHue JO3UPOBKHU (KOHLIEHTPALMH) ISl YETHIPEX- U MATUKOMIIOHEHTHBIX JIEKaPCTBEHHBIX
IIperapaTos.

Hacrosmiee npusoxeHne mo3BoJisieT 00ecneunTh rapMOHHU3AUIO YKa3aHusl nHpopManuu
JUI CXOXKMX JIEKAPCTBEHHBIX MPENapaToB U JIEKAPCTBEHHBIX ()OPM M COBEPILICHCTBOBAHHE
MapKUPOBKH JIEKAPCTBEHHBIX MIPENapaToB Jyisi 00eCreyeHus MpaBUIbHOTO U O€3011acHOro X
NPUMEHEHUS U MUHUMH3AIUHN OIIHOOK JO3UPOBAHHUSL.

ITonoxenus nacrodmwmx [IpaBuil pacrpoCTpaHSAIOTCSA UCKIIOUHUTEIBHO HA yKa3aHUE
JNO3UPOBKM B HAMMEHOBAHUMN JIEKAPCTBEHHBIX IPENApaTOB M HE 3aTParuBaroT IpPyTrUe
PEryJIsATOpHBIE MPOLEAYPHI (HAallpuMep, MpaBuila MPUCBOCHHUSI HOMEPOB PETMCTPALIMOHHBIX
YAOCTOBEPEHUH, pacyeTa BEJIMUMHbI MOLUINH, BBIOOpa MEXIAY U3MEHEHUEM, TPEOYIOIIUM U HE
TpeOyIOIIMM HOBOM perucTpamuu, u ap.).

2. YKa3aHH€e JO3UPOBKH B HAMMEHOBaHHUH JICKAPCTBEHHEBIX IPEIapaToB

Haulonee moaxoasmuii BapuaHT yKa3aHUs TO3UPOBKA B HAMMEHOBAHUH JICKAPCTBEHHOTO
npenaparta OIpeaessieTcss B HHAWBUIYyaJbHOM TMOpsaKe. Ecium B yMakoBKY BIIOXEHO
COOTBETCTBYIOIEE JO3UPYIOIICEe M3JCNINE, U C TOMOIIBI0 HETO OyayT BBEACHBI OJHA WIIU
HECKOJIbKO (PMKCUPOBAHHBIX [103, HEOOXOAMMO YKa3bIBaTh JIO3UPOBKY C YYETOM €ro
HCIIOJIb30BaHUs.

B nomonnenue x monokeHusM nojapaszaena 1 pasaena Il tpeboBanuit, 1151 TpaBUIBHOTO
OTpE/ICJICHUS] YKa3aHUs JO3UPOBKU (HAMpUMED, JO3UPOBKH B MapKUPOBKE JIEKAPCTBEHHBIX
MpEenapaToB, UCCIEYEMbIX B KIMHUYECKUX UCCIEA0BAHUAX WU MPU HATUYHUH JO3UPYIOLIETO
U3JIeNusl) HE0OXOIMMO YUUTHIBATh Cleytouue GaKkTophl.

2.1. Ins yxazaHus TO3UPOBKH (KOHIEHTPALIMM) MPUMEHSIOT CIEAYIOIINE COKpAIICHUS
€IUHULL U3MEPEHUSA:

r — rpamMm

MT — MUJUIUTPaMM
MKT — MHKPOTPaMM
MIT — MUJUIWJIATP

Jlns ykazaHuWs JAO3UPOBKU TaKXKe MPUMEHSIOT yKa3aHHWE 3HAYCHUS aKTUBHOCTHU
JICHCTBYIOIIETO BEIIECTBA, MpUBEACHHOE B noApasaene 1 pasznena Il peGoBanuii.
[Ipyn ykazaHum MO3MPOBKM HAMMEHOBAHWE CAWHUIIBI JICKAPCTBEHHOW (DOPMBI HE
npuBoautcs. Hanmpumep, 200 mr, a ne 200 mr/Tabnerka, 20 ME, a ne 20 ME/dnakon.
2.2. KonnuecTBeHHOE YKa3aHHUE JO3UPOBKU (KOHIICHTpAIUH).



2.2.1. Tlpu yxa3aHuu JO3UPOBKHU (KOHIIEHTPAIMH) €€ YNCICHHOE 3HAYCHUE JOHKHO OBIThH
BBIPKEHO B PallMOHAJIBLHOM BHJIE, YTO JOCTUTAETCS MYyTEM BBIOOpPAa COOTBETCTBYIOIIUX
SIUHUIl U3MEPEHUs] WM COOTBETCTBYIOIIMX IMPUCTABOK JJIsi 0Opa3oBaHUs JECATUYHBIX
KPATHBIX U JIOJBHBIX €IUHUI U3MEPEHUSI.

2.2.2. Ilpu yka3aHuu NO3UPOBKU (KOHIIEHTPAIIMN) BHIOMPAIOT CIUHHIIBI U3MEPCHHUS,
MO3BOJISIIONINE MCIOJIb30BaTh 1IEJIbIe, a HEe JPOOHbIE YUCIA, WM IeJble Yuciaa ¢ JPOOHBIM
paspsaoM 1-ro u 2-ro nopsiaka. Hanpumep, 50 mkr, a ve 0,05 mr, 200 mr, a ve 0,2 1, 1,5 ™mr, a
e 0,0015 r.

2.2.3. Ilpu yxazaHuu JO3UPOBKH (KOHIIEHTPAIIMHU) BBIOMPAIOT €IUHUIIEI U3MEPECHUS,
MTO3BOJIAIONTHE N30eKaTh YKa3aHUs Yncia, cojaepikaiiero oomnee Tpex paspsaos (1000 u 6onee
). Harmpumep, 1,5 1, a ue 1500 mr, 5 mr, a He 5000 MKT.

B ciyuasix ecnu no3upoBKa BbIpa)keHa HE B €IMHUIIAX Macchl (Hanpumep, B ME uiu
IPYTHX €JIWHHUIAX), TOJBKO Ha YMaKOBKE JOMYyCKaroTcs cokparieHus "muH.", "mupa.",
Hanpumep 5 MuH. ME, a B OXJIII n uHCTpyKIMM MO MEIMIMUHCKOMY HNPUMEHEHHIO
JIEKapCTBEHHOTO Tpenapara (JIMCTKe-BKIIAbIIIE) OHU HE IPUMEHSIOTCS.

2.2.4. B ciy4yae eciau NMPOU3BOJUTEND BBIIIYCKAET JEKAPCTBEHHBIN Mpenapar OgHOTO
HAaWMEHOBAHUS B OJTHOM JICKApCTBEHHOW (OopMe C pa3sHBIM KOJIHMYECTBOM JACHCTBYIOIIETO
BEIIECTBA, JO3UPOBKMU YKa3bIBAIOTCS B OJIMHAKOBBIX EIMHUIIAX ISl BCEH JIMHEHKHU
JekapcTBeHHOro npenapara. Hampumep, 0,75, 1ru 1,5, ane 750 mr, 1 ru 1,5 1, 250 mr,
500 mr 1 1000 mr, a ze 250 mr, 500 Mr u 1 1.

2.2.5. B ciy4yae uCHOAB30BaHUS B KauyeCTBE JEHCTBYIOIINX BEIIECTB 3(PHPOB, COJEH,
COJIbBATOB YKa3bIBAETCA COJIEPKAHUE JICHCTBYIOIIETO BEIIECTBA B MEPECUETE HA AKTUBHYIO
4acTh MOJIEKYJIbI (KUCJIOTY, OCHOBaHME, 0€3BOIHOE MJIM CyXo€ BemiecTBo). Hampumep, npu
MCIIOJIb30BAaHUU B KAa4eCTBE JCHCTBYIOIIEro BellecTBa KeToTudeHa GyMmapaTa yKa3bIBaeTCs
coJiep KaHue JIEWCTBYIOIIETO BEIIECTBA B MIepecyeTe Ha KETOTU(EH.

B cnywae ecnu ucmonb3dyembie coiM, dPUPH OTIHYAIOTCS (PapMaKoJIOTHYECKUM
JNeUCTBUEM JONYyCKaeTCsd YKa3blBaTh JIO3UPOBKY B IepecueTe Ha BCIO MOJEKYIy
JEUCTBYIONIETO BelllecTBa (HanpuMep, OCH3WINCHUITUIMHA HATPUEBas COJIb).

2.2.6. I IByXKOMITOHEHTHBIX JIEKAPCTBEHHBIX IIPENAPATOB COAEPKAHUE KaXKJAO0T0 U3
JIBYX JIEMCTBYIOIIMX BEIIECTB YKa3bIBa€TCs, C HMCIOJb30BaHueM 3Haka "+" wmm "/" u
OJIMHAKOBBIX CAMHUIL U3MEpPEHUs, Hampumep, "25 mr + 50 mr" unu "25 mr/50 mr".

JI71sT MHOTOKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB COJEpPKaHUE KaXKJIO0ro U3
JNEUCTBYIOIINX BEHIECTB YKa3bIBAETCS IOCIEIOBATEIBbHO B MHOPSAKE, COOTBETCTBYIOIIEM
IPyNIUpPOBOYHOMY (OOIIETIPUHATOMY) HAMMEHOBAHUIO, C UCTIOIb30BaHueM 3Haka "+" umum "/"
. Harmpumep:

"AmnoaunuH + Bancapran + ['mapoxsopotuazun” — "5 mr + 160 mr + 12,5 mr", roe 5 mr
— cogepxkaHue amuoaunuHa, 160 Mr — coxepkanue BaicapraHa, 12,5 Mr — coxepxanue
TUAPOXJIOPOTHAZHIA;



"AmnonunuH / Bancapran / I'mapoxmoporuaszua” — "5 mr / 160 mr/12,5 mr", roe 5 mr —
cogepxkanue amuoaunuHa, 160 Mr — coxepkanue BajicaprtaHa, 12,5 Mr — coxepxaHue
TUPOXJIOPOTHAZU/IA.

[Ipu 5TOM HMCHOJB3YIOTCS OJMHAKOBBIC €IUHUIIBI U3MEPEHHs JJis1 0003HAuCHUs
COoAEpKaHUs KaxJ0Tro M3 JEHUCTBYIOIIMX BEIIECTB (B CiIydae HCHOJIb30BAaHUSI MACCOBBIX
€IMHUIL BBIPAXKEHUS ).

2.3. Yka3aHHMe KOHLUEHTPALHH JUIS JIEKAPCTBEHHBIX MPEMAPATOB.

2.3.1. Jlns yka3zaHus KOHIICHTPALMU MPUMEHSIOT KOMOWHAIIMIO OTHOIICHUN €IUHUIL
W3MEpEHUs, MPUBEACHHBIX B MOANYyHKTE 2.1 HacTosuux [TpaBus, nanpumep:

/M rpaMM Ha MIJUTHIIUTP

MI/MIT MUJUTUTPAaMM Ha MUJUTHIIATP

MKI/MJI MHUKPOIpaMM Ha MHUJUIUJIATP

Mmr/t MUJTUTPAMM Ha FpaMM

MKT/T MHUKPOIpaMM Ha TpaMM

MKT/MT MHUKpOrpaMM Ha MUJUIUTPaMM

ME/sin MEXIyHapOAHas €IUHAIA ONOJIOTHIECKONH aKTHBHOCTH

Ha MUJITUIIUTP

MCKAYyHapoaHass €AnHULa OHOJIOrHYECKON aKTUBHOCTHU
Ha rpaMMm

ME/r

MEXKIYyHAPOIHAS SAMHUIIA OMOJIOTHYECKON aKTHBHOCTH
ME/mMr
HAa MAJUTATPaMM.

2.3.2. YKa3aHue JOO3UPOBKH B MPOILEHTAX HE AOIMYCKAETCsA, 3a HCKIIYCHUEM
3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenaparoB (MW HOBBIX JO3MPOBOK TaKUX
npenapaToB), JTO3UPOBKU KOTOPBIX TPAIUIIMOHHO BBIpaXKaIUCh TakKUM CIocoOoMm (B
YaCTHOCTH WH(Y3MOHHBIE M MHBEKIIMOHHBIE PACTBOPHI: M30TOHUYECKHI PACTBOP HATPUS
XJIOpHUIa, PacCTBOPHI TIIOKO3bI U albOYMHUHA, B HEKOTOPBIX CIydasX TBEPJIbIE U MATKHUE
JeKapCTBEHHBbIE (OpMBI B MHOTOJO30BBIX YymakoBkax). [Ipm sToM momyckaercs
MCIIOJIb30BAHUE 3HAKa MpoleHTa "%'" B CleyIomnX 3HAUCHUAX:

MaCCOBBIN IPOLEHT, BBIPAXKAIOIIHNN KOJIMYECTBO TPAMMOB AEHCTBYIOIIETO BemecTsa B 100
rpamMMax JIEKapCTBEHHOr 0O IIpenapara;

Macco-00bEMHBIN MPOLIEHT, BBIPAXKAIOMIMN KOJIMYECTBO T'PAMMOB JEUCTBYIOILIETO
BemiectBa B 100 MIIIMUIUTpax JIEKapCTBEHHOIO MPENapara;

00BEMHBIM TPOIEHT, KOJMYECTBO MUWIIWJIUTPOB JelcTBYomiero Bemiectsa B 100
MUWUTHINTPaX JIEKapCTBEHHOIO Mpernapara.

2.3.3. IIpu yka3aHWHM KOHUEHTPALMH JECHCTBYIOIIETO BEIIECTBA B €IMHUIIE MACCHI WU
o0BeMa JiekapcTBeHHOTO npenapara mudpy "1" ve ykaswsBator. Hampumep, 200 ME/mi, a He
200 ME/1 m.

2.3.4. JlomyckaeTcs YKa3bIBaThb COJIEPKAHUE JICHMCTBYIOIIETO BEIIECTBA B MHOM
KOJIMYECTBE MACChl WM 00beMa JIEKapCTBEHHOIO Tpernapara, MPUBOJS MPU 3TOM JaHHOE
KOJIMYECTBO Ipenapara, Hanpumep, 200 ME/0,5 m.



2.3.5. Jlmd MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENAapaToB KOHIIEHTPALHIO
YKa3bIBaIOT C YYETOM IOJ0KEHUU noAnyHkTa 2.2.6 Hactosmux [IpaBun Hanpumep, (25 mr +
50 mr)/5 ™t unu (25 mr/50 mr)/5 mo.

VYkazanue 103UpOBKHU (KOHIEHTPALMH) JIJISl PA3IMYHbIX JIEKAPCTBEHHBIX ()OPM MPUBEIECHO
B TaliuIe, T/€ HCIONb3YIOTCS CIEIYIONUE YCIOBHbIE OOO3HaueHus: X Mr/mi =
KOHI[EHTpalus,; Z Mr = obliee cojepxaHue JeHCTBYoIero BelecTBa; Y M = o0uui o0beM;
Z mr/Y mi = obliee conepxaHue JeHCTBYIOLIEro BEIIECTBA B 001IeM 00beMe.

Cnoco6  BBIpaKeHUS
IIpennoururensHoe

JlekapcTBenHas Gpopma Tun nepBUYHON YAKOBKH , MO3HPOBKH (KOHIIEHTpaIu!
0003Ha4YeHNe JJO3UPOBKH 3

.HCKapCTBeHHLIG npenaparsl AJi IprueMa BHYTPb

TBepable 103MpPOBaHHbIE
nekapcTBeHHbIe (OpMbI ( OJHOZ030Bast
HampuMmep, TalJeTKH,  MHOI0A030Bas
KarcyJibl)

KOJINYECTBO Ha EIAMHUILY
JO3UPOBAHHOM Z Mr
JIeKapCTBEHHOI (popMBI

TBepable HEO3UPOBAHHBIE
JieKapCTBeHHBIE (OPMBI ( MHOTOZ030Bast
Hanpumep, TpaHyJIbl)

KOJIM4YECTBO Ha CAWHULY
MacCChbl

X mr/r

061.].{66 KOJIM4YECTBO B

0JIHOJ1I030Bast . Z mr
Msrkue nekapcTBEHHbIE IepBHYHOI yIaKoBKe

dhopmbl (HanpuMep, TacTa,
KOJIMYECTBO HA CIUHUIL

renb [ IPUeMa BHYTPb)  MHOron030Bas Y X mrr
MacChl

o011ee KOJIMYECTBO B

0JIHO/1030Bas N Z Mr
JKunkue nekapcTBeHHBIC MePBHYHOM yTaKOBKe

¢dbopmbl  (Hampumep,

KOJIMYECTBO HA €IHHHI]
aMI1yJIbl, Calle) MHOT01030Bast Y IX M
o0BeMa
o0I1ee KOJHMYECTBO B
OJIHOI030Bas . Z mr
Iopomku (TpaHymsI) st [ICPBUIHOM YIIaKOBKE
IMPUTOTOBJICHUA XKXUIKUX KOJIMYECTBO HA EIUHUILY
JIeKapCTBEHHBIX (GopM MHOT'0030Bast o0bema nocie X Mr/mit
BOCCTaHOBJIEHUS
JlekapcTBEHHBIC MTPEMAPATHI IS TAPCHTEPATBHOTO BBEICHHS
onHomo3oBas  (mpu
o0lee KOJHMYECTBO B 5
€IMHOBPEMEHHOM B 7, MT
4 MIEPBUYHOMN YITAaKOBKE
BBEJICHUU ')
Kunkue nexapcTBeHHBIC
OJTHON030Basd (ipu KOJIMYECTBO Ha CAUHHUILY 5
(hopmBI 4 X mr/mi
YACTHIHOM BBEJICHUHN ) o0bema
KOJMYECTBO Ha CIWHUILY
MHOTO/I030Bas X Mr/mi
o0beMa
o0Iee KOJHYECTBO B
0JIHOJI030Bast . Z Mr
I[Mopomiku igi 8 MEPBUYHOM YIIAKOBKE
MPUTOTOBJICHUS KHJIKHX KOJNMYECTBO HA €IMHUILY
6
JeKapCTBEHHBIX (opM MHOT'0/I030Bast o0beMa mocie X mr/mn

BOCCTAHOBJICHUS

OJHOJ030Bast



KonueHnTpatst

KonneHtpatsr

MmMnnaHTaTH

WmvmnaHTaTH

(Ipu  eAMHOBPEMEHHOM

BBe)IeHI/II/I4)

OJHOJ030Bas

(HpI/I YaCTUYHOM BBCIACHHU

4

MHOroao3oBas

obmee KOJIMYECTBO B 7 ppo
HEPBUYHOH yIIaKOBKE

KOJIUYCCTBO Ha CAWHULY
5

o0beMa nepen X Mr/mit
pa3BeieHuEM
KOJIMYECTBO HAa EIWHUILY
o0bvema nepen X Mr/mi
pa3BelicHUEM
o0Iee KOJHMYECTBO B

Z mr

HUMILIAHTATC

JlekapcTBEHHBIE MpETIapaThl AJIsl HApY>KHOTO, TPAHCAESPMAIIBHOTO, PEKTAILHOTO,

BAarmvHaJIbHOT'O BBEACHU, HAHCCCHHNA Ha CIIM3UCTYIO O6OJIO‘IKy IOJIOCTH PTa, AECCH

TBepable 03UpPOBaHHBIE

JexapcTBeHHbIe (HOpMBI (
HanpuMep, CyNnIo3UTOpHi,
TabieTKa, Karcyna)

TBepable HETO3UPOBAHHBIE
JexapcTBeHHbIe (GOpMBI (
HanpumMep, MOPOIIOK)

TpaHcaepmanbHble
npemnapaTsl TS
CHUCTEMHOTO MpHUMEHEHHS (
HalpuMmep, IUIACTBIPh
TpaHCAEepMaIbHBIN)

TpaHcaepmanbHble
Ipenaparsl JUisi MECTHOTO
IpUMEHEeHUs (Hampumep,
NJIacThIPb
TpaHCAEPMaIbHBIN)

Msrkue nekapcTBEHHbIE
dhopmbl (Hampumep, Kpem,
reib, Masb)

Kunkue nexapcTBEHHbIC
(hopmBI

JlexapcTBeHHBIE Ipenaparhl sl HHT AU

WHransunoHHbie
JexapcTBeHHbIE (HOpMBI (
HampuMep, TBEpAbIE
KaICyJIbl, a9PO30JIH, Ta3bl)

PactBop (cycmeH3us,
SMYJAbCHUSA) st
HeOynaiizepa

PactBop (cycmeH3wus,
SMYJIbCHUS) s
HeOyaiizepa

OJHOJ030Bast
MHOroao3oBas

MHOroao3oBas

OJJHOJ030Bast

OJJHOJ030Bast

OJHOJ030Bast
MHOroao3oBas

OJHOJ030Bast

MHOI'0/1030Bast

OJIHOI030Bas
MHOT'0J1030Bast

OJHOJ030Bast

MHOT'0030Bast

KOJIMYECTBO
Ha €AMHHIY JO03UPOBAHHOW Z MT
JIeKapCTBEHHOI (popMEI

KOJIMYECTBO Ha EIMHUILY
X mr/t
Macchl

HOMHWHAJIBHOC KOJIMYECTBO,

BBICBOOOXKaemoe Ha X Mr/Yu
CIMHUIY BPEMCHHU
o0lree KOIMYECTBO B

Z mMr

TLTacThIpe

KOJIMYECTBO Ha EIMHUILY
X mr/r
MacChl

061.].[66 KOJIM4YE€CTBO B

. Z mr
TIEPBUYHOMN YIIaKOBKE

KOJINYECTBO Ha eI[l/IHI/IL[y
X Mr/min
o0BeMa

KOJIHNYECCTBO B

N X mr/no3a
JIOCTaBIAEMOH H03€e

o011ee KOJIWYECTBO B

. Z Mr
MEPBUYHON YIIaKOBKE

KOJMYECTBO Ha CIWHUILY
X mr/mi
o0beMa



O(I)TaJ'IBMOHOI‘I/I‘ICCKI/IC, YIIHBIC U HAa3aJIbHBIC JICKAPCTBCHHLIC IIPCTIapaThl

Kunkue nexapcTBEHHbIE OJHOMO30Bast KOMMYECTBO Ha EAWHMLY |
Mr/MIT

hopmbI MHOT0/I030Bas o0beMa

Msrkue JICKApCTBCHHBIC OAHO4030Bass KOJIMYECTBO Ha CAMHHUILY X /
Mr/t

(hopMBI (HampuMep, Ma3b)  MHOTO030Bast MAacChI

I OI[HOI[OSOB&?I IICpBUYHAA YIIAKOBKA COACPIKUT KOJIHUYCCTBO IIpCIiapara,

npeHa3HAuYCHHOE JIJIs TIOJTHOTO MJIM YaCTHYHOTO MpUMEHEeHHs 3a 1 mpuem. MHOroa030Bas
MEPBUYHAS YIAKOBKa COJCPKUT KOJIMYECTBO Iperapara, MPUTOJHOE JJIA JBYKPATHOTO U
0oJee 103UpPOBaAHUA.

2 KommyectBo (apmaneBTHuecKkol CyOCTaHIIMM WIIM JEUCTBYIOIIETO BEIIECTBA
COOTBETCTBEHHO.

3 Kpome ykazaHHbIX B Ta0iuile CrOCOOOB BBIpaXEHUS TO3UPOBKHU (KOHIIEHTPAIIUN),
JOMYCKAETCA MCIOJb30BaTh APYTHe MPUEMIIEMbIE €IMHULIBI U3MEPEHUS IJISI BBIPAKECHUS
JO3UPOBKH (KOHIIEHTPALIMH).

4 EanHoBpeMeHHOE BBEICHUE: IPUMEHEHUE BCEr0 KOJMYECTBA AEHCTBYIOUIETO BEIIECTBA,
COJIepIKallerocss B NEPBUYHON YNAKOBKE €IMHOBPEMEHHO B paMKax OJHOIO BBEJICHHS.
YacTtruHoe BBeICHHE: BBOAUMAS 7032 PACCUUTHIBAETCS B MHAMBUAYAJILHOM NOPAJKE (B MI/KT

Macchl Tena, B MF/Mz), a HEMCIOJb30BaHHAs YacTh JIEKAPCTBEHHOI'O Mpenapara yHUYTOXKAETCs

> Ecli B HAMMEHOBaHHHU JIEKapCTBEHHOI'0 Ipenapara J03UPOBKa YKa3bIBAETCs Kak
KOHIIEHTpAIisl Ha YMaKOBKE HEOOXOIMMO HYETKO yKa3zaThb oOIlee cojaepkaHhe B OO0IIeM
oobeme. Ecniu B HaMMEHOBaHMU JIEKAPCTBEHHOTO IMpenapara J03MpPOBKa YKa3bIBAETCS Kak
o01iee KOJMYECTBO ICHCTBYIOIIEro BellecTBa B IMEpBUYHONW ymakoBke. Ha ymakoBke
HEOOXO0JAMMO TakKe yKazaTh oOmMil o0beM uiiu obIiee cojaep:kaHue B 00IIeM oO0beme U
KOHIIEHTpaluio. Eciii B HanMeHOBaHUH JIEKApCTBEHHOTO TpernapaTa JO3UPOBKa YKa3bIBaeTCs
Kak o0miee KOJIMYECTBO B 00IIeM 00beMe Ha YIMAaKOBKE TakKXKe CIeAyeT YyKa3aTh
KOHIIEHTPALHUIO.

® TIpu Hanmaum oTaEnbHON PEKOMEHALNH B OTHOLICHHH 00beMa U pAaCTBOPEHHUS
JI03UPOBKY B KaUECTBE aJbTEPHATHBBI JOITYCKACTCS YKa3bIBaTh B BUJIE OOIIETr0 KOJNYCCTBA B
obmiemM oOveMe mociie pactBopenus "Z mr/Y mu'".

2.4. OcoOble cityyan yKa3aHus JO3UPOBKHU (KOHLIEHTPALIUH).

2.4.1. Insa nekapCTBEHHBIX IIPENApaToB I IPUEMa BHYTPb B MHOTOJI030BOH YIIAKOBKE,
JeKapcTBEHHas (opMa MPUMEHEHUs KOTOPBIX OTIMYAETCS OT MCXOAHOW JIEKapCTBEHHOM
dbopmbl (HampuMmep, TpeOyeTcs MpoBeJAeHHE NpeoOpa3oBaHus IMyTEM pPacTBOPEHUS,
pa3BeJieHHs ), TO3UPOBKA YKa3bIBAETCA JUIsl JIeKapcTBEHHOU popmbl mpumenenus. Hampumep,



"MOPOIIOK JIJIsl MPUTOTOBIICHUS CYCIICH3UU JIJIsl pueMa BHYTPh 4 Mr/Mia" — IpH OTCYTCTBHH
JO3UPYIOLIET0 YCTPOMCTBA, "MOPOLIOK AJI MPUTOTOBJIEHUS CYCIEH3UU ISl IPUEMa BHYTPh
20 Mr/5 mn" — IpU KOMIUIEKTAIIUHU JO3UPYIOIIUM YCTPOHCTBOM.

2.4.2. Insg paaunodapMalieBTHYECKUX JIEKAPCTBEHHBIX MPENapaToB yKa3bIBACTCs 00Iast
PaANOaKTUBHOCTH, BRIPAXKEHHAS PAIHOAKTUBHOCTHIO HyKHaa B Oekkepensx (I'bk, Mbk, kbk)
B €IWHUIIE J03bl (JJIsI JO3UPOBAHHBIX JIEKAPCTBEHHBIX (OPM) WU pPaAUOAKTHUBHAS
KOHIICHTpAaIs, BRIpaKEHHAs! PaJu0akTUBHOCTHIO Hykina B Oekkepensax (I'bk, Mbk, kbk) B
€AMHUIIE TIEPBUYHOMN YITAKOBKHU (11 HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX (DOPM).

2.4.3. Jlo3upoBKa (KOHLIEHTpAIUsI) HE YKa3bIBACTCS ISl CIAEIYIONMIMX JICKAPCTBEHHBIX
MpenapaTos:

B JIEKapCTBEHHOU opMe "Tra3 meauMHCKUi", "Maciao", "KuakocTs";
B BUJIe (paCOBAHHOTO JICKAPCTBEHHOTO CHIPhS M MPEAHA3HAYCHHBIX ISl TPUTOTOBIICHUS
BOJHBIX U3BJICYEHUN;
CJIOXHBIX COJIEBBIX PaCTBOPOB JJIs1 MH()Y3MOHHOTO BBE/ICHUS;
rOMEOIMATUYECKUX JIEKAPCTBEHHBIX MPENAPATOB;
MOJMBUTAMUHHBIX TpENapaToB U MpPEnapaToB, COACPKAIIUX MOTUBUTAMUHBI B
KOMOHWHAIIMY C MUHEPAIbHBIMUA KOMIIOHEHTAMU U JIPYTHUX.

2.4.5. Ha ynakoBke (3TUKETKE) KUJIKHX JIEKAPCTBEHHBIX MPENapaToB JJisi UHbEKIUH,
KpOME JIO3MPOBKH, YKA3bIBACTCS KOHIEHTpALUS ACUCTBYyrOIIEro BemectBa B 1 mir. s
COJIEPKUMOTO YIAKOBKM 00beMOM MeHee | Ml yKa3bIBaeTCsl CoJiepKaHue JIeWCTBYIOIIETO
BelecTBa B oOmeM oObeMe ymakoBKH, Hampumep, 12,5 mr/0,625 mn. B cmyuae ecnu
Ha3HAYCHHUE JIEKAPCTBEHHOI'O Mpemnapara 3aBUCUT OT €ro KOHUEHTPAIMW B MIPOIEHTAX,
JOIyCKaeTCsl BMECTE C HEW yKa3aTh COJIEpKaHUE ACHCTBYIOIIETr0 BEIECTBA B 001IeEM 00beMe
ynakoBkH, Hapumep, 1 % (100 mr/10 m).

[TPUJIOXKEHUE Ne 10

K TpeOoBaHUSIM K MHCTPYKIIMH TI0
MEIUIMHCKOMY IIPUMEHEHHUIO

JIEKapCTBEHHOTO Iperapara u o0mmei
XapaKTEePUCTHUKE JIEKAPCTBEHHOTO
npemnapara 1Jisi MEAULIMHCKOT O
OpHUMEHEHHUS

IITABJIOH
o0mIeii XxapaKTepHCTHKH JICKAPCTBEHHOT'O IIpenapara

Cuocka. [Ipunoxenne 10 B penakunu pemenus Copera EBpaznilckoil 53KOHOMUYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHud 30 KaJeHIapHBIX AHEU C
JaThl €r0 O(UIIUATIBHOTO OIMyOIMKOBAHUS).

B nacTosiem mabioHe, IPUMEHSIOTCS ClIEAYIONMe MpaBUiia UCTIONIb30BaHUsI CKOOOK:
{TekcT} — B MoJie MEXKJy CKOOKaMu BHOCHUTCS MH(pOpMaLMs MCXOJd U3 COCTaBa U
0COOEHHOCTEM JIEKapCTBEHHOTO Tpernapara;



<TeKCcT> — B M0JIe MEX]Iy CKOOKaMU TEKCT BbIOUpAeTCs WU YJAISAETCs U3 MPEAI0KEHHBIX
CTaHAAPTHBIX (POPMYIUPOBOK (BBIAEIEHBI KYPCHBOM) B 3aBHCHMOCTH OT JIEKAPCTBEHHOTO
npenapara (B TEKCTe OOIIeH XapaKTepUCTUKH JIEKapCTBEHHOI'O Ipernapara KypCUB He
PUMEHSIETCS).

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

< JlaHHBIN JT€KapCTBEHHBIN IpenapaT MOJIEKHUT JAOMOTHUTEIbHOMY MOHUTOPUHTY. JTO
MIO3BOJIUT OBICTPO BBIIBUTH HOBYIO MH(pOpMALMIO MO Oe3onacHocTu. Mbl oOpamaemcs K
CHEIUATICTaM CUCTEMBI 3JJpaBOOXPAHEHHUSI C IPOCKOOM COOOIIATh O JIOOBIX MOA03PEBAEMBIX
HEeXeNaTeNbHbIX peakuusax. [Topsanok cooOmenns o HexKeNlaTeabHbIX PEeaKIUIX IPeICTaBIeH
B pazjene 4.8.>.

<JlaHHBIN JIEKAPCTBEHHBIN MpENapar 3aperucTpUpOBaH I10 MPoLEaAype <perucTpaunus ¢
YCTaHOBJICHHEM JIOMOJHUTENbHBIX TPEOOBAHUN> <pEerUCTpalus B UCKIIOUUTEIbHBIX CIydasix
> <yCJIOBHasl PETUCTPAlUsS™> U IO HEMY OKHAAETCS NPEACTABICHHUE IJOTOJHUTEIbHBIX
naHHbIx>. <{HanMeHOBaHNE YIIOJHOMOYEHHOTO OpraHa rocyjapcrsa — wieHa EBpasuiickoro
SKOHOMUYECKOT0 COI03a}> OyJeT MPOBOJUTH €XKETOJHO AKCIEPTU3y HOBBIX CBEIECHHUU O
npenapare, a fanHast OXJI Oyaer 0OHOBIATHCS MO Mepe HEOOXOIUMOCTH>.

<JlaHHBIN JIEKAPCTBEHHBIW MPENAPAT 3aPETUCTPUPOBAH IO MPOLEAYPE PETUCTPALMU B
UCKIIIOUYUTENBHBIX CIy4YasX B CBS3U C <pEJIKUM 3a00JieBaHUEM™> <HAYYHBIMH COOOPAKEHUSAMHU
> <3TUYECKUMHU COOOPKEHUSIMI>, BCE HEOOXOIUMbIE CBEJICHUS O JIAHHOM JICKAPCTBEHHOM
npenapare noJiy4uTh HeBO3MOXXKHO. {HanMeHoBaHMe yIIOJHOMOYEHHOTO0 OpraHa rocyjapcra
— uyneHa EBpa3wiicKOoro »KOHOMHUYECKOTO COr03a} OyAeT MPOBOAUTH JKCIEPTHU3Y HOBBIX
CBEJICHUMN, KOTOPbIE MOTYT MOSIBIATHCA €xeroaHo, a nanHass OXJIII 6yner oOHOBISATHCA MO
Mepe HEOOXOIUMOCTH>.

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
{(ToproBoe) HauMeHOBaHuE, JO3UPOBKA, JIEKapCTBEHHAs hopma}

2. KAUECTBEHHbBIN Y KOJIMYECTBEHHBIN COCTAB

{HaumeHoBaHue NEUCTBYIOIIETO BElIECTBA (UM BEIIECTB)}

2.1. O6mee ormcanue (IIPUBOJAMTCS TOJILKO I IPEapaToB FeHHOMN TEPAIHH, KIIETOYHOU
TEpaNuy 1 IpernapaToB JJisi TKAaHEBON HHIKEHEPHH).

2.2. KagecTBEHHBIN B KONMIECCTBEHHEBIN COCTaB (IIPUBOJIUTCS TOJIBKO AJIA MpenapaToB

TCHHOU Tepanuu, KIIETOYHOW Tepariy 1 TpenapaToB JJis TKAaHEBOH HH)KEHEPHH).

<BemlecTBa, HAJTHIHE KOTOPhIX HAJO YIHTBIBATh B COCTABE JIEKAPCTBEHHOTO Ipernaparta: {
M1epevdHCIUTD BEI[eCTBA !>,

<[losHbII nIepedeHb BCIIOMOTaTeIbHBIX BELIECTB MIPUBE/EH B pazjeiie 6.1>.

3. IEKAPCTBEHHA S ®OPMA



<Jlunus paznoma (pucka) npeaHazHaueHa UCKIIOUUTENIHHO JIs pa3iaMbIBaHUs TaOJIETKU
C IIeJIbIO OOJIeTUEHUS TPOTJIATHIBAHMS, & HE I pa3/ieJICHUs] Ha paBHBIC JO3BL.>.

<Jlunwus paznoma (pucka) He MpeAHa3HAuCHA /IS pa3/IeJICHHs TaOIeTKH.>.

<TabneTKy MOXKHO pa3IeuTh Ha PABHBIC TO36I.>.

4. KIMHNYECKHNE JAHHBIE

4.1. [TokazaHus K NPUMEHEHUIO
<JlekapCTBEHHBII MpenapaT NPUMEHAETCSA HCKJIFOYUTEIbHO B JUATHOCTHYECKHX LETAX.>.
<{X} mokazaH K NPHUMEHEHHIO Yy <B3POCJbIX, HOBOPOXXJACHHbBIX, MJIaJCHIIEB, JCTEH,
1oapocTkoB B Bo3pacte {oT X no Y} <ier, mecsieB>.>.
4.2. Pexxum 103upoBaHuUs U CIOCO0 TPUMEHEHHUS
Pexum no3upoBanus
OcoOble TpynIbl MaluEeHTOB
Hetn
<<be3omnacHOCTb> <u> <ahpekTHBHOCTH> {X} y mereH B Bo3pacte {oT X no Y} <
MecAIeB, JeT> WIN y JIOObIX APYTUX 3HAYMMBIX MOJATPYII, HampuMep, MO Macce Tela,
IIOJIOBOM 3PEJIOCTH, IOy <Ha JAHHBIH MOMEHT> HE <yCTAHOBJICHBI>>,
</laHHBIE OTCYTCTBYIOT>.
<HUmeromuecs Ha CeroqHAIIHHUH AeHb JaHHbIe IPUBECHBI B pazaeie <4.8> <5.1> <5.2>,
OZIHAKO HEBO3MOXKHO J]aTh PEKOMEHAIIHH 110 PEXXUMY JO3HPOBAHHS ™.
<{X} He cimenyer Ha3Ha4aTh (IPUMEHATH) y JeTeH B Bo3pacte {0oT X a0 Y} <Juer,
mecs1eB> 100 UHbIE 3HAaUUMBbIE TTOKA3aTelNu, HapuMep, Macca Tela, myoepTaTHbIi BO3pacT,
MOJ B CBSA3H C PHCKOM, CBS3aHHBIM C OINACEHHEM(SAIMH) OTHOCHTEIbHO <0€30MacHOCTH> <
a¢peKTHBHOCTH>>.
<[Ilo nokazaHuaM {yka3aTb nokazanus} {X} y <zgereH, aerei B Bozpacte ot {oT X 10 Y}
<Me€CALEB, JIeT>> <HE IPHMCHACTCI>.
<{X} nporuBomnokazaH y jgetreii B Bo3pacte {oT X no Y} <uer, mecAleB> {npu
MokaszaHuu (MokazaHusx)...} (cm. pazzgen 4.3).>.
B oTHOmIeHNN TBEPABIX JIEKAPCTBEHHBIX (HOPM, GPUKCUPOBAHHOMN JO3UPOBKHU YKA3bIBACTCS

<{X} He cimenyer Ha3Ha4aTh (IPUMEHATH) y JeTeH B Bo3pacte {oT X no Y} <iJer,
MecsmeB™> WIH 'y JI00BIX APYTHX 3HAYUMBIX TOATPYIIN, HAIPUMED, TI0 Macce Tela, TOJI0BOM
3peNoCcTy, MOy <M1 AAaHHOH JIEKAPCTBEHHOH (YOPMBI> <B CBS3H C HEBO3MOXXHOCTHIO
obecrieynThs peKUM JJO3HPOBAHUS .
Croco6 mpuMeHeHHS
<MepsbI IPeTOCTOPOKHOCTH, MPHHAMAEMbIC MTepe] MPHMEHECHHEM MPEnapara Ui MpH
pabote ¢ HUM>



<HHCTpyKUHH 110 <[OPUT'OTOBJIEHHIO> <PACTBOPEHHIO> <...> JIGKAPCTBECHHOIO IIPENapara
repes IpUMEHEHHEM CM. B pasjeie <6.6> <p> <[2>>
4.3. ITpoTuBOINOKA3aHUS-
<[ unep4yBCTBUTEIBbHOCTh K {JICUCTBYIOLIEMY BEILIECTBY (ICUCTBYIOIIMM BEIIECTBAM)}
HJIH K JI0OOMY H3 BCIIOMOTATEJbHBIX BEIIECTB, MEPEYHCJICHHBIX B pasznene 6.1 <uan {
Ha3BaHHE OCTATOYHBIX MPOU3BOJICTBEHHBIX ITPUMeECEH | >.
4.4. OcoOble yKa3aHHsl U MEPbI PEJOCTOPOKHOCTH MPU IPUMEHEHUN
<BcriomorarejbHbIE BELECTBA™>
</letn>
4.5. B3aumojaeicTBUE C JIPYTrMMH JIEKAPCTBEHHBIMH Mpenapatamy U JIPyrue BUIBI
B3aUMOJICHCTBUA.
<HccraenoBaHusa B3aUMOJACHCTBHS HE MPOBOIUINUCE. ™.
<Oco0kle rpymnbl NaHEHTOB>
<Jletw>
<HcciaenoBaHua B3aUMOACHCTBHSA IIPOBEJAEHBI TOJIBKO Y B3POCJIBIX.>.
4.6. ®epTUIBLHOCTb, OEPEMEHHOCTD U JIAKTaIUs
<JKeHIIHHEI C JA€TOpOAHBIM IIOTCHIIHAJIOM~>
<KoHTpauenuus y My>X41H H KCHIIHH>
<J)KeHIHHBI ¢ TeTOPOJHBIM MOTEHIHAIOM (KOHTPALCIIIHA Y MY>KUHH H KCHIIIUH)>
<bepeMeHHOCTE>
<Jlaktauus>
<@epTHIIbHOCTH>
4.7. BnusHue Ha CIOCOOHOCTh YNPAaBIATh TPAHCIIOPTHBIMHU CPEICTBAaMU U pabOTaTh C
MEXaHU3MaMHU
<{ToproBoe HAMMEHOBaHUE} <HE OKA3bIBACT> <OKAa3bIBACT HECYIIECTBEHHOE BJIHAHUE™> <
OKa3bIBacT caaboe BIHIHHE™> <OKAa3bIBAeT YMEPEHHOE BIHAHHE™> <OKa3bIBAECT BBIPAKEHHOE
BJIMAHHE> Ha CIOCOOHOCTh YNpaBIATb TPAHCIOPTHBIMH CpPEJICTBAMH H paboTaTh C
MeXaHHU3MaMH.>.
<He npumeHHMO.>.
4.8. HexxenarenpHble peakiun
<Peszrome npopuiis 6e30macHOCTH>
<Tabau4HOE pe3roMe HexKeJIaTeJIbHbIX peakuii™> Hiu <Pe3roMe HexelaTe/IbHbIX peaKIuit

<OmnmcaHue OTAeJIbHBIX HEKEIaTeIbHBIX PEAKITHI>
<Oco0bIe rpymniTsl NafjHeHTOB>
</leTtu>
CooOuieHue o Moao3peBacMbIX HEXKEIATEIbHBIX PEAKIUAX
<BaxHO coo00IaTh O M0J03PEBAEMbIX HEXEIaTECIbHbIX PEAKLHAX I10CIE PErHCTPaluu
JIEKAPCTBEHHOTO Mpenapara ¢ Ieablo oOecrmedeHHus HEIPEPBIBHOTO MOHHTOPHHIA



cooTHomeHusd "moyib3a — pucK" JeKapCTBEHHOTO npenapara. MeIunuHCKUM pabOTHHKAM
peKoMeHayeTcsa c¢oo0marb O JIFOOBIX I0J03PEBAEMbIX HEKEJIaTeJbHbIX pPEaKIHIAX
JIEKAPCTBEHHOT'0 Mpernapara 4yepe3 HaI[HOHAJTIbHBIE CHCTEMbI COOOIICHHUSA O HEKEIATETbHBIX
peaknusax rocyaapcTB — 4ieHoB EBpa3uiickoro 5)KOHOMHIECKOTro COr03a.>.

4.9. Ilepeno3upoBka

<CuUMITOMBI>

<JleweHne>

</letn>

5. DPAPMAKOJIOTMUYECKHE CBOMCTBA

5.1. ®apmakoIMHAMHUYECKHE CBOMCTBA

dapmakoTeparneBTH4YeCKas Tpynmna; {rpymnmna}.

Kon ATX: <{xonu}>.

<{(ToproBoe) HaMMeHOBaHUe} ABJIIETCSI OHOAHATOroM (OHOII0JOOHBIM JIEKAPCTBEHHBIM
npenaparom).>

<MexaHHn3M JJeHCTBHSI>

<®apmakoguHaAMH4YECKHE 3(PPEKTHI>

<Kimaugeckas ((peKTHBHOCTb H 6€30MaCHOCTh>

</letn>

<YnoimHOMOYEHHbIE OpraHbl rOCyAapCTB — YiICHOB EBpa3uiickoro 3KOHOMHYECKOTO
coro3a 0CBOOOJHIIN JI€pXKAaTesd PErucTpaljHOHHOIO YJIOCTOBEPEHHS JIEKapCTBEHHOTO
npenapara oT O00SA3aHHOCTH TIPEACTABJIATH PE3YJAbTATHl HCCICAOBAHHH <{HaMMEHOBAHUWE
JIEKapCTBEHHOIO Tpernapara}> 1ubo Il BOCIPOU3BEICHHBIX JEKaPCTBEHHBIX MPENnapaToB <
pegepeHTHBIH JeKapCTBEHHBIH Npenapar, cojepkaluii {HauMEHOBaHHE JIEHCTBYIOIIETO
BEIllECTBA (JICMCTBYIOMMX BEIIECTB)}> BO BCEX MOATPYMNax AETeH MpH {COCTOSHUE,
COOTBETCTBYIOIIEE PEUICHUIO MO IUJIaHYy HCCIEIOBAHUS y JETEed MO YTBEPKIACHHOMY
MOKa3aHUIO K MPUMEHEHUIO }. (cM. pazaen 4.2 pazmen "Jletu").>;
<YnosHoMO4YEeHHBIE OpraHbl rocyaapCTB — YWICHOB EBpasHicKOro 3KOHOMHYECKOTO

cor03a OTJIOXHIH 00513aTe€JIbCTBO JIEPKATEJS PErHCTPALIHOHHOIO YAOCTOBEPEHHS
JIEKAPCTBEHHOI0 Mpernapara HpeCTaBasATh pe3yJbTaTbl HCCIe0BaHHH <{HauMEHOBaHUE
JIEKapCTBEHHOT0 mpenapara}> J1u00 Jjisi BOCIPOU3BEICHHbBIX JICKAPCTBEHHBIX MPEMapaToB <
pegepeHTHbIH JIeKapCTBEHHBIH Mpenapar, colep kaiuii {HauMeHOBaHUE JEHCTBYIOIIETO
BEIllECTBA (JIECMCTBYIOIIMX BEILIECTB)}> B OJHOH Hiu Oosiee moArpynnax jAeTed npu {
COCTOSIHME, COOTBETCTBYIOILIEE PEIICHUI0 MO0 IUIaHY MCCIEAO0BAaHUS y JIeTed 1o
YTBEPKIECHHOMY TTOKa3aHUIO K IPUMEHEHUIO0 }. (cM. pazaen 4.2 pazaen "Jletu").>.

5.2. ®apMaKOKHHETHYECKHE CBOMCTBA

<Abcoponuus>

<Pacnpenenenune>

<buotpaHcpopmarus>



<DJHMHHAIHI>
<JIuHeHHOCTh (HEJTMHEHHOCTb )>
<®apMaKOKHHETHIECKAA-(apMaKOJHHAMHICCKAS 3aBHCHMOCTD>
<Oco0kle rpymnibl NalHEHTOB>
</letn>
5.3. JlaHHBIC TOKIMHUYECKOM 0€30IacCHOCTH
<B JOKJIHMHHYECKHX JJAHHBIX, IIOJYYEHHBIX II0 PE3YJIbTATaM CTAHAAPTHBIX UCCIECAOBAHUHI
(apmaxonsoruieckod 0e30MacHOCTH, TOKCHYHOCTH IIPpH MHOTOKPAaTHOM BBCACHHH,
T€HOTOKCHYHOCTH, KaHI[EPOT€HHOI0 MOTEHLHAIa U PerpOJyKTHBHOH U OHTOT€HETHYECKOH
TOKCHYHOCTH, OCOOBIH BpeJT JIIA 1€I0BEKA HE BHISABICH™.
<B JOKIHHHYECKHX HCCJIENOBAHUAX HAOII0ATHCH S((YEKThI TOJIBKO MPH BO3ACHCTBUH
JIEKAPCTBEHHOTO MpPEenapara B J103aX, CYHIECTBEHHO MPEBOCXOMAIINX MAaKCHUMAJIBHBIC, YTO
SABJISETCA KIHHHIECKH HE3HAYHMBIM>.
<Umerotcs ciaelyrolue HeKeaaTeabHble peakiuu, He 0OHapyKeHHbIE B KIHHHYECKHX
HCCICOBAHHUSAX, HO BBIABJICHHBIC Y >KUBOTHBIX IPH BO3/ICHCTBHH JICKAPCTBEHHOIO MIPENAapaTa
B /103aX, CXOXHX C JJ03aMH, IPUMEHEHHBIMU B KJIUHHUYECKHUX HCCJIECAOBAHHUAX, YTO MOKET
HMETh KIIHHHYCCKYIO0 3HAYUMOCTb.>

6. DPAPMAITEBTUYECKUE CBOMCTBA

6.1. [lepedyenb BcrioMoraTeabHBIX BEIIECTB
<OTCyTCTBYIOT.>
6.2. HecoBmecTumocTh
<He npumeHumo.>
<B CBA3M C OTCYTCTBHEM HCCICIOBAHHH COBMECTHMOCTH, JAHHBIH JIEKapCTBECHHBIH
npenapar He cJeAyeT CMELINBATh C APYTUMH JIEKAPCTBEHHBIMH MPENapaTaMu>.
</laHHBIH JeKapCTBEHHbIH Mpenapatr HE CaAeJyeT CMEHIHBAaTh C JApPYTHMH
JIEKAPCTBEHHBIMH MPENapaTaMH, 34 HCKJIIOYEHUEM YKA3aHHBIX B pazjesne <6.6> <u> <[2>>.
6.3. Cpok rogHOCTH (CPOK XpaHEHUSI)
<...> <6 mecaneB> <...> <] rog> <18 mecaueB> <2 roga> <30 mecarneB> <3 roga> <...>.
<Xumnyeckas u ¢puzngeckas cTabuIbHOCTh TOTOBOT'O K MPUMEHEHHIO JIEKAPCTBEHHOI O
npenaparta noarep:xaeHa B reucHue X dacoB (aHeit) npu Y C.>;
<C MHKpOOHOJIOrHYECKOH TOYKH 3PEHHS, €CJIH METOJ BCKPBITHA (BOCCTAHOBJICHHA,
pas3BeicHHs) HE MNpensaTCTBYeT MHUKPOOHOH KOHTaMHHAIIUH, JIeKapCTBEHHBIH Mpenapar
MOUIEXKUT HEMEJIEHHOMY MPUMEHEHHIO.™;
<Ecau nexkapcTBeHHBIH Mpernapar HE BBEICH HEMEIJICHHO, XpaHEHHE TOTOBOTO K
MpUMEHEHHFO JIEKapCTBEHHOT0 Mpenapara u oOecrnedeHHe YCJIOBHH XpaHEHHS SBJACTCS
00513aHHOCTBIO M0JIb30BATENA.>, <...>
6.4. OcoOble MEPBI MPEAOCTOPOKHOCTH IIPU XPaHESHUH.



<VcioBusa xpaHeHHA Mo0cjie <BOCCTaHOBJICHHSI™> <pa30aBJIeHHS™> <[TIEPBOTO BCKPBITHI>
JIEKAPCTBEHHOIO IIPENapaTa cM. B pazaesie 6.3.>.
6.5. Xapaktep U colepkaHUE YNAaKOBKU <H cHelHaabHOE 000pyJOBaHHE JUISA
HCII0JI30BAHHUS, BBEJICHHS HJIH UMILUIAHTALIUH>
<He Bce pa3Mepsbl YIIaKOBOK MOTYT OBbITh JOCTYIIHBI JUIS PEaTH3alHH.>.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH MPU YTUIU3AIUU HCIOJIH30BAHHOTO
JIEKapCTBEHHOIO Mpenapara Wik OTXOA0B, OJIYYEHHBIX OCIIE IPUMEHEHNS JIEKAPCTBEHHOTO
rpernapara, u Apyrue MaHUIyJISIHAU C IPENapaToM

<IIpumeHeHHe y aeremn>
<Hert 0co0bIx TpeOOBaHHH <K YTHIH3AIHH>.>.
<Bech ocTaBIIHHCA JIEKAPCTBEHHBIH Npernapar U OTXOJbl CJIEAyeT YHHYTOXHUTh (
YTHJIH3HPOBATh) B YCTAHOBJICHHOM HOPSKE.>.
<Becp ocTaBIIHICSA JIEKAPCTBEHHBIH Npernapar U OTXOJbI CJIeAyeT YHHUYTOXHTh (
YTHJIH3UPOBATh) B COOTBETCTBHH C TPEOOBaHUAMH 3aKOHOJATEILCTBA TOCYAapCTB — YJIEHOB
EBpa3zuiickoro 5)kOHOMHYECKOTO COF3a.>.
<Oco0kble TpebOBaHHUS OTCYTCTBYIOT.™.

7. AEPXXATEJIb PETUCTPAITMOHHOI'O YIOCTOBEPEHUS

{Ha3Banue cTpanbl Ha si3bike u3aoxeHus Tekcra OXJII}
{HanMeHoBaHuUe epKkaTemss perucTPallMOHHOTO YAOCTOBEPEHUS |
{lOpunnueckuii (hakTueckuit) aapec}

<{Ten}>

<{Paxc}>

<{aapec EKTPOHHOUN MOUTHI }>

7.1. IIpencraBATENs ASPKATEII PETHCTPALIOHHOIO YAOCTOBEPECHUS
[IpeTen3uun noTpeduTENE HaNPaBIATh MO A/IPECY:

{Ha3Banue cTpansbi}.

{HaumeHnoBaHue nepxaresns perucTpaiuoOHHOTO YOCTOBEPEHUS | .
{FOpunnyeckuii (hakTHaecKuii) ampec}.

<{Ten}>.

<{axc}>.

<{ampec IEKTPOHHOM MOUTHI }>.

8. HOMEP (HOMEPA) PETTICTPAITMOHHOI'O YAOCTOBEPEHI <9. KATET'OPUA
OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

<JlekapCTBEHHBIN Mpenapar OTHOCUTCA K KaTeropuu OTiycka <0e3 peuenta> <mo
penenTy>, <B yCIOBHUAX JICUSOHO-MPOPUITAKTUICCKUAX YUPEIKICHU>.



<10. JOBUMETPUSA> (ecmu mpumerumo) 11. THCTPYKIINUU I10 ITPUTOTOBJIEHUIO
PAINOPAPMAIIEBTUYECKHUX ITPEITAPATOB> (3anomaseTcsa IpH HEOOXOAMMOCTH)

<Bech HEHCHOJB30BAaHHBIM JIEKAPCTBEHHBIM NpenapaTr WJIM OTXOAbl CIEIYET
YTWIA3UPOBATH B YCTAHOBJICHHOM IOPSIIKE.>.

<12. YCTAHOBJIEHUE ITOCPETUCTPAIIMIOHHBIX MEP> (ecim mprMeHmMO)

<JlaHHBIM JIEKAPCTBEHHBIM NpemnaparT 3aperucTpUpoOBAH C YCTAHOBIIEHUEM
JIOTIOJTHUTEJIBHBIX TPEOOBAaHUN M MO 3TOMY JIEKAPCTBEHHOMY Mpernapary OXKuJIaeTcs
Mpe/CTaBlIeHUE JOTOJHUTENBHBIX JIaHHBIX B TedeHue 1 roma. {HammenoBanme
YIOJIHOMOYEHHOTO OpraHa rocyJapctsa — wieHa EBpa3suiickoro sKOHOMHUYECKOro COI03a}
OyneT TNpOBOAWTH DJKCHEPTHU3Y HOBBIX CBEIACHHWM O TMpemapare, a IaHHas oOImas
XapaKTepUCTHKa JIEKApCTBEHHOTO Mpernapara OyAeT 0OHOBIIATHCS MO0 Mepe HEOOXOIUMOCTH.>.
<JlaHHBIN JIEKAPCTBEHHBIN MpenapaT 3aperucCTpUPOBaH 110 NPOLEAype "PETUCTPALUU B
UCKJIIOUMTENbHBIX ciydasx" B CBS3M C <pelIKkuMm 3abosieBaHMEM™> <HAyYHBIMU
COOOpaKEHUSIMU> <ATUYECKUMU COOOPAKEHUSIMI™>, BCE HEOOXOJMMbIC CBEICHUSI 00 3TOM
JIEKapCTBEHHOM TIperapare MOJy4YUTh HEBO3MOXKHO. {HamMeHOBaHHE YMOJIHOMOYEHHOTO
opraHa rocyJapctsa — wieHa EBpa3suiicKoro 3KOHOMHYECKOr0 cO3a} OyJIeT MPOBOJMUTH
€XKETOHO IKCIIEPTU3Y HOBBIX CBEJICHUI, a JaHHAs O0Ias XapaKTePUCTUKA JIEKAPCTBEHHOTO
npenapara 0yJ1eT OOHOBISATHCS MO MEpe HEOOXOAUMOCTH.>.
<JlaHHBI{ JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO Hpoueaype 'ycaoBHOM
peructpanuu’, U MO 3TOMY JEKAPCTBEHHOMY IIPENapary OXHUIAETCS IpPEICTABICHUE
JOTIOJIHUTEIIbHBIX JaHHbIX. {HauMeHOoBaHUE yIOJIHOMOYEHHOIO OpraHa rocy/1apcTBa — 4JieHa
EBpasuiickoro s5KOHOMHYECKOTO COr03a} OyJeT MPOBOJUTH €KETOJHO AKCIEPTU3y HOBBIX
CBEJICHUH O Ipemnapare, a JaHHas 00111as XapaKTepUCTUKA JIEKApCTBEHHOIO MpernapaTa 0yier
OOHOBJIATHCA MO MEPE HEOOXOAUMOCTH.>.
<PedepeHTHbIN JEKapCTBEHHBIN Mpenapart, CoAepKallluid {HauMEeHOBaHUE IEMCTBYIOIIETO
BEIECTBA (ICUCTBYIONIMX BEMIECTB)}>, OBUT 3apErUCTPUPOBAH MO MPOIEAYpe "perucTpanuu
B HUCKJIIOUMTEIBHBIX ciaydasx" B CBSI3M ¢ <peAkuM 3a0ojieBaHHEM> <Hay4YHBIMU
COO00paKEHUSIMU> <ATUYECKUMH COOOpPaKCHUSAMHU>, BCE€ HEOOXOJUMBIEC CBEACHUS O
pedepeHTHOM JIeKapCTBEHHOM IIpenapare MOJYyYuTh HEBO3MOXHO. {HammeHnoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyJapctBa — wieHa EBpa3suiickoro sKOHOMHUYECKOr0 COI03a}
OyZeT MPOBOAUTH IKCIIEPTU3Y HOBBIX CBEJICHU, KOTOPHIE MOTYT TOSBISTHCS €XKETOAHO, a
nanHass OXIJIII Oyner OOHOBISATHCS TO Mepe HEOOXOJAUMOCTH B COOTBETCTBUU C
oononenusimu OXJIII pedepentroro npenapara>
B xonue OXJIII nomyckaeTcst ucnoip3oBaHue cieayromieit GopmynupoBku: "O6mias
XapaKTEepUCTHUKA JIEKAPCTBEHHOIO Mpernapara {TOProBoe HAMMEHOBAHKE } TOCTYITHA B €IMHOM



peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zmiicKoro 3KOHOMHYECKOTO
COI03a ¥ Ha O(PUIMATIBLHOM CalT€ YNMOJHOMOYEHHOI'O OpraHa (3KCHEpTHOW OpraHu3aluu) {

CalT yIOJTHOMOYEHHOTO OpraHa (CaiuT opranu3anuu)}".

MMPHUJIOXKEHME Ne 11
k TpeboBaHUSIM K HHCTPYKIHH T10
MEJIUIIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapaTa u oouiei
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Juisi MEJUIITHCKOTO
MPUMCHEHHS

IMTOPAOOK
3a0JIHEHM Ma0I0Ha 00ImIel XapaKTepHCTHKH JIEKapCTBEHHOTO IIpemapaTa

Cuocka. [Ipunoxenue 11 B pegakunu pemenuss CoBera EBpazuiickol 3JKOHOMUYECKON
komuccuu ot 21.02.2025 Ne 18 (Bctymaer B cuiny no uctedueHur 30 KajgeHJIapHBIX JHEH ¢
JaThl €ro O(PUIHUATIBHOTO OIMYOIMKOBAHUS).

Hcnonb3oBanrne KOMOMHUPOBAHHBIX OOIIMX XapAaKTEPUCTHUK JIEKAPCTBEHHBIX MIPEMapaToB,
COCTaBJICHHBIX Ha Bcex s3blkax (manee — OXJIID) anst pa3snuuHbIX AO3UPOBOK TOHM Ke
JIEKapCTBEHHOM (hOpMBbI 000CHOBAHO (JIJ1s1 IKCIIEPTU3bI U MOCIEAYIOIMIETO MPUHATHS PEIICHUS)
B Tex caydasx, ecin OXJIII noiHOCThIO UIEHTUYHBI, 32 UCKIIOYEHUEM HEOOJBIIOro yucia
cnenuUYHBIX U T03UPOBOK cBeleHuU. Ecnu moka3aHus K NPUMEHEHHIO IS pasHbIX
no3upoBok He coBnaaaroT, OXJIII komOuHUpoBaTh He nomyckaercs. Ilpu ucnonbzoBaHuM
koMmOuHUpOoBaHHBIX OXJIIT HE0OX0UMO HCIIOIB30BaTh TOJBKO EPBUUHYIO JICKAPCTBEHHYIO
dbopmy, HarpuMmep, BO3MOKHO KOMOMHUpOBaHUE "pacTBOp JUisl MHBEKLIMHA BO (uiakoHe" u "
pacTBOp ISl MHBEKIMH B IpEaBapUTENbHO 3amojiHeHHOM wmmpuie". [lpu ycnosBuun
BBITIOJTHEHUS BBIIIENIEPEYUCIICHHBIX YCIOBUH o0OOcHOBaHMe He Tpedyercs. [lpaBunia
COCTAaBJICHUS €QUHBIX JUCTKOB-BKIaapimend u OXJIII Ha pa3Hble NO3UPOBKU M3JIOKEHBI B
npuwioxkeHun Ne 8 Kk TpeOOBaHMSAM K HMHCTPYKUUMU O MEIUIMHCKOMY TNPUMEHEHUIO
JEKapCTBEHHOIO MpemnapaTa M o0IIell XapaKTepHCTHKE JEKApCTBEHHOTO Ipemnapara s
MEIULMHCKOTO TpPUMEHEHHS, yTBEpkKIeHHbIM Pemenuem CoBeTa eBpa3uiicKoit
AKOHOMMYECKON KoMuccuu ot 3 Hosiopst 2016 r. Ne 88 (nanee — TpeboBaHuUs ).

Ecnu pa3nuuHble TO3UPOBKU HE YJIOBJETBOPSIOT BBILICONUCAHHBIM KpPUTEPUAM (
HarpuMep, MpU pa3iMuMsIX B MOKA3aHUSAX K MPUMEHEHUIO JUISl Pa3JIUYHBIX JO3UPOBOK),
3asBuTenu Bupase npexncraButb OXJIII Ha pasnuunbie no3upoBku B Buae equnon OXJIII
TOJBKO JUISL TeJield SKCIEepPTHU3bl, yKa3blBas 3arjaBHbIMU OyKBaMH JIO3UPOBKY WU
JIEKapCTBEHHYIO ()OpMY, B OTHOLIEHUU KOTOPOU CYIIECTBYIOT aJIbTEPHATUBHBIE TEKCTOBBIE
aneMeHTbl. OHAKO AJIs KaXKJ10M JO3UPOBKH M JIEKAPCTBEHHON (POPMBI 3asBUTENb JOJIKEH
npeactaBuTh otaenbuyo OXJII, conepxkaniyro cBeeHust 000 BCeX BO3MOXKHBIX BapUaHTaxX
COEPKUMOTO YIIAKOBKHM, OTHOCAIIMXCS K PACCMATPUBAEMOW JO3UPOBKE U JIEKAPCTBEHHOU

dbopwme.



CrangapTHble GOpMYIMPOBKU NPUBEACHBI B I1a0JI0HE, TPETyCMOTPEHHOM IPUIIOKEHUEM
Ne 10 x TpeGoBaHUAM, KOTOpPBIE CAEAYET UCIOJIb30BaTh B KAXKJIOM OTAEIbHOM ciiydae. Eciu
3asBUTEIb BBIHYXICH OTKJIOHUTHCS OT CTaHJAAPTHBIX (DOPMYIHPOBOK C LIENBIO0 YUeTa 0COOBIX
TpeOOBaHUMN, OTHOCSIIMXCS K JIEKAPCTBEHHOMY IIpenapary, ajdbTepHATHUBHBIC WM
JOTIOJIHUTENbHBIE (POPMYITUPOBKH OyIyT paCCMOTPEHBI HA HHIUBUAYaTbHON OCHOBE.

B cayuae ecnu crangapTHele (OpMyIUpPOBKM coryiacHo mnpuioxkeHuto Ne 10 k
TpeOOBaHUSAM HE HYXKJAIOTCS B MOSACHEHUSX WM PEKOMEHAAIMUAX 110 3aIOJHEHUI0, TO 3TOT
paznen mabnona OXJIII mpomnyckaercs B HactoseM [lopsike.

TonbKo A5 IEKapCTBEHHBIX MPENnapaToB, TPEOYIOUUX AOMOIHUTEIBHOIO MOHUTOPUHTA
0€30MacHOCTH, YEPHBIH CUMBOJ U (GOPMYIHPOBKH K HEMY JOJDKHBI pa3MEIIaThbCsi TOJIBKO
nepen pazaenom 1 OXJII. YepHblit cUMBOJ TOMKEH MPEACTABIATh COOOM mepeBEepHYTHIN
PaBHOCTOPOHHHI TPEYroJbHUK YEPHOTO I[BETA: pa3MEp CHMBOJIA JOJDKEH OBITh
IPONMOPLUOHAIBHBIM pa3Mepy WpudTa CIEAYIIIEro 3a HUM TUIIOBOIO TEKCTa, a
MUHHMMaJbHasg JUIMHA Ka)KJIOH CTOPOHBI TPEYroJIbHUKA JOJDKHA COCTaBIATH 5 MM. [lns
HOATOTOBKM MPUIIOKEHUW ¢ HUH(POpMaLMEel o JIeKapCTBEHHOM Mpenapare MOKHO
MCITI0JIb30BaTh YEPHBII TPEYTOJIbHUK, IPEACTABICHHBIN B JAHHOM I1a0JIOHE.

< JlaHHBII JIEKapCTBEHHBIH NPENapar MOoIEKHUT JONOJTHATEIBHOMY MOHHTOPHHTY. OTO
MO3BOJIUT OBICTPO BBIABHTH HOBYIO HH(pOpMaluio mno 6e3omnacHoctH. Mbl obpaijaemcsa K
CHELHAJIHCTaM CHCTEMBI 3/IpaBOOXPaHEHHS C IIPOChOOI co00IaTh O JIFOOBIX MOJ03PEBAEMBIX
HexesnareJbHbIX peakuusax. I1opsangok cooOLEeHH 0 HexKenaTe/IbHbIX PEAKLHAX IPEJACTaBIEeH
B pazzeine 4.8.>.

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPETIAPATA

[IpaBuiia ykazanusi JO3UPOBOK MPUBEICHBI B MpUI1okKeHUU Ne 9 Kk TpeOOBaHUSAM.

{(ToproBoe) HauMeHOBaHuUE, JO3UPOBKA, JIEKAPCTBEHHAs (hopMa }

™
B nacrosiiemM paszaene u gainee CUMBOJIBI "®", """ Kk TeKcTy He J00aBiAIOTCSA, ciaoBa

TabneTku" U "Karcynbsl" ynoTpeOastoTcs BO MHOKECTBEHHOM YHUCIIE.
2. KAYUECTBEHHBII ¥ KOJIMYECTBEHHELI COCTAB

VYka3bIBaloTCs HAUMEHOBAHUS JICUCTBYIOIIETO BEIIECTBA (JIEUCTBYIOMIMX BEIIESCTB) HA
sa3bIKe, Ha KoTopoM coctaBieHa OXJIIIL.

JI11s1 BBICOKOTEXHOJIOTUYHBIX JICKAPCTBEHHBIX MPENAPaTOB, €CIM BHICOKOTEXHOJOTUYHBIN
JIEKApCTBCHHBIM Tpenapar COJEPXKUT KJIETKHM WM TKaHW, HEOOXOIWMO MPEICTaBUTH
NoJIPOOHOE OMUCAHME ITHX KJIETOK WM TKaHEW M MX KOHKPETHOE MPOUCXOXKIACHHUE, B TOM
YUCJI€ BUABI )KUBOTHBIX B CIy4asiX UX HEYEIOBEUECKOrO MPOUCXO0XAEHUs. B 3TOM ciiydae B
HACTOSIIEM pa3Jelie CIEAYET BBIICINUTh Pa3aeibl:

<2.1. O0mee ommcamue> I[IpUBOAUTCS TOJBKO I BBICOKOTECXHOJOTHYHBIX
JIEKapCTBEHHBIX IIPEIAPATOB.



<2.2. KadeCcTBeHHBI# M KOJMYECTBEHHBIH COCTaB> [IpuBOAMTCA TONBKO s
BBICOKOTCXHOJIOTHMYHBIX JICKAPCTBCHHBIX IIPCIIapaTOB.
KpOMe TOI'0, B OTHOIICHHUHU BBICOKOTCXHOJJIOI'MYHLBIX JICKAPCTBCHHBIX IIPCIIAPATOB IIPHU
H€O6XO}]I/IMOCTI/I MOT'YT IPUBOJUTHCA ITOACHUTCIIBHBIC I/1306pa)I<€HI/I$I.
<BemecTBa, HAJIMYUE KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBECHHOIO MPEIApara:>.
<IlosHbIH nepedeHb BCIIOMOTaTeIbHbIX BEIIECTB MIPUBEICH B pazjesie 6.1.>.

3. JEKAPCTBEHHA S ®OPMA

<JIunusg paznoma (pucka) nperHa3HaYeHa UCKIIOUUTEIBHO ISl Pa3jiaMbIBaHUS C IIEJIbIO
oOJieryeHus nporiaTblBaHus, a He JUIsl pa3/ieJICeHUs] Ha paBHbIE JO3bI.>.

<Jlunusg paznoma (pucka) He IpeTHa3HAYCHA JIJIS pa3/AelIeHUs Ta0IeTKU. >,

<TabneTKy MOXHO pa3/ieUuTh Ha paBHbBIE JO3bL.>.

4. KINHUYECKHUE TAHHBIE

4.1. ITokazaHusi K TPUMEHEHUIO
VYKkazaTh, eciu 3TO HeoOXoaumo: <JlekapCTBEHHBIH mnpenapar HPHMEHAETCA
HCKJTIOYUTEIBHO B JUATHOCTHYECKHUX IEISIX.>.
<{X} mnokazaH K NPHUMEHEHHIO y <B3POCJbIX, HOBOPOXXJACHHbBIX, MJIaJCHIICB, JCTEH,
MoapOCTKOB, B Bo3pacte {0T X no Y} <uer, MecAaieB>.>.
4.2. PexxuM A03UpOBaHUS U CIIOCOO MPUMEHEHUS
Pexum no3upoBanus
Oco0bie TpynIbl NaIMEHTOB
JlomomHUTENBHBIE 3ar0JI0BKH, Takue Kak "Jluia moxkuiaoro Bo3pacta’ win "llaiueHTsl ¢
MOYEYHOM HEJIOCTATOYHOCTHIO" BKIIIOYAIOTCS MPU HEOOXOIUMOCTH.
Hetn
<<be3omnacHOCTb> <u> <ahpekTHBHOCTH> {X} y mered B Bo3pacte {oT X no Y} <
MecAleB, JeT> WIN y JIOO0bIX APYTUX 3HAYMMBIX MOJATPYII, HAmpuMep, MO Macce Tela,
IIOJIOBOM 3PEJIOCTH, IOy <Ha JAHHBIH MOMEHT> HE <yCTAHOBJICHBI>>,
Heo6xoaumo Takxe 100aBUTh OJTHO U3 CJICIYIOIINX BhIPAXKEHUMN:
</laHHBIE OTCYTCTBYIOT>.
<HUmeromuecss Ha CeroqHALIHUH AC€Hb JaHHbIe IPUBEJIEHBI B pazaeie <4.8> <5.1> <5.2>,
OZIHAKO HEBO3MOXKHO /]aTh PEKOMEHIAIIHH 110 PeXXUMY JO03UPOBAHUS ™.
<{X} He cienyer Ha3Ha4aTh AeTAM B Bo3pacte {0oT X n0 Y} <uer, MecAreB> Ui y
JOOBIX JPYTUX 3HAYMMBIX TOATPYII, HAPUMEDP, MO Macce Telia, MOJOBOM 3PesIOCTH, MOy B
CBSA3H C ONACEHUEM(SIMH) OTHOCHTEIbHO <0Oe30macHOCTH> <a¢pexruBHocTH>>. [Ipn s3TOM
MPUYUHBI JOJKHBI YKa3bIBATHCS C MEPEKPECTHBIMU CChUIKAMU Ha Pa3liesibl C MOJPOOHBIM
JTaHHBIMU (HarpuMmep, pazaen 4.8 wim 5.1).



<Ilo nokazaxuro {yka3aTh nokazanue)} {X} y <gerer> <aerei B Bozpacte or {oT X 10 Y
} <mecsie, jjeT>> WK y THOOBIX APYTHX 3HAYUMBIX TOATPYII, HAIPUMED, TI0 Macce Tea,
MIOJIOBOM 3PEJIOCTH, IOy <HE MPHMEHAETCS ™.

<{X} mporuBonokazaH y aerei B Bo3pacte {0oT X 10 Y} </1er, MecsIeB> Ui y JII0ObIX
JIPYTUX 3HAYMMBIX TOJATPYIIN, HAPUMEp, IO Macce Telia, TOJIOBOM 3pEoCTH, MOy {IpHu
nokazaHuu (MOKa3aHusIX)...} yKa3aTh Moka3zaHue (moxkazanusi) (cm. pazaern 4.3)>.

B oTHOMICHNY TBEPABIX JIEKAPCTBEHHBIX (hOPM, GUKCHPOBAHHOMN JO3UPOBKHU YKA3HIBACTCS

<{X} He cirenyer Ha3HayaTh (IPUMEHATH) y JAeTeH B Bo3pacte {oT X a0 Y} <Jer,
MecAIeB> WIN y T00bIX IPYTUX 3HAYUMMBIX MOATPYIII, HAIPUMEP, IO MAcCe TeJia, MOJIOBOM
3peNoCcTU, MOy <M1 AAaHHOH JIEKapCTBEHHOH (QOpMbI> <B CBA3H C HEBO3MOXHOCTHIO
00eceduTh PEKUM JO3UPOBAHUS>.

Crnioco0 nmpumeHeHus

<MepbI NpeaoCTOPOKHOCTH, IPUHUMAEMbIE TIEPE]] IPUMEHEHHEM MPENapaTa Uil MpH
pabote ¢ HUM>
[IpuBoasiTCS ykazaHusl MO MPABUIBHOMY NMPUMEHEHUIO JICKAPCTBEHHOTO Mpernapara
METUIIUHCKUMH pa0OOTHUKAMU WM MTAIIUEHTOM.

B nuctke-Bkiaaplie npu HEOOXOIUMOCTH TIPUBOATCS JTOMOJIHUTEIbHBIE CTIeI[UaIbHbIE
PEKOMEH/IalluK [0 MPUMEHEHUIO JIEKAPCTBEHHOr0 Mpemnapara (B clydyae HHTaJISTOPOB),
CaMOCTOSATENLHOTO MOJKOHOTO BBEICHUSI JIEKAPCTBEHHOTO Mpenapara NaueHToM, a Takke
MOSICHUTENIbHBIE PUCYHKH (/1711 BBICOKOTEXHOJOTUYHBIX JICKAPCTBEHHBIX MTPENApaToB).

<UHCTpYKIIHH 1O <[PHUTOTOBJICHHUIO> <pacTBOPEHHI0> <...> JICKAPCTBEHHOI'0 MPENapara
nepeJ NpUMEHEHHEM CM. B pazjeiie <6.6> <u>paszaeie <12>.>

4.3. IIpoTuBOMOKa3aHUA

<I'unepuyBCTBUTEIBLHOCTh K {JACHCTBYIOIIEMY BEIIECTBY (ACHCTBYIOIIUM BelleCTBaM)}
WU K JIFOOOMY W3 BCIIOMOTATENIbHBIX BEIECTB, MEPEUMCICHHBIX B pazaene 6.1 <wmm {
Ha3BaHME OCTATOYHBIX MPOU3BOJICTBEHHBIX MIPUMECEH }>.>.

4.4. OcobbIe yka3aHHS U MEPHI IPEIOCTOPOKHOCTH IIPH IPUMEHEHHH

I[OJ'I}KHBI OBITH BKIIFOUCHBI Impu H€O6XO,Z[I/IMOCTI/I, AJI VIIPOIICHUS ITOUCKaA I/IH(i)OpMaHI/II/I

3arojoBku (Hampumep, "BuusHue Ha ceponoruueckue Tecthl", "lleueHouHas
HegocTaTouHocTh", "Y mnHenue uatepsaia QT", "BemoMorarensHbie BerecTsa").
</letw>

4.5. BzamMoaencTBHe C IPYTMMH JIEKaPCTBECHHBIMH IIpeNapaTaMy U ApyTye BUABI B3aHMOACHCTBUA

<HccnenoBaHus B3aMMOJIEUCTBUS HE IPOBOAMIIUCH.>.
<Oco0bI€ TpyMIbl TAIUEHTOB>



<Jletn>

<HccnenoBaHus B3aMMOJIEUCTBUSA IPOBEACHBI TOJIBKO Y B3POCIIBIX.>.
4.6. ®epTHILHOCTD, GEPEMEHHOCTD H JIAKTAIAA

CranpapTHbeie (QOPMYJIUPOBKU, HCHOJIb3yeMbIE IS OMUCAHUS TPUMEHEHUS
JIEKapCTBEHHOIO TIpernaparta rpyu 0epeMEeHHOCTH U JIAKTAIIUU MPUBOSATCS B PUIoKeHUH Ne 5
K TpeOOBaHUSIM.

JlonomHUTENBHBIE 3arOJIOBKH, TaKUE KaK ' JKEHIIUHBI ¢ JETOPOJHBIM MOTECHIMAIOM", "

KonTtpanenius y My>X4rH | KSHIIUH", BKJIIOUYAIOTCS ITPH HEOOXOTUMOCTH.

<)KeHHHHEI C JeTOpOAHBIM IIOTCHI[HAIOM~>

<KoHTpauenuus y My>X4HH H XE€HIIHH>

<J)KeHIHHBI C TeTOPOJHBIM ITOTEHI[HAJIOM (KOHTPAI[CIIIHA Y MY>XUHH H KCHIIIHH)>

<bepeMeHHOCTH>

<Jlakranus>

<®epTHIIFHOCTH>

4.7. Brmaane Ha CIOCOOHOCTD YIPABJIATh TPAHCIIOPTHRIME CPEICTBaMH B paboTaTh C
MeXaHH3MaMHI

<{ToproBoe HaMMEHOBaHHE | <HE OKa3bIBACT> <OKa3bIBACT HECYIIIECTBEHHOE BIUSHNE™> <
OKa3bIBAET cliaboe BIUSHUE™> <OKa3bIBAET YMEPEHHOE BIIUSAHHE™> <OKa3bIBAE€T BBHIPAKEHHOE
BIUSIHUE™> HA CIOCOOHOCTHh YIPAaBISTh TPAHCIOPTHBIMU CPEACTBAMU M paboOTaTh C
MexaHnuzMamu.>. [Ipu HeoOXoaUMOCTH cienyeT onucatb 3QPEKT BIUSHUA.

<He npumeHnmo.>.

4.8. HexxenaTenbHBIC peaKkyy

VYcioBHbIe 0003HAUEHUS YAaCTOTHI HEXKEJNATENbHBIX pPEaKIMid M KiacCU(pUKaLUs
HEXEJaTeIbHBIX PEAKIUA B COOTBETCTBHU C CHUCTEMHO-OpraHHbIMU kiaccamu MedDRA
U3JI0KEHBI B TpUIIokKeHUU Ne 4 Kk TpeOOBaHUSIM.

CoOTBETCTBYIOIINE MO/3aTOJIOBKH JIOJKHBI UCIIOIB30BATHCS JUIsl OOJErYeHHs] TTOMCKA
HH(pOpMAITUU O HEXENATSIHbHON peakIuu U sl KaKJA0M COOTBETCTBYIOIIEH 0COOO0M IpyIIIbI
nomyisuuu, Hampumep: "Pesrome mnpoduns OesomacHoctu", "Tabmuunoe pe3rome
HEXeJaTeNbHbIX peakiuil”, "Pe3tome HexenarenbHbIX peakuui', "Onucanue OTAEIbHBIX
HEXeJaTeNbHBIX peakuui" (Takxke pa3fesl MOXKeT ObITh O3arjiaBjieH Ha3BaHUEM
COOTBETCTBYIOIIIEH HEXeNaTeIbHON peakiun), "Ocobble Tpynbl MalueHToB" .

</lern>

Hacrosimuit pa3nen gomkeH ObITh UCIIONB30BaH JIJIsl BCEX JIGKAPCTBEHHBIX MIPETApaToB.
B KoHI1IE HACTOSAIIEro pa3Aea TOMKEH pacloIaraTbCsl CIEIYOMINM 3ar0JIOBOK pas3zena.
CooO1ieHue o moj03peBacMbIX HEKEIATETLHBIX PEAKIIUIX



<Ba)xHO c000IIaTh O MOA03PEBAEMbIX HEKEJIATETbHBIX PEAKIHAX MOCE PETHCTPALIHH
JIEKAPCTBEHHOr0 IMpenapara ¢ HeJblo 00ecrnedeHus HEeNpePbIBHOIO MOHHTOPHHTA
cooTHomeHHud "Mmoyib3a — puck" JeKapCTBEHHOTO mpenapatra. MeaunuHCKUM paObOTHHKAM
peKoMeHyeTcs coobIarh O JIOBIX M0J03PEBAEMbIX HEKEIaTEIbHBIX PEaKIHAX
JIEKAPCTBEHHOI'O MpeNapara 4epe3 HalJHOHAJIbHbIE CHCTEMbI COOOLICHHUA O HEXEJIATEJIbHBIX
PpeaKkLuax rocyaapcTB — 4wi€HoB EBpa3uiickoro 5JKOHOMH4YECKOIro cor03a.>.

B ony6nukoBanno#t Bepcuu yrBepxkaeHHbIXx OXJIIT ¢ nundopmanueit o iekapcTBEHHOM
npernapare yKas3blBalOTCA (aKTUYECKUE TMOJPOOHBIE JaHHBIE CHCTEMBI COOOIICHUS O
HEXeJaTeNbHbIX PEaKIUAX JIEKAPCTBEHHBIX MPENapaToB COOTBETCTBYIOIIETO TOCYyAapCTBa —
ywieHa EBpa3uiicKOro 3KOHOMHMYECKOTO CO03a (COOTBETCTBYIOIIMX I'OCYJApPCTB — YICHOB
EBpazuiickoro 3kOHOMUYECKOI'0 COI03a) B CIEAYIOIIEM BHUJIE:

<T'ocynapctBo — wieH EBpa3uiickoro 3KOHOMHMYECKOIO COr03a>

<YTOJTHOMOYECHHBI OpraH (YIOJIHOMOYEHHAs OpraHW3alWs) TocymapcTBa — uieHa EBpaswmiickoro
3KOHOMHUYECKOTO COI03a>

<Apnpec: UHIEKC, TOPOJ, YJIMLA, HOMEp 30aHUs>

<Tenehon>

<®dakc>

<DneKkTpoHHas mo4Ta>

<CaiiT B MH()OPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOW ceTH "MHTepHeT "™

JIMHrBUCTUYECKHE KOPPEKTUPOBKU B 3aBUCUMOCTH OT IPaMMATHUYECKUX IPABUII
rocyagapCTBCHHEIX A3BIKOB IroCcyaapCTB — YJICHOB EBp&SHﬁCKOFO 9KOHOMHYECKOI'0O COr03a
BHOCSITCS TTPU HEOOXOIMMOCTH.

4.9. Tlepeno3upoBKa

[Ipy HEOOXOAMMOCTH IIPUBOIATCS JIOIIOTHUTEIBHEIE 3ar0J0BKH, Takue Kak "CHMITOMBI"
win "Jleuenue" ("TakTrka ycTpaHeHHUS] CHMIITOMOB TIEPEI03UPOBKU").
</letw>

5. DPAPMAKOJIOTUYECKHE CBOMCTBA 5.1. ®apMakoMHAMIIECKHE CBOHCTBA

dapmakoTepaneBTHUECKas rpynna: {rpynmnaj.

Kon ATX: <{xon}>

Jlns1 mekapCTBEHHOTO Tpernapara, 3aperucTpUpPOBAHHOrO Kak OroaHanor (0nonogo0HbIN
JIEKapCTBEHHBIN Mpernapart), He00X0UMO BKIIOYUTH CIEIYIONTUE CBEICHUS:

<{(ToproBoe) Ha3BaHue} ABIICTCI OHOAHATOroM (OHOMOAOOHBIM JI€KAPCTBEHHBIM
npenapaTom).>.
JlonmyckaeTcsi MCIOJb30BaHUE TMpeACTaBieHne HHGOPMAIMU O KIMHUYECKOU

s PexTUBHOCTU U Oe30MacHOCTU B (hopMe TaOJIHII.

<MexaHu3M JeHCTBUI>

<®apmakoauHaAMHYECKHE 3(PPEKTHI>

<Kimaugeckas (p(peKTHBHOCTb H O6€30MaCHOCTb>



</letn>
Ecin ynnoniHoMo4YeHHbBIE OpraHbl rocy1apCcTB — YWICHOB EBpa3uiicKoro 3KOHOMHYECKOTO
coro3a OCBOOOJHIH JepXKaTesss PETHCTPAIJHOHHOTO YJIOCTOBEPEHHS JIeKapCTBEHHOTO
npenapara oT HeOOXOJUMOCTH KJIHHHYECKHX HUCCICAOBAHHH B MEIHATPHYECKOH MOIMYJIAIHH
HJTH OTJIOXKHIIH HX, HEOOXOIHMO YKa3aTh CISAYFOIIee:
a) Ip1 OCBOOOXKIEHUH OT HEOOXOIMMOCTH MPOBEJACHUS KIMHUYECKUX MCCIIEI0BAaHUIA BO
BCEX MOATPYIIax:
<YnoiHOMOYEHHbBIE OpraHbl roCcyAapCcTB — 4iCHOB EBpa3uiickoro 3KOHOMHYECKOTro
coro3a OCBOOOJHIIH JI€pXKAaTed PErucTpaljHOHHOIO YJIOCTOBEPEHHS JIEKapCTBEHHOIO
npenapata oT O00OS3aHHOCTH MPEACTAaBIATh Pe3yJbTaThl KIHHHYECKHX HCCACAOBaAHHH <{
HaMEHOBAHUE JIEKAPCTBEHHOIO Mpenapara} > JTH00 19 BOCIPOH3BENCHHBIX JICKapPCTBCHHBIX
npenapaToB <pe@QepeHTHBIH JIeKapCTBEHHBIH TMpenapart, COACpKaIll[Hi {HaNMEHOBAaHHE
JEUCTBYIOIIETO BELIECTBA (ACHCTBYIOIIHX BEIIECTB)}> BO BCEX MOATPYMNax Jered npu {
COCTOSIHME, COOTBETCTBYIOLIEE PEIICHUIO MO IUIAHY MWCCIENOBAHUS y JETEed II0
YTBEPKIACHHOMY TIOKa3aHUIO K TPUMEHEHHUIO }. (cM. paznen 4.2 paznen "Jletu").>;
0) Ipu OTJIOKEHHBIX 00s3aTENbCTBAX, PACIPOCTPAHSIONINXCS KaK MUHUMYM Ha OJHY
MOArPyIIy:
<YnosHoMO4YEeHHBIE OpraHbl rocyJaapCTB — YWICHOB EBpPasHicKOro 3KOHOMHYECKOTO
COr03a OTJIOXHIH 00513aTe€JIbCTBO JIEPKATEJS PErHCTPALHOHHOIO YAOCTOBEPEHHS
JIEKAPCTBEHHOTO TMpenapara MHpeACTaBIATh pPE3yaAbTaThl KIHHHYECKHX HCCIENOBaHUH <{
HaMEHOBAHUE JIEKAPCTBEHHOIO Mpenapara}> JIH00 111 BOCIPOU3BEICHHBIX JICKaPCTBCHHBIX
rnpenapatoB <pe@QepeHTHbIH JIeKapCTBEeHHBIH Mpenapar, COAEpKallHi {HauMEHOBaHHE
NEUCTBYIOIIETO BEIIECTBA (ACHCTBYIOIIHX BELIECTB)}> B OAHOH WM 0OoJiee MOATPYIIAax
JeTeH mpH {COCTOSTHUE, COOTBETCTBYIOIIEE PEIICHHUIO MO TUIAHY MCCIEAOBaHUS y ETEeH 10
YTBEPKJIEHHOMY MTOKa3aHUIO K MPUMEHEHUI0 }. (cM. pazzaen 4.2 pazaen "Jletu").>.

5.2. dapMakOKMHETHIECKHE CBOMCTBA

<AbcopOuus>

<Pacnpenenenune>

<buotpanchopmanus>

<DnMMUHALUS>

<JIuHENHOCTh (HETMHEHHOCTD)>

<dapmakoknHeTHYeCcKas-hapMakoAMHAMUYECKasi 3aBUCUMOCTh>

<Oco0bI€ rpyMIbl TaIUEHTOB>

B nHacrosmuii paznen MoryTt, npu HEOOXOJMMOCTU BKIIHOYATHCS JOMOIHUTEIbHBIN

IMO13ar0JI0BOK MJIM I10J13aroJIoBKH, Takue Kak "lloueunas Hegocrarounocts", "l[leuenounas
HEJI0CTaTOYHOCTh ', "JIniia moxkunoro Bo3pacra”

<Jletn>



5.3. JlaHHEIe JOKJIMHNIECKOH 6€30IacHOCTH

MoryT OBITh BKJIIFOUCHBI TPH HEOOXOIUMOCTH JIOTIOJHUTEIBHBIC ITO3ar0JIOBKH, TAKHE KaK
"NccnenoBanusa Ha MOJIOOHSKE )KUBOTHBIX'".
<B DOKJIHHHYECKHX JaHHBIX, TOJIyIEHHBIX 110 pe3yJIbTaTaM CTAHAAPTHBIX HCCIIEC]OBaAHUH
¢apmakosornyecko 0e301aCHOCTH, TOKCHYHOCTH IPH MHOTOKPATHOM BBEJECHHH,
T€HOTOKCHYHOCTH, KaHI[EPOTE€HHOIO0 MOTEHIIHAIA H PEernpOAYKTHBHOH H OHTOT€HETHUYECKOH
TOKCHIHOCTH, OCOOBIH BpeT /I 4eJ0BEKa HE BHIABICH™.
<B JOKTHHHYECKHX HCCJIENOBAHHAX HAOII0ATHCH 3((YEKThI TOJIBKO MPH BO3ACHCTBHH
JIEKAPCTBEHHOI'O Mpernapara B /03aX, CYIECTBEHHO NPEBOCXOAAIIHX MAKCHMAIbHBIE, YTO
ABJIAETCA KIHHHYECKH HE3HAYHMBIM >,
<HUMmeroTcs caeayrolniHe HeKeIaTe/IbHbIe peaKiH, He 0OHAPY)KCHHbIC B KITHHHIECKHX
HCCIICTOBAHUSX, HO BBIABJICHHBIC Y )KHBOTHBIX MPH BO3ACHCTBHH JIEKAPCTBEHHOIO MPENapara
B J103aX, CXOXHX C J103aMH, IPUMEHCHHBIMH B KJIHHHYECKHX HCCJICJOBAHHUSAX, YTO MOKET
HMETh KTHHHIECKYI0 3HAYHMOCTb. >

6. DPAPMAIIEBTUYECKHE CBOMCTBA 6.1. TlepeueHs BCIIOMOTATEIBHEIX BEIIECTB

[TpuBOAMTCS Ha3BaHWE BCIIOMOTATEILHOTO BEIIECTRA.
JI1s1 BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IMpErnapaTtoB HEOOXOIUMO OMHUCATH
KOHCEPBUPYIOIIHE CHCTEMEI.
<OTCyTCTBYIOT.>

6.2. HecoBMeCTHMOCTBH

<He npumeHuMoO0.>. J|aHHO€ yKa3aHHWE HCIOJB3yEeTCA B Ciiydyae HEOOXOIWMOCTH,
HanpUMep, ISl TBEPbIX MEPOPATbHBIX JIEKAPCTBEHHBIX (HOPM.

JInsa mexkapCTBEHHBIX IMPENapaToB IS MAPEHTEPAIBHOTO MPUMEHEHUS YKA3bIBACTCS
cIeayroliee:

<B ¢BA3H ¢ OTCYTCTBHEM HCCJIEJOBAHUH COBMECTHUMOCTH, JaHHbBIH JIEKapPCTBCHHBIH
npenapar He CjaeJAyeT CMELIUBATh C APYTHMH JIEKAPCTBECHHBIMH MPENapaTaMu.>

</laHHBIH JIEKapCTBEHHBIH IIpenapar He CJeAyeT CMEUIHBAaThb C JAPYTHMH

JIEKAPCTBEHHBIMH MPENapaTaMu, 3a HCKJIIOYEHUEM YKAa3aHHBIX B <pazzeie 6.6> <u> <pazjeie
12>>,

6.3. Cpox rogHOCTH (CpPOK XpaHEHH)

VYka3biBaeTcsi HHPOpMAILMS O CPOKE TOJHOCTU (CPOKE XpaHEHHUA) JEKApPCTBEHHOIO
npernapara U CTaOUIbHOCTH BO BpEeMsl MPUMEHEHHUS MOCJIE €ro MEePBOro BCKPBHITUS U (HUJIH)
BOCCTaHOBJICHUSI (pa3BeleHUs). YKa3bIBaCTCSl TOJIBKO OAMH OOIIUN CPOK TOJAHOCTU (CPOK
XpaHEHUs) JICKAPCTBEHHOTO TIperapara, ae eClId €ro pa3lIndHble KOMIIOHCHTHI UMEIOT
pPa3HBI CPOK TOJAHOCTH (HAMpUMEP, MOPOIIOK M pacTBOpUTENb). JlaTa mcTeueHus cpoka



TOJIHOCTH TaKOT'0 KOMIUIEKTa (JIEKapCTBEHHBIN Mpemapar ¢ pacTBOPHUTENeM) Wiau Hadopa (
KOMIUIEKTa U3 JIByX U 0oJiee JIEKapCTBEHHBIX IMPENapaToB) ONpeessercs mo 0ojiee paHHel
JlaT€ UCTEUEHHUSI CPOKa TOJTHOCTHU (CpOKa XpaHEHHUsI) KOMIIOHEHTA JIEKapCTBEHHOIO Mpenapara,
BXOJISIIIETO B KOMIUIEKT (Ha0oD).
Cranmaptabie GOPMYIUPOBKH, UCTIOIB3YEMbIC ISl OMMCAHUSI CPOKA TOTHOCTH (CpoKa
XpaHeHusl ), mpuBeeHbI B npuioxkeHnu Ne 7 k TpeboBaHusIM.
<...> <6 mecaneB> <...> <[ rog> <18 mecaueB> <2 roga> <30 mecsane> <3 roga> <...>.
<Xumudeckas u (puzndeckas cTabuIbHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOI' O
npenaparta noATBep:xaeHa B redeHue X 4acoB (aHei) npu Y C.>;
<C MHKpPOOHOJIOTHYECKOH TOYKH 3PEHHS, €CIH METOJ BCKPBITHA (BOCCTAHOBJICHHA,
pas3BeiecHHs) HE MpernsaTCTBYeT MHKPOOHOH KOHTaMHHAIIHH, JI€KapCTBEHHBIH Mpenapar
MOIEXKUT HEMEJIEHHOMY MPUMEHEHHIO.™;
<Ecau JeKapCTBEHHbIH Mpenapar HE BBEJIEH HEMEJICHHO, XpAHEHHE TOTOBOTO K
MPUMEHEHHIO JIEKapCTBEHHOT0 TMpenapara u o0ecrnedeHue yCIOBHH ABISAETCS 00SI3aHHOCTBIO
OJIb30BATCIA.>. <...>

6.4. Oco6rie MepsI MPEeIOCTOPOKHOCTH TIPH XpaHEeHHH

CrangapTHble pOpPMYJIUPOBKH, UCTIONb3yEMbIE AJI OMMCAHUS JUIsl YCIOBUN XpaHEHus,
npuBeAeHbI B npuioxkeHnu Ne 6 k TpeboBaHusM.

OO1ue yciaoBHsl XpaHEHUs JEKapCTBEHHOIO MpernapaTa yKa3blBalOTCs ¢ MEPEKPECTHOM
CCBUIKOM Ha pazzein 6.3 mpu He0OXOJUMOCTH:

<YcmoBus xpaHeHus nocjie <BOCCTaAHOBJIEHHA™> <Pa3BEJCHHUS> <IIEPBOrO0 BCKPBITHI>
JIEKAPCTBEHHOIO IIPENapaTa cM. B paziesie 6.3>.

6.5. Xapakrep u copepkaHue yIaKOBKH <H CIIEIHAIFHOE 000PYHOBaHHE I HCIIOIBE30BaHHS,
BBEJICHUA WY UMIUIaHTAI[HI>

JIOTOJTHUTENbHBINA 3ar0J0BOK <H cHELHAaIbHOE 000pYAOBAHHUE JUIA HCIOJIb30BAHHA,
BBEJCHHA HWJIH HMILUIAHTAIIHM> YKa3bIBAE€TCS TOJBKO [JIS BBICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPEMapaToB.

[TosicHuTeTbHBIE PUCYHKH BKJIFOYAIOTCS TIPU HEOOXOTUMOCTH.

B nanHom pasznene He0OX0IMMO yKa3aTh KOJIMYECTBO €AUHUI] TPOTYKIIUHA BO BTOPUUHOU
(moTpeOUTEeNbCKOM) yImaKoBKe, KOJUYECTBO MEPBUYHBIX YMAKOBOK B HEW W KOJIMYECTBO
€IUHUIl MPOAYKIIMU B TEPBUYHON ymNakoBKe, Hampumep 'ymakoBka conepxkut 180 (2
ommctepa o 90) TabJaeTOK, MOKPHITHIX MJIEHOYHON 000710UKOM".

<He Bce pa3Mepbl YITaKOBOK MOTYT ObITh JOCTYITHBI JUIS PEATH3AI[HH >,

6.6. Ocobbie Mephl MPeIOCTOPOKHOCTH IPH YTHIN3AIAHN HCIIOIE30BAHHOT'O JIGKAPCTBEHHOTO
IpenapaTa Wik OTXOJI0B, MOTy9IeHHBIX IIOCIIE IPUMEHEHHUS JIEKapCTBEHHOTO Npenapara, i Jpyrue
MaHWITYJIAOWH C IPeTapaToM



[Ipn HEOOXOAMMOCTH MPUBOAATCS YKa3aHUs MO MPUTOTOBJICHUHIO JIEKAPCTBEHHOTO
npenapara U ykazaHus mo crnoco0aM oOpalieHus: ¢ HUM Mpyu HeoOXOAUMOCTH, B TOM YHUCIIE
yKa3aHUsl MO YTWUJIU3AIHNH JIEKAPCTBEHHOTO MpernapaTta W OTXO/JO0B, OCTaBIIUXCS TOCIE
NPUMEHEHHUs JIEKapCTBEHHOTO IpenapaTa. [[MKTorpaMMbl, TOMOJHSIONINE TEKCT BKIIOYAIOTCS
pu HEOOXOUMOCTH.

<I[IpumeHeHHe y geren>
<Her ocobbIx TpeboBaHHI <K YTHIH3ALHH>.>.
<Bechb OCTaBIIHHCS JEKAPCTBEHHBIH NpENnapat U OTXOAbI CAeAyeT YHHYTOXHTH (
YTHJIM3UPOBATh) B YCTAHOBJIEHHOM IMOPSIKE.>.
<Bechb OCTaBIIHHCS JTEKAPCTBEHHBIH NpEnapat U OTXOAbI CAeAyeT YHHYTOXHTH (
YTHJIU3HPOBAaTh) B COOTBETCTBHH C YCTaHOBJEHHBIMH TpeOOBaHHAMH 3aKOHOAATEJIbCTBA
rocynapcersa — 4ieHa EBpa3surickoro 3JkOHOMHYECKOIO COr03a.>.
<Oco0bble TpeOOBaHUS OTCYTCTBYIOT.>.

7. IEPXATEJIb PETUCTPAITMOHHOI'O YIOCTOBEPEHUA

{Ha3BaHue cTpaHspl Ha s3bIke uznoxenus texcta OXJII1} Hazpanue cTpaHbl IPUBOUTCS
Ha A3bIKe, Ha KoTOopoM coctaBiena OXJIII.

{HanMmeHoOBaHuUe JiepxKaTesis perucTpalliOHHOIO Y10CTOBEPEHHS }

{iOpuan4eckuii (pakTudeckui) aapec}

<{ren.}>

<{taxc}>

<{anpec 2JIeKTpOHHOH MOYTHI !>

7.1. IlpeacraBuTeNns JepKaTelId PETUCTPAAOHHOIO YOCTOBEPEHUS

[IpereH3un noTpedUTENEH HANPABIATH 110 aIPECY:

{Ha3BaHue cTpaHbli ).

{HanmeHoBaHUe fepXKaTesid pErHCTPAlHOHHOIO YIOCTOBEPEHHA .
{IOpunudeckuii (paktuieckuii) aapec)

<{rem}>.

<{¢paxc}>.

<{azapec 3JIeKTpOHHOH MOYTHI }>.

8. HOMEP (HOMEPA) PETYICTPAITMOHHBIX VIOCTOBEPEHHH 9. KATET'OPHA
OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

VYkas3piBaeTcs IMPUHAJIC)KHOCTD JICKAPCTBCHHOTI'O IIpCIIapaTa K O,Z[HOﬁ H3 CIICAYIOIINX

KaTeropuy OTIIyCKa:
<JlekapCTBEHHBIN Mpenapar OTHOCUTCA K KaTerOpPHHU OTIycka <0e3 perenta> <o
penenTy>, <B yCJIOBHUAX JIEUEOHO-NPOPUITAKTUUECKUX YUPEIKICHUN>.>.



VYKa3bpIBalOTCS yCJIOBUS WM OIPAHUYEHMS, Kacaroluecs MOCTABKH M UCIIOJIb30BAHUS
JEKapCTBEHHOro mpenaparta (MpuM HalIuuuM). EclM perucTpaliioHHOE YJIOCTOBEpPEHHE
JIEKapCTBEHHOT'O Tpernapara OblJI0 BBIAHO MPHU YCIOBUH BBIITOJHEHUS ONPEAETICHHBIX 0COOBIX
00s13aTeNIbCTB, PacCMAaTPUBAEMbI JIEKAPCTBEHHBIA IMpernapar MOXET MPUMEHSTHCS B
ONPEJEIEHHBIX CIIy4asiX, TOJBKO MOJA CTPOTUM MEAUIMHCKUM HaOII0JEHUEM (B YCIOBUSAX
ne4eOHO-TpOPUIAKTUYECKUX YUPEXKACHUN), a B cliydyae paaunodapMaieBTUUeCKUX
MpenapaToB — o] HaOJII0IEHHEM UMEIOIIEr0 COOTBETCTBYIOIEE Pa3peIICHHE JTULA.

<10.JO3UMETPUA> (ecm mpumenumo) <11. THCTPYKIIU S 110 ITPUTOTOBJIEHUIO
PATMODOAPMAIIEBTUYECKHUX ITPEITAPATOB> (3anomasercs npi He00X0QMMOCTH)

<Bech HEMCNOJB30BAHHBIM JIEKAPCTBEHHBIM Mpenapar MWW OTXOIbl CIEIYET
YTUIN3UPOBATHh B YCTAHOBIEHHOM MOPSAKE.>.

<12. YCTAHOBIJIEHME ITOCTPEI'HCTPAITMOHHbBIX MEP>

B cnydae ecnm JieKapCTBEHHBIM MHpeEnapaTr 3aperucTpUPOBaH C YCTAHOBJICHHUEM
MOCTPETUCTPALIMOHHBIX MEp, HEOOXOIMMO YKa3aTh CIAEAYIOIIEE:
JJI JIEKApCTBEHHBIX MPENapaToB, 3apErUCTPUPOBAHHBIX C YCTAHOBJIECHUEM
JOTIOJIHUTENIbHBIX TPEOOBAHUM:
<JlaHHBIN JIEKAPCTBEHHBIM Npemnapar 3aperucTpUpOBAH C YCTAHOBIIEHUEM
JOTIOJTHUTENILHBIX TpPeOOBaHUM, M IO ATOMY JICKAPCTBEHHOMY IMpemnapaTry OXHJaeTcs
MpEACTaBICHUE [IOMOJHUTENbHBIX JaHHBIX B TedeHue | roma. {HaumenoBanue
YIOJHOMOYEHHOTO OpraHa rocyJapcTBa — wieHa EBpa3zuiickoro 3KOHOMHUYECKOTO COr03a}
OyJleT IPOBOJUTH AKCIEPTU3Y HOBBIX CBEJCHUM O mpemnapaTre, KOTOPhIE MOTYT MOSIBIATHCS
€XeroJHo, a JaHHas 0011as XapaKTepUCTUKA JIEKAPCTBEHHOIO MpernapaTa OyJ1eT 0OHOBISATHCA
0 Mepe HEOOXOAUMOCTHU.>.
JUIS1 JIEKAPCTBEHHBIX MPENapaToB, 3aPErUCTPUPOBAHHBIX 10 MPOLEIYPE PETUCTPALINU B
UCKJTFOUUTEIBHBIX CITydasx:
<JlaHHBII JIEKapCTBEHHBIN MpenapaT 3aperucTpUPOBaH o Npoleaype "perucTpanuu B
UCKJIIOUUTEIbHBIX Ccaydasx" B CBI3M C <peIkuMm 3ab0ojieBaHUEM>, <HAy4YHBIMU
COOOpKEHUAMI™>, <ATUYECKUMH COOOPKCHUSIMI>, BCE HEOOXOAMMBIEC CBEACHUS 00 3TOM
JIEKApCTBEHHOM TIperapare MOJy4YUTh HEBO3MOXHO. {HamMeHOBaHHE YMOJIHOMOYEHHOTO
opraHa rocyJapctsa — wieHa EBpa3suiicKoro 3KOHOMHYECKOr0 cOr3a} OyIeT MPOBOJIHTH
€XKETOHO IKCIIEPTU3Y HOBBIX CBEJICHUI, a JaHHAs O0Iasi XapaKTePUCTUKA JIEKAPCTBEHHOTO
npenapara 0yieT 0OHOBISATHCA [0 MEPE HEOOXOAUMOCTH.>.
JJIsl JIEKApCTBEHHBIX MPENapaTroB, 3apErUCTPUPOBAHHBIX MO MPOLEAYPE YCIOBHOM
perucTpauu:
<JlaHHBI{ JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO Hpoueaype 'ycaoBHOM
peructpauuu’, U MO 3TOMY JEKAPCTBEHHOMY IIPENapary OXHUIAETCS IpPEICTABICHUE



JOTOJIHUTENbHBIX TaHHBIX. {HanMeHoBaHMe yrOJIHOMOYEHHOI'O OpraHa rocy1apcTBa — 4jieHa
EBpa3uiickoro s5KOHOMHUYECKOr0 COr03a} OyJeT MPOBOJUTH €KEr0JHO AKCIEPTHU3y HOBBIX

CBEICHUI O Ipernaparte, a JaHHas o0I1asi XapaKTepUCTUKa JIEKapCTBEHHOT'O MpernapaTa Oyaer
OOHOBJISITHCSA MO MEPE HEOOXOAMMOCTH.>.

OOmias xapakTepUCTHKa JEKapCTBEHHOro mpernapara {ToproBoe HauMEHOBaHHE }
JNOCTYIHA B €AUHOM PEECTPE 3aPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro
HSKOHOMHUYECKOTO COI03a U Ha O(UIMAIIBHOM CalTe YIOJIHOMOYEHHOTO OpraHa (3KCIepTHON
OpraHu3alliu) {CailT ymoJIHOMOUYEHHOTO OpraHa (caiT opranuzaiumn)}".

TpeboBarma k opopmirermnto nmpoekra OXJIII O6mmue TpeGoBaHma

Pa3zmep u opuenTanus crpaHullbl: Gopmar A4, opueHTaIMs KHIDKHAS.

[Tons: mo 2 cM ¢ KaXJ0i CTOPOHBI.

pudt: Times New Roman, pazmep 12 nrt, cTuiib 0OBIYHBIN, MEKOYKBEHHBIN HHTEPBAT
OOBIUHBIN, IBET YEPHBI, B TAOIMIAX AOIYCKAETCS UCIIOJIb30BATh LIPU(T MEHBIIETO pa3Mepa.
CHocku, moAnucH K rpadukam, 1uarpaMmmam BbIIOJHSIOTCS ¢ pa3MepoM mpudra 10 mr.

BripaBuuBanue: 3aronoBok "OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O
ITPEITAPATA" pacniosiaraercs no LeHTpy, BCE OCTaJIbHBIE 3ar0OJ0BKH M IIOBECTBOBATEIIbHBIN
TEKCT — 10 [IUPUHE.

WNurtepBanel: ab3ausbiii orctyn 0 cM, MEXCTPOUYHBIM UHTEpBAJI OJAMHAPHBINA, HHTEPBAI
Mexay ald3amamMu 6 NT, HUHTEPBAJI MEX]Y 3aroJIOBKOM M TEKCTOM — CM. MH(POpPMALUIO IO
0(hOPMIICHHIO 3ar0JIOBKOB HUYKE, MHTEPBAJI MKy CUMBOJIAMH (KEPHUHT) — UTOOBI N30€KaTh
pa3phIBOB B TEKCTE. B HEKOTOPBIX Cilydyasx NPUMEHSAETCS HEPa3pbIBHBIN MTpo0en (Hanpumep,
MEXAY YHCIaMH U OTHOCSLIMMUCS K HUM €IMHHULIAMU U3MEPEHUS, MEKIY 3HaKaMH %o, Ne u
OTHOCSALIMMUCS K HUM LU(PpaMH) U HEpa3pbIBHBIN Jaeduc.

HymMmepanus cTpaHull: HyMepyrTCs BCE CTPaHULBI KPOME IEPBOM, HOMEPA CTPaHULL
MIPOCTABIIAIOTCS apaOCKUMU LU pamMu 0€3 TOUKU B LIEHTPE HUHKHETO KOJIOHTUTYJIA.

TpeGoBaaus K 0QOPMIIEHHIO 3aT0JIOBKOB

3aronoBok "OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITTPEITAPATA"
odopMIIsieTCs 3arIaBHBIMU OyKBaMu, CTHIb IIpUQTa MOTY>KUPHBINA, pazMep mpudra 14 mr.

Ha3Banus yacteit oQopMIIsitOTCS 3aryiaBHBIMU OyKBaMu, CTHIIb MIPUQPTA TOTYKUPHBIMN,
MHTEpBabl 24 NT mepeq 3arojoBKOM W 12 OT mociie 3arojioBka. 3aroJiOBOK HyMepyeTcs
apabckumu 1mudpamu o nopsaaky (B ¢opmare 1., 2., 3. u 1. 1). Mexay HOMEpOM U
Ha3BaHUEM YaCTH MPUMEHSICTCS Hepa3phIBHBIN MPOOET.

Ha3Banus paznenoB opopmMIsitoTcs CTpoOUHbIME OyKBaMu (KpoMme MepBOii), CTHIIb mIpUdTa
ITOTYKUPHBIM, HHTEPBAJIBI 12 IT mepex 3arojloBKOM U 12 Nt mociie 3aroioBka. 3arojaoBOK
HyMepyeTcsa apabckumu mudpamu mo nopsaky (B ¢opmare 4.1., 4.2. u 1. 1). Mexny
HOMEpOM U Ha3BaHMEM pazjielia MPUMEHSETCS Hepa3phIBHBIN mpobe.



HasBanust monpasnenoB ohopMIiIstOTCsl CTPOYHBIMU OyKBamMu (Kpome TMepBOi), CTUIIb
mpudTa noguepKruBaHue, 6€3 HyMepaluu.
[TyskTBl OPOPMIISIOTCST CTPOUHBIMU OyKBaMU (KpOMe MEpBOi), CTUIIL MIpUdTa KypCHB,
0e3 HyMepaluH.
[ToamyHKTBI 0OPMITSIOTCS] CTPOYHBIMU OyKBaMu (KpOMeE TIEPBOW), CTHIIh MIPU(PTA KYPCUB
C MOYepKUBaHUEM, O€3 HyMEPALIUH.
B KoHII€ 3ar0JI0BKOB TOUKH HE CTaBSITCS.
[Ipu HEOOXOMMMOCTH AanbHEHIIeH pyOpUKaIIUU TEKCTa JOMYCKAIOTCS WHbIE BApUAHTHI
oopMIIEHUS 3ar0JOBKOB WK O(popmiieHre HH(DOPMAUU ¢ MPUMEHEHHEM MAapKUPOBAHHOTO
CIIMCKA.

I[MPUJIOXKEHUE Ne 12
Kk TpeOoBaHUSIM K MHCTPYKIMH TI0
MEIUIIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPHUCTHKE JIEKApPCTBEHHOTO

npenapara sl MEAUIUHCKOT O
IIPUMEHCHUA

TPEBOBAHW A
10 MOJITOTOBKE TEKCTa HHCTPYKIIMH 110 MEUITMHCKOMY IPAMEHEHHUIO JIEKAPCTBEHHOTO IperapaTa
(JrECTKA-BKIIABIINA)

Cuocka. [Tpunoxenue 12 B penakunu pemenus Copera EBpa3niickoil 53KOHOMUYECKON
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuity no ucredeHuu 30 KaJeHIApHBIX JTHEH ¢
JaThl €r0 O(UIIUATIBHOTO OIMyOIMKOBAHUS).

1. O6mue monoxeHus

Hacrosiiuie TpeOGoBaHus CojaepiKaT yKa3aHUsS IO IMPEICTABICHUIO WH(DOpMAIMHU O
JIEKapCTBEHHOM TIpeTapare MaueHTaM, a TakKe JUIaM, 3aHUMAIOIHUMCS 0(pOPMIICHUEM |
COCTaBJICHUEM WHCTPYKIIMH 10 METUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOTO Tpermaparta (
JTUCTKA-BKJIAJBINIA) (/1ajiee — JUCTOK-BKJIAIBINI) I manueHTa. Hacrosmue TpeGoBaHUS
BKJIFOYAIOT B ce0s ONMMCaHue HaJiIeXkaIel MpakTUKH B 00J1aCTH HHPOPMAITMOHHOTO JU3aiiHa
JUCTKA-BKJIAJIBIIIA C TICJIBIO TIPEIOCTABICHUS MAlUeHTaM BO3MOKHOCTH MMPUHUMATD PEIICHUS
OTHOCUTENIbHO 0e30MmacHoro u 3¢G(GHEeKTUBHOTO NMPUMEHEHHUs HA3HAYCHHBIX JIEKAPCTBEHHBIX
MpernaparToB.

Hacrosimue TpeGoBanusi chopMHUpPOBAHBI B IENSIX YIOBICTBOPECHHS MOTPEOHOCTH
MEIUIIMHCKUX pPAaOOTHUKOB W TMAaIMEHTOB OTHOCUTEIBHO TMPEJACTABICHUS WM
BBICOKOKAYECTBEHHON HH(POPMAIINH O JICKAPCTBEHHOM Tpernapare.

JIMCTOK-BKIIJIBIII SBJISICTCS IOCTYITHBIM U JJOCTOBEPHBIM, a JUISI HEKOTOPBIX MAIUEHTOB —
€IMHCTBCHHBIM THUCHMEHHBIM HCTOYHMKOM HH(pOpMAmWu O JICKAPCTBEHHOM TMpermapare.



[TanMeHThl UCHOJIB3YIOT JUCTOK-BKJIAJBII, IOCTaBIsSEMbIi BMECTE C JIEKAPCTBEHHBIM
npenapaToM, Kak HaumOoJiee BaXKHbIM MOcie Bpaded U (apMaleBTUUECKUX paOOTHUKOB
UCTOYHUK HHpOpMAnuU. YKa3aHHas B JIMCTKE-BKIJIAJbIIIE HWH(OpManus MO3BOJISET
naeHTaM y4acTBOBAaTh B MPHUHITHH PEUICHUS O MPUMEHEHUHU MpernapaToB, HA3HAYCHHBIX
WM PEKOMEHIOBAaHHBIX METUIIMHCKUMU PAaOOTHUKAMH, a TaKXKe MPH OKa3aHUH CaMOTIOMOIIIH.

[Ipu mpuobpeTeHUHn JIEKapCTBEHHBIX IMpeEnapaToB, OTIIYCKaeMbIX 0Oe3 perenrta
B3aMMOJICHCTBHE MEXKIY MallMEHTOM U METUIIMTHCKUM PAOOTHUKOM MOXKET OBITh OTPAaHUYEHO
WJIM CBEJICHO K HYI0. B mocnenneM ciyyae nucbMeHHast nHGOpMaIus IpuoodpeTaeT ocoOyio
[IEHHOCTH JJIs1 O€30MMacCHOTO MPUMEHEHHS JIEKApCTBEHHOTO Mpemapara.

2. Cdepa npuMeHEHHS

Hacrosimue TpeboBaHus MO3BOJSAIOT 00ECIEUUTh PEryjaupoBaHue (hapMaieBTUHUECKON
OTpaciy NpPH BHECEHUU JEPKATEIIMH PETMCTPALMOHHBIX YJOCTOBEPEHUN H3MEHEHUN B
JUCTOK-BKJIa bl [IpumMenenne HacTosIux TpeOOBaHUN MO3BOJISET 00ECEYUTh SICHOCTh U
JOCTYNHOCTh [JJIs TAUMEeHTa NPeACTaBIsIeMON HHPOpPMALMU B JIMCTKE-BKIIAJbIIIE
JIEKapCTBEHHOI0 Mpemnapara, 4TO CO3JaeT MNPEANOCHUIKH ISl MPABUIbHBIX ACHCTBUM
MAlMEHTOB N0 MPUMEHEHHUIO 3TOT0 Ipenapara.

[lepen mopaveil IMCTKa-BKIIABIINIA B YIIOJHOMOYEHHBIE OPTaHbl TOCYJapCTB — YWICHOB
EBpa3uiickoro sKOHOMHYECKOTO coro3a (fanee — rocyaapctBa-uieHbl, Coro3) B LessX
BBIITOJTHEHUSL TPOLIEAYP, CBSI3aHHBIX C PErucTpalueld, MOATBEPKICHUEM perucrpauuu (
NepeperucTpalri), BHECEHUEM HM3MEHEHUN B PETHCTPALMOHHOE JOChE€ W NPHUBEICHUEM
PErUCTPAallMOHHOTO JIOChE JIEKAPCTBEHHOTO Mpemnapara, 3aperucTPUPOBAHHOIO IO
HAllMOHAJILHOW MPOLEIype B rOCY1apcTBaxX — ujieHax EBpa3suiickoro 5KOHOMHYECKOTO COr03a
B coorBeTcTBHE C [IpaBMiamMu peructpaluy U SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB IS
MEIULHMHCKOIO NpPUMEHEHUs, yTBepxkIeHHbIMU Pemenuem CoBera EBpa3suiickoit
AKOHOMMUYECKON Komuccuu oT 3 Hosa0ps 2016 r. Ne 78 (nanee — mpuBeiIeHHE B COOTBETCTBUE
c TpeboBanusimu Coro3a) (apManeBTUUECKUE TMPOUZBOAMUTENN JOJKHBI BBIIOJHUTD
HacToslMe TPeOOBaHUsSA, MOCKOJBKY JI000€ HECOOTBETCTBHE MM TpeOyeT OOOCHOBAHMS
OTCYTCTBHSI BIIMSHUS TaKOTO HECOOTBETCTBUS Ha 0e30MacHOE MPUMEHEHHE JIEKapCTBEHHOTO
npenapara.

Hacrosine TpeboBaHus IPUMEHSIOTCS K JIEKAPCTBEHHBIM MIpENapaTram, OTIYCKaeMbIM 110
peuenty u 06e3 pelenTta, a TaKKe K JISKApCTBEHHBIM IperapaTaM, KOTOpble PUMEHSIOTCS B
YCIOBUSAX JI€YEOHO-MPOPUIAKTUUYECKUX YUpexaeHuil. B paMkax 3KCHepTH3bl
PErucTPallMOHHOIO0 J0Che U npu paboTe ¢ kajnobaMu Ha JIUCTKU-BKIAABIIIN
YIOJIHOMOYEHHBIE OpraHbl (IKCIEPTHBIE OpPraHU3alMK) TOCYIapCTB-WICHOB AHAIU3UPYIOT
0€30MMacHOCTh MalMeHTa UCXO/ U3 ONbITa MPUMEHEHHS JIEKapCTBEHHOIO IperapaTa U Bcex
COOOIICHHBIX HEXKENATEIbHBIX SIBJICHUH.

4. Tpe6oBaHHUA K JIACTKY-BKJIA IBIILY



[IpencraBinenue mHPoOpMaMu U €€ COoAepk aHUE ISl BCEX JIMCTKOB-BKJIAJbIIIEH
OMPENIEIACTCS B COOTBETCTBUU CO CIIEIYIOIIUM MOPSIKOM:

4.1. JIucTOK-BKIAIBIII COCTABIISIETCS HAa OCHOBAaHUM OOIIEH XapaKTePUCTUKHU
nekapcTBeHHoro mpenapara (manee — OXJIII). On pobkeH BKJIHOYATh B cels
CTPYKTYPHUPOBAHHYIO HHPOPMAIIHIO, PACTIOJIOKEHHYIO B CJIEIYIONIEM TOPSJIKE.

4.2. Unentudukanus JeKapCTBEHHOIO Mpenapara B BUJIe HAUMEHOBAHUS JICKAPCTBEHHOTO
mpenapara, 3a KOTOPBIM CJIEIyeT JO3UPOBKA, JIeKapcTBeHHass opMa u (€ciii MPUMEHHUMO)
crenuaibHble yKa3aHus (HanpuMmep, OTMETUTDh MpeHAa3HAYEH JIM JICKaPCTBEHHBIN mpenapar
JUTSl IPUMEHEHHUS] Y MJTIQJICHIIEB, IETEH WIH JIUIL MOKUIIOTO (CTapUYEeCKOro) BO3pacTa):

4.2.1. Heob6xoauMo yka3aTh TOJBKO OJIHO HAMMEHOBAHUE JIJISl KAXIOTO JEHCTBYIOIIETO
BEILIECTBA HA OTACJIHHOUN CTPOKE MO/ TOPrOBHIM HAMMEHOBAHUEM JIEKAPCTBEHHOIO Mpenapara
B CJIEIYIOIIEM IMOPSIIKE BBIOOpA:

a) MEXTyHapOJHOE HEMAaTEeHTOBaHHOE HauMeHoBaHue (nanee — MHH);

0) mpu orcyrctBun MHH — nHammenoBanme mo ®apmakomnee EBpasuiickoro
AKOHOMHUYECKOTO COI03a, yTBepKaeHHOM Pemenuem Komnerun EBpa3uiickoil 5KOHOMUYECKOM
komuccuu ot 11 aBrycra 2020 r. Ne 100 (mamee — dapmakomnes Coro3a), hapmakomnesm
rocyJ1apCcTB-4ICHOB WM OCHOBHBIM (apmakomnesM B cooTBeTcTBUU ¢ Konnenuuein
rapMoHM3anuu (papMakore rocy1apcts — 4wieHoB EBpa3uilcKkoro 3KOHOMHUYECKOIO CO03a,
yTBepxkaeHHOW Pemenuem Komnmernm EBpaszuiickoii SKOHOMHYECKOM KOMHMCCHH OT 22
ceHTa0ps 2015 r. No 119 (nanee — Konnenuust rapmonuzainuu papmaxonei);

B) IpU OTCYTCTBUU (HapMaKONMEHHOTO HAMMEHOBAHUS — OOIICIPUHITOE WU
IPYNIHPOBOYHOE HAUMEHOBAHUE;

') IPH OTCYTCTBUH OOIIECTIPUHATOTO WM TPYIITUPOBOYHOTO HAMMEHOBAHUS — HAy4IHOE (
XUMHUYECKOE) Ha3BaHUE;

4.2.2. papmakorepaneBTHUECKas TPYyTMIa B COOTBETCTBUH C aHATOMO-TEPANICBTUUYCCKUM U
XUMUYEeCKUM Kinaccuukaropom Coro3a WU OMUCAHUE aKTUBHOCTH, B 3aBUCUMOCTH OT TOTO
4yTO 0O0JIe€E JIETKO MOHUMAETCS MAllUEHTOM.

4.3. [Toka3zaHus K MPUMEHEHUIO.

4.4. TlepeueHb CBeleHUN, HEOOXOIUMBIX O Hayaja MPUMEHEHUS JIEKaPCTBEHHOIO
npenapara:

4.4.1. npOTUBOIIOKA3aHUS,

4.4.2. HeoOX0oaUMBbIE MEPBI MPEIOCTOPOKHOCTH MTPU TPUMEHEHUH;

4.4.3. BU/IbI B3aUMOJICHCTBUS C IPYTHUMU JIEKAPCTBEHHBIMU IMPENAapaTaMu U APYTrue BUAbI
B3aUMOJICHCTBUS (HampuMep, ¢ aJKOrojieM, TabakoM, MHUINEH), CIIOCOOHBIE MOBIUSATH Ha
NEHCTBUE JIEKAPCTBEHHOT'O IIpenapara;

4.4.4. cnenuanbHbIE TPELYTPEKICHHUS.

4.5. HeoOxoaumble W CTaHAApTHBIC HHCTPYKIIMU MO HAJJIEKAIIEMy MPUMEHEHUIO, B
YaCTHOCTH:
4.5.1. pexxum A03UpPOBaHUS;



4.5.2. MeToA ¥ IyTh BBeIeHUS (TP HEOOXOIUMOCTH);

4.5.3. yacToTa NpUMEHEHHUS C YKa3aHUEM BPEMEHH, KOI'/la JIEKAPCTBEHHbIN IMpernapar
MOXKET WJIH JIOJDKCH MPUMEHSThCS (MPU HEOOXOIUMOCTH), a TaKKe B COOTBETCTBYIOIIUX
ClIy4asx, B 3aBUCHMOCTH OT CBOMCTB JIEKAPCTBEHHOTO ITpenapara:

4.5.4. IINTEIBHOCTD JICUCHUS, €CITH €€ HEOOXOIUMO OTPAHUYHUTh;

4.5.5. Mepbl, KOTOpbIE HEOOXOIUMO MPHUHSTH B CIydae MEPEeIO3UPOBKU (CUMIITOMBI,
HEOTJIOKHBIE MTPOLIETYPHI);

4.5.6. Mmepbl, HEOOXOAMMBIE TIPU MPOIMYCKE OJHOM MIJIM HECKOJIBKUX 7103 JIEKAPCTBEHHOTO
Ipernapara;
4.5.7. yka3zaHue Ha HAIMYUE PUCKA CUMIITOMOB OTMEHHI (TpY HEOOXOAMMOCTH);

4.5.8. peKkOMEeHIaluu 10 O0paIIeHUIO 3a KOHCYJIbTAIMEH K MEIUIIMHCKOMY PaOOTHUKY
JUISL pa3bsICHEHMSI CIOCO0a MPUMEHEHHUS JIEKAPCTBEHHOI'O MTpenapara.

4.6. OnucaHue HEXKENATEIbHBIX pEaKUUil, KOTOPbIE MOTLYT HPOSBIATHCS IPH
CTaHJAAPTHOM IPUMEHEHUU JIEKAPCTBEHHOT' 0 IIpenapara U Mephl, KOTOPbIE CIEAYET IPUHSATH B
ATOM citydae (IIpu He0OXO0IUMOCTH ).

4.7. Yka3aHue Ha 1aTy UCTEYEHUSI CPOKA FOJTHOCTH (CpOKa XpaHEHHUs ), IPUBEJICHHYIO Ha
yIaKOBKE JIKApCTBEHHOTO MpernapaTa co Ceayolei JOMOTHUTEIbHON nH(OpMaIuei:

4.7.1. ykazaHue 3ampera NpUMEHEHHS JIEKapCTBEHHOTO MPENapara Mo NCTEUEHUU CpOKa
TOJIHOCTHU (CpOKa XpaHEHUs);

4.7.2. cienuanbHbIe YCIOBUS XpaHEeHHUs (B COOTBETCTBYIOIIMX CIyYasx);

4.7.3. npenynpexaeHue 00 onpenesIeHHbIX BUIUMbBIX MPU3HAKAX YXY/IIIEHUS KauecTBa (
Py HEOOXOUMOCTH );

4.7.4. nonHBIA KayeCTBEHHBIM cOCTaB (aKTUBHBIX (DapMalleBTUYECKUX CYOCTaHLMI U
BCIIOMOTATEIbHBIX BEIIECTB) M KOJIMYECTBEHHBIH COCTaB aKTHUBHBIX (apMaleBTHUYECKUX
CyOCTaHIIMI C UCHOJIb30BAHMEM HMX OOMIENPUHSATHIX HAMMEHOBAHUM ISl KaXJI0M (DOPMBI
BBIITyCKa JICKAPCTBEHHOT'O MpEenapara;

4.7.5. nekapctBeHHas (popMma Kaxaou (popMbl BbITyCKa JEKapCTBEHHOIO MperapaTa 1 ee
coJiep>KaHMs 10 Macce, 00beMY WIIM KOJIMYECTBY /103 B JIEKAPCTBEHHOM IIpenapare;
4.7.6. yka3aHue KaTeropuu OTIyCKa JIEKApCTBEHHOIO MPEIapara;

4.7.7. Ha3BaHUE W aapec AepKATeNsl PETUCTPALMOHHOTO YAOCTOBEPEHUS U, B
COOTBETCTBYIOUIUX CIy4YasX HAMMEHOBAHUE MPEACTABUTEIIS ACPIKATENS] PETUCTPALMOHHOTO
YAOCTOBEPEHUS, B KaXKJIOM I'OCY1apCTBE-UIICHE;

4.7.8. Ha3BaHUE U aJpec MPOU3BOAUTENS], OTBETCTBEHHOI'O 3a BBIITYCKAOIIUI KOHTPOJIb
KauecTBa.

4.8. IlepeueHb HaMMEHOBAaHUI JIEKAPCTBEHHOI'O IMpenapara, 3aperucTpUPOBAaHHBIX B
KaXJIOM M3 TOCYJapCTB-WICHOB (€CIM JICKAPCTBEHHBIM MpenapaT 3aperucTpUpOBaH IO
pPa3IMYHBIMA HAUMEHOBAHUSIMHU ).

B orHOmIeHUWM JI€KapCTBEHHBIX MpPEnapaTtoB, TPEOYIOMHUX JAOMOJIHUTEIBHOTO
MOHHTOPHHIA, YKa3bIBaeTcs cieayroniee: "/[aHHBIA JIEKAPCTBEHHBIN MpENnapar MOMJICKUT



NOTMOJIHUTEAbHOMY  MOHUTOPHHTY'". VYKa3aHHOMY MpPEeAyNPEXKICHUIO  JIOJDKEH
MpEIIECTBOBATh YEPHBIA CHUMBOJ, 32 KOTOPBIM JOJIKHO CJIEI0BaTh COOTBETCTBYIOIIEE
CTaHJAPTHOE pa3bsICHEHHE.

Jlnst Bcex JeKapCTBEHHBIX IMpernapaToB HEOOXOJAMMO yKa3biBaTh CTaHIAAPTHBIN TEKCT,
PEKOMEHYIONIUM MAallMeHTaM MPHU BO3HUKHOBEHUHU KAKUX-TUOO HEXKENATEeIbHBIX peaKIui
oOpamarbcsi K MEAUIIMHCKOMY pabOTHUKY, (papMalieBTHYeCKOMY paOOTHUKY WM HAMPSIMYIO
4yepe3 CUCTEMY COOOLIEHUH TOCYJIapCTB-YJIEHOB, M YKa3bIBAIOUIMN HA pPa3IU4HbIC MyTH
TaKoro cooOIeHus (MEKTPOHHOE COOOIIIEHNE, TOUYTOBOE OTIIPABICHUE U (UITH) IPYTOE).

4.9. Tlepeuenb cBeneHUN HEOOXOIMMBIX A0 Hayalla MPUMEHEHUs JIEKAPCTBEHHOTO
npenapara, yKa3aHHbIi B MMOAMYHKTE 4.4 HACTOSAIIUX TPEOOBAHUM, TOJDKEH TAK)KE CONEePKATh:

a) yCJIOBUSI IPUMEHEHHUS B OIpPECCHHBIX Ipynnax (JIeTH, OEpeMEeHHbIC U KOPMSIIIHE
IPYJbIO )KEHIIUHBI, OXKUJIbIE, JIUIIA C ONMPEACICHHBIMU MATOJIOTUYECKUMU COCTOSTHUSAMM);

0) cBeleHUs O BO3MOXKHOM BIIMSSHUM Ha CHOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU
CpeACTBaMU WK paboTaTh C MEXaHU3MaMU (€CIIu IPUMEHUMO);

B) MepeyYeHb BCIIOMOTATEIbHBIX BEIIECTB, CBEJCHUS O KOTOPHIX HEOOXOAUMBI IS
0e3onacHoro U 3¢Q(HEKTUBHOrO NMPUMEHEHUsS JIEKApCTBEHHOTO Mpenapara, ONUCAHHBIX B
npunoxkeHun Ne 1 k TpeOOBaHUAM K HMHCTPYKIIMU IO MEIUIIMHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOTO TpemnapaTta M o0IIell XapaKTepUCTHKE JEKapCTBEHHOTO Mpenapara s
MEIULNHCKOTO MpUMEHEHUs, YyTBepxkaeHHbIM Pemenuem CoBera EBpasuiickoit
SKOHOMMYECKON KoMUccuu oT 3 HOosiOpst 2016 1. Ne 88.

4.10. ITo ycMOoTpeHUIO 3asBUTEIS B IEIAX 00eCIeueHus YA000UNTaeMOCTH, IOHATHOCTH
U JIETKOCTU BOCIIPHUSATHS JIUCTKA-BKIIAJbIIIA MOXET ObITh MPOBEACHO IMOJIH30BATEIHCKOE
TECTUPOBAHUE JINCTKA-BKJIAAbIIIA.

4.11. Tlpm HEOOXOAUMOCTH YHOJTHOMOYEHHBIMU OpraHamu (PKCIEPTHBIMU
OpraHu3alMsIMHU) FOCYJapCTB-WICHOB B EBpa3suiicKyt0 SKOHOMUYECKYIO KOMUCCHIO (Janee —
Komuccust) npeacrasisieTcst cBoiHast UHPoOpMaIys 00 UMEIOIINX CUCTEMAaTUYECKU XapaKTep
Henoctatkax OXJIII u TMCTKOB-BKJIABIIICH JEKAPCTBEHHBIX MPENApPaTOB, HAXOIAIINXCS B
oOpallleHuu, U aHaJIN3€ BO3MOXKHBIX MEp JJIsl YCTPAHEHUs TaKUX HeIOoCTaTKoB. JlaHHas
cBojHas wuHPopMmalus nyonaukyercs Ha oduuuanbHoMm caite Komuccuu B
MH(QOPMAITMOHHO-TEIEKOMMYHHKalMOHHOW ceTtn "HMHTepHer", B nensix obOecneyeHus
NOCTYITHOCTH IS 3aWHTEPECOBAHHBIX MALMEHTOB, IMAIMEHTCKUX OpraHu3auuil u
MEJIUIIMHCKUX PAOOTHUKOB.

DKCHEpPTHBI KOMUTET MO JIEKAPCTBEHHBIM CpPEICTBAM HAa OCHOBAHHUM CBOJHOM
nHbOpMAIIUU U, €CJIM TPUMEHHUMO, KOHCYJbTALIMU C 3aUHTEPECOBAHHBIMM JIMIIAMH,
pa3pabaTeiBaeT PEKOMEHIAMU 10 YIYYIICHUIO YI000YMTAEMOCTH, H3JI0OKEHHUIO U
coaepxxanuto OXJIIT u nucTKa-BKIIaIbIIIA.

4.12. B cnydae mpoBeJeHHUsI MTOJIb30BATEIBCKOTO TECTUPOBAHUS UX PE3YJIbTAThI JOJKHBI
OBITh TpPEJICTABIICHbl YMOJHOMOYEHHOMY OpraHy (PKCHEpPTHOM OpraHu3alium)



rocyJ1IapcTBa-4jeHa, KOTOPOE OCYLIECTBIIET PACCMOTPEHHUE U IKCIIEPTU3Y PETUCTPALIMOHHOTO
JOChE.

4.13. Bce npennaraeMble U3MEHEHUS JIUCTKA-BKIIA/IbIIIA, OMUCAHHBIE B HACTOSIIEM
pazzaene, Ho He cBszaHHble ¢ OXJIII, MOMKHBI TTOJABaThCS B YIMOJHOMOYEHHBIE OpPraHbl (
AKCHEPTHBIE OPTaHU3AIMHI) TOCYAapCTB-UJICHOB.

4.14. JIncToK-BKIAABIII MOXKET COAEPKATH CUMBOJIbI M TUKTOrPAaMMBbI, IIPEIHA3HAUYCHHBIC
JUTSL IPOSICHEHUSL ONIPENIETICHHBIX CBEJICHUM, YKa3aHHBIX B MMyHKTE 4.1 HacTOSAMMX TpeOOBAHMIA
, 1 UHBIX cBeAeHui, cornacytommuxcsi ¢ OXJII, mone3npix ajig namnueHTa. Takue CUMBOJIBI U
MUKTOTPAMMBbI HE JIOJKHBI BKJTIOUATh 3JIEMEHTHI PEKJIAMHOTO XapaKTepa.

4.15. JIuCTOK-BKIAABIII JOJKEH OBITh HAMMCAH JOCTYITHBIM JJIsi TOHUMAaHUS TAlMeHTOM
SI3BIKOM SICHO Y TOHSITHO, U CBEPCTaH TakK, YTOOBI MO3BOJISATH MOJIb30BATENISIM JEeHCTBOBATH
HaJJISKAIIMM 00pa3oM, MPU HEOOXOJAMMOCTH C TMOMONIBI0O MEIUIIMHCKUX PAOOTHUKOB.
JIucToK-BKIAABII JOJKEH ObITh yA000YMTaeM Ha TOCYJapCTBEHHBIX S3bIKaX
rocy/apcTBa-ujeHa, Ha TEPPUTOPUU KOTOPOro oOpamiaercss JeKapCTBEHHBIA Ipernapar.
VYKa3aHHbIE CBEACHUS [OMYCKAaeTCs MPUBOJUTh HAa HECKOJBKHUX S3bIKAX IpPU YCIOBUU
MIOJTHOTHI U3JIOKEHUSI TAKUX CBEJICHUI Ha KaXKJIOM U3 HCIOJIb3YEMBIX SI3BIKOB.

4.17. Ecnu nexapcTBEHHBIN MpenapaT HE NpeAHa3HAYEH ISl MPsIMOr0 MPUMEHEHUS
MalUeHTaMu WM SBJSETCA  TPYAHOAOCTYIHBIM, YIOJHOMOYEHHBIE OpTaHbl
rOCYJIapCTB-4JICHOB BIIpaBe (PyKOBOJCTBYSCh MepaMu, HEOOXOAUMBIMU JJIS 3allUThI
3I0POBBSI YEJIOBEKA) PAa3pElINTh HE YKa3bIBATh OINpPEICICHHbIC CBEJCHUS HA yMaKOBKE WIH
nucTKe-BKIaabie. OHU TakKe BIIPaBE pa3pellnTh HE YKa3bIBaTh YACTh UJIM BCE CBEJCHUS Ha
roCyJapCTBEHHBIX SI3bIKAX TOCYAapCTBa-uieHa, B 000pPOT KOTOPOTO BBOJIUTCS JI€KAPCTBEHHBIM
npenapar.

4.18. Ecnu TpeOoBaHUS HACTOSIIETO pa3jesia HE BBIMOJHSIOTCA U JIEPKATENb
PErUCTPAIMOHHOTO YJOCTOBEPEHHUS HE OTBEYAECT HA YBEIOMJICHUS, YIIOJTHOMOYEHHBIE OPTaHbl
rocyJIapCTB-YJIEHOB BIIPaBe NPHUOCTAHOBUTH JIEUCTBUE PETUCTPALIMOHHOIO yIOCTOBEPEHHUS J10
MPUBEJICHUS JINCTKA-BKJIAJbIIIa pPAacCMaTPUBAEMOTO JIEKApPCTBEHHOI'O IIpernapaTta B
COOTBETCTBHE C TPEOOBAHUSIMU HACTOSAILETO pa3jena.

4.19. IToMuMO yka3zaHHsI CJIOB '"TOMEONATUYECKHUM JIEKAPCTBEHHBIA Ipemnapar’, B
MapKUPOBKE M B JUCTKE-BKJIAJbIIIE TOMEONAaTUYECKOr0 JIEKAPCTBEHHOIO mpenapara (mpu
HEO0OXOJAMMOCTH), 3asBJIICHHOTO Ha YIPOUIEHHYIO MPOUEAYPY PETHCTPALUU, TOHKHBI OBITh
yKa3aHbl CIEAYIOIIUE CBEICHMUS:

a) Hay4YHOE€ HAMMEHOBAHUE MATPHUIIbI WJIM MATPUIL C MOCIAEAYIOUUM YKa3aHUEM CTEIICHU
MX pa3BeJIeHUs, UCMOJIb3Ys cuMBOJIbI @apmakonen Coro3a. B cityyae ecii roMeonaTudecKuii
JEKapCTBEHHBIA TpemapaT COCTOMT M3 JABYX W Oojiee MaTpHIl, HAyYHOE HAaUMEHOBAaHUE
MaTpULl Ha MAPKUPOBKE JOMYCKAETCS JOMOIHUTH TOPTOBBIM HAMMEHOBAHHUEM;

0) Ha3BaHUE U AJIpEC JACPIKATEIISI PETUCTPAIMOHHOIO YIOCTOBEPEHUSI U TPOU3BOAUTEIS (
Py HEOOXOUMOCTH );

B) CIIOCOO BBEJICHUS U MYTh BBEACHUS (IIPU HEOOXOAUMOCTH);



T') IaTa UCTEUYCHUS CPOKa TOJTHOCTH (CpoKa XpaHEHUs) (MeCAI/TON);

1) JiekapcTBeHHas (hopma;

e) popma BbITyCKa;

) CIICIMAJIbHBIC YCIIOBUS XpaHCHHs (ITPU HAIMYWH );

3) CIenUaIbHOE MPeayNpexKaeHUE (P HEOOXOIMMOCTH);

1) HOMEpP PETUCTPAILIMOHHOTO yI0CTOBEPEHHUS;

K) IpeaynpexkIeHue "ToMeonaTuyecKui JeKapCTBEHHBIN mpemnapar 0e3 0400peHHOro

MOKA3aHUsI K TPUMEHEHHIO";

1) MpeayNpexACHIUE O HEOOXOAMMOCTH OOpaIleHUs K Bpady MpHU COXPAaHCHUH CUMITTOMOB

4.20. lommyckaeTcst UCIOJIb30BaTh KOMOMHUPOBAHHBIC JIMCTKU-BKJIAIBIIIN JIJIs1 PA3IMUHBIX
J03UPOBOK 1 (WiH) (HOpM JIEKApCTBEHHOTO TpemnapaTa (B COOTBETCTBUU C MPUIIOKEHUEM No
16 x TpeboBaHUSIM K HMHCTPYKIHUHU MO MEAUIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO
npemnapara v OOIIEH XapaKTepUCTUKE JIEKAPCTBEHHOrO mMpemnapara st MEJUIMHCKOTO
MPUMEHEHHS ).

[[Ta610HBI HE YYUTHIBAIOT BOINPOCHI Au3ailHA M BEPCTKHU, a TAaKXKE HE COJIepKaT
pEeKOMeHIaIui 1Mo 00eCIeYeHUI0 MOHATHOCTH MIPEACTABICHHON HH(OPMAIIUHU ISl TTAI[UEHTA.
[Ipu ucnonb30BaHUM IA0JIOHOB HEOOXOIMMO OOOCHOBATH BBHIOPAHHBIA MHGOPMAIIMOHHBIN
u3aiiH. 3asBUTEISIM HEOOXOMMO BBITIOIHATEH MOJIOKEHUSI HACTOSIINX TPEOOBaHMM, YTOOBI
00€ecCIeunTh CHOCTb U MOHSATHOCTh M3JI0KEHHUSI U Ka4yeCTBO BEPCTKHU MakeTa JJid yAo0cTBa
MalueHTa.

OO6mue yka3aHusi MO MPOBEICHUIO MOJIb30BATEILCKOTO TECTUPOBAHUS U UHBIM (hopMam
KOHCYJIbTAllUM C IEJIEBBIMU TpyNIaMHy MallMEHTOB, MPUBEICHBI B pasjesie 7 HACTOSAIINX
TpeOOBaHMIA.

5. ITopanmok mpexacTaBiieHHS HHQOPMAIIHH B €€ COACPIKaHHE

5.1. Tlopsimok mpencraBienus nHGopmaium.

B cooTBercTBUM C pa3aenoM 4 HACTOSIIMX TPeOOBaHUN MpPEayCMOTPEHBI 6 OCHOBHBIX
pa3zenoB JIMCTKa-BKIAAbIIIA (HEOOXOIUMO BKIIIOUNTh CBEACHUS B KXK/BINA U3 HUX):

paznen "MneHTuukalnoHHbIE JaHHbIE JIEKAPCTBEHHOIO IIpenapara’.

Heobxoaumo yka3aTs:

HaMEHOBAHUE JIEKapCTBEHHOT0 Mpenapara, akTUBHYIO (papMalleBTUYECKYI0 CYyOCTaHIINIO
(Heo0X0IMMO yKa3aTh TOJILKO | HAMMEHOBAaHHME aKTUBHOM (papMalleBTUYECKON CyOCTaHIIMU B
CIEAYIOIIEM TMOpsJIKe: HauMEHOBaHHME B cooTBeTcTBHUM ¢ Papmakoneeir Coro3a, a mpu
OTCYTCTBUHU B HEM — B COOTBETCTBUU € (papMaKoIessMHU rocy1apcTB-4ieHoB nin Konuenuuein
rapMoOHM3aIMK (papMakonei, 00IEenpPUHATOE WU TPYIIIUPOBOYHOE HAMMEHOBAHUE);

JIEKapCTBEHHYIO (hOpMY U JO3UPOBKY JIEKAPCTBEHHOIO Mpenapara;

pazzen "llokazaHust K TPUMEHEHUIO".



HeobOxonumo ykazaTh COCTOSIHMSI, TPU KOTOPBIX pa3pelieH0 MPUMEHEHHE
JIEKapCTBEHHOTO Mpemnapara. ITOT pas3jen A0JKEeH BKIIYaTh B ce0s Bce 0O0OCHOBAHHBIE B
PETUCTPAIMOHHOM JOChE CBEJICHHUS O MOJIb3€ JICKAPCTBEHHOTO Ipernapara;

pazaen "CBeneHus, 3HaHHWE KOTOPBIX HEOOXOAMMO TEpe] HadyaJloM MPUMEHEHUS
npemnapara'.

Heobxomumo yka3ath ciydad, IpU KOTOPBIX MPUMEHEHHE JIEKapCTBEHHOIO IMpernapara
HEJIOIyCTUMO, BCE 0COOBIEC YKa3aHUsl, MEPHI MPEIOCTOPOKHOCTH, B3AUMOJICUCTBUS C JPYTUMHU
npenaparaMd ¥ MUIIEBBIMU TMPOJYKTaMH, CBEICHHS JJIsI OCOOBIX TpYyNI MNAlUeHTOB (
OepeMeHHbIE WJIM KOpMSIIME MaTepH), a TAKKe BIUSHUE Tpernapara Ha CIOCOOHOCTh
MaIMeHTa yIpaBIATh TPAHCIIOPTHBIMU CPEJICTBAMH U PaOOTATh C MEXaHU3MAaMH;

pazaen "PekomeH1anuu 1o npuMeHEHHIO".

HeoOxonnmo yka3ath criocod MpUMEHEHHUs! JIEKapCTBEHHOTO Mpernapara, BKIo4as MyTh
BBeJeHUs (CrOcOoO MPUMEHEHUs), YacTOTy NIPUMEHEHHS, MNPOJOJLKUTEIBHOCTh Kypca
MPUMEHEHUS, MEPbI, IPUHUMAEMbIE MPU MPOMYCKE J03bl U MpPHU MEPEAO3UpPOBKE (TpHU
HEO0OXOIUMOCTH) ¥ PUCK CUHJIPOMA OTMEHBI;

paznen "Onucanue HeKeNaTeIbHbIX PEaKIUn'".

HeobxonuMo ykaszath BCe peakilMu, KOTOPhIE MOTYT BO3HUKHYTHb IPH CTaH/IapPTHOM
MIPUMEHEHUH JIEKApCTBEHHOIO Mpenapara, a TakKe Mephl, IPUHUMAEMbIE MAIUEHTOM MPU UX
BO3HUKHOBCHHH. HexenarenpHbie peakiuu HEOOXOAMMO YKa3bIBaTh IO CTENEHU WX
CEPBE3HOCTH U JIaJIEe 110 YaCTOTE BOZHUKHOBEHHS;

pazzen "JlononHuTeNbHbIE CBEACHUS "

HeoOxonuMo yka3zaTh CBeJEHUS O BCIOMOTAaTENbHBIX BEIIECTBAX, OMUCAHUE
JIEKapCTBEHHOT0 Ipenapara, (hOpMbI BBIITyCKa, YCIOBUS XpaHEHUS, HAUMEHOBAHUE U aJpec
JepkKaTeNls PErucTPAllMOHHOTO YJIOCTOBEPEHUS W IMPOU3BOJUTEINS, OCYUIECTBIISIONIIETO
BBINTYCKAIOIIUNA KOHTPOJIb KaueCTRBa.

Jlep>kaTenb perucTpaliMOHHOTO YJIOCTOBEPEHHMS JOJKEH BBIOpATh JYUIIUU CIOCO0
MIPEJICTaBICHUS CBEJCHUM B JINCTKE-BKJIAJIBIIIE, MPU 3TOM OH BIIPAaBE M3MEHUTH MOPSIOK
pa3AenoB BHYTPHU pa3/esioB JUCTKa-Bkiaabima. Ecnu pasnensl, ykazanHele B pasznene 4
HACTOSIIIMX TPeOOBaHUM, HEMPUMEHUMBI K OMPE/IEICHHOMY JIEKApCTBEHHOMY Ipernaparty, B
MaKeT JIMCTKA-BKJIAbIIIA BKIIOYATh TAKOE YKa3aHUE HE TpeOyeTcs.

5.2. Conepxanue (MHPOPMALIMOHHOE HATIOJHEHUE).

JIMCTOK-BKIIAABII AOJIKEH OBITH cocTaBieH B cooTBeTrcTBUH ¢ OXJIII. Cmoco6
W3JI0KEHUSI CBEJICHUN B JIMCTKE-BKJIAJIBIIIE BaKeH N7l 00ecreueHrs MOHUMaHUsI OCHOBHOM
nHbopManuu 10 Oe30macHOMYy TMPUMEHEHUIO JIeKapCTBEHHOTO mpemnapara. llepen
HalpaBJICHUEM JIMCTKA-BKJIAJBIIIA Ha TMOJIH30BATEIHLCKOE TECTUPOBAHHE HEOOXOIUMO
yOeuThCs, YTO ObLT YUTEH CIIOCOO M3JIOKEHUS CBEIEHUI U MCTOJIb30BaH MEPEI0BOI OMbIT B
COOTBETCTBYIOIIEH 00JIACTH MeAUUMHCKON Haykd. CTHIIb HW3JI0OKEHHS HEO0OXOIUMO
npoAyMarh 10 Hadajia IO0Jb30BaTEIbCKOTO TECTUPOBAHUSA B LEISIX €ro YCHEUIHOro
MIPOBEJICHUS.



NudopmarimoHHoe HAMOJHEHUE JUCTKA-BKIAAbIIIA HE MOXKET ObITh UJICHTHYHBIM
cBenenusm, npeactasieHHbiM B OXJII, u TpeOyeT nepeBojia Ha roCy/1apCTBEHHBINA S3BIK
rocyJapcTBa-ujieHa. JDTO OOECIEeUYUT COOTBETCTBUE TMOJYYCHHBIX MAaKETOB TPEeOOBAHUIO
SCHOCTH WM TIOHATHOCTH, a TakKXe YyJ000YMTAaeMOCTH Ha TOCYJIapCTBEHHOM SI3bIKE
rocyJ1lapcTBa-ujicHa.

JlonmyckaeTcsi mepeBOJl JTUCTKa-BKJIAJbIIa Ha JApyrue oOimeynoTpeOuMbie B
roCyJapCTBax-WICHAX SI3BIKH MPU YCIIOBUU TOTO, YTO MPEICTABIICHHBIC CBEACHUS UACHTHYHbI
Ha BCEX fA3bIKaxX. B kauecTBe MOKyMEHTa PEruCTPallMOHHOTO JJOChE YTBEPKACHUIO MOICKUT
TOJIBKO JINCTOK-BKJIAJIBIII, COCTABICHHBIN Ha TOCYIaPCTBEHHOM SI3BIKE TOCYIapCTBA-WICHA.

DKCHEepTHOM OIEHKE MOJJICKUT BEPCUSI TEKCTA JIMCTKA-BKIIAJBIIIA HA PYCCKOM SI3BIKE,
COTJIacOBaHHAs YITOJHOMOYCHHBIMU OpraHamMu (PKCIEPTHBIMH OpPTaHHM3AMMSIMHU) BCEX
rOCyJapCTB-4JICHOB, KOTOPBIC OCYIIECTBISIOT PETUCTPAIIHIO JICKAPCTBEHHOTO Tpermapara. ITo
MO3BOJISIET YHOJHOMOYEHHBIM OpPraHaM (SKCHEPTHBIM OPTraHM3alUsIM) TOCY/IapCTB-YJICHOB
IPY HEOOXOTUMOCTH TIEPEBECTH JTUCTOK-BKIIAIIBINI HA CBOU TOCYIaPCTBEHHBIE S3BIKH.

[IpaBuna obecrieueHus ya000YUTAEMOCTH JHUCTKA-BKJIAJbIIIA U MapKUPOBKHU
JIEKapCTBEHHOTO Tpernapara MpuBeICHBI B MpuiiokeHnn Ne 17 kK TpeOOBaHUAM K WHCTPYKITUH
M0 MEIUIIMHCKOMY MPUMEHEHHIO JIEKApPCTBEHHOTO Mperapara M oOIIel XapaKTepHUCTHKE
JIEKapCTBEHHOTO TIpernapara Jyisl MEIUIIMHCKOTO IPUMCHCHHUS.

B nensx obGecrieueHns y10009UTaeMOCTH JIMCTKA-BKIQIBIIIA;

HEO0OXOAMMO YCTPaHUTh MPOTUBOPEUMS JIMCTKA-BKIIAJIbIIIA ¢ OOIIEH XapaKTEPUCTUKON
JIEKapCTBEHHOTO MpernapaTa U MOATBEPIUTh COOTBETCTBUE HH(POPMAIIMHA B HEM ITOJIOKESHUSIM
paznena 4 HacTOsIIKMX TPeOOBaHMUIA, a TaKkXKe MOJIOKEHUIM TpriiokeHust Ne 15 k TpeboBaHUAM
K WHCTPYKIIMU TI0 MEIUIIMHCKOMY TPUMEHCHHIO JICKapCTBEHHOTO IMpernapara U oOIIe
XapaKTePUCTUKE JIEKAPCTBEHHOTO Mpernapara Jijisi MEAUIIMHCKOTO TPUMEHEHUS;

HE00X0AMMO HU30eraTh CI0KHOTO M3JI0KEHUS M HMCIOJIb30BaHUS MEIMIIUMHCKON
TEPMUHOJIOTHH, KOTOPbBIE 3aTPYyIHSIOT TOHUMAaHKE MAIIMeHTaMU HHPOPMAIIUH;

HEOO0X0aMMO 00ECIEeYNTh HM3JI0KEHUE BCEW HMHPOPMAIMHM Ha S3BIKE, MOHITHOM
HECTICIUATUCTY;

UCIIOJIb30BaTh Pa3rOBOPHBINA CTUIIb TOCYIAPCTBEHHOTO SI3bIKa TOCYIapCTBA-UJICHA;

UCITOJIb30BaTh KOPOTKHE MPEITIOKEHUS W (MJIM) MapKUPOBAHHBIC CIMCKH B TEKCTE
JIUCTKA-BKJIA/IBIINIA;

JOTTYCKAeTCsl MCIOJb30BaTh NPUBBIYHBIC I TMAIMEHTOB TOCYJapCTBa-4yjeHa
bopMyIHpOBKHU, B ciiydae eciau (pasbl, NMPUBEACHHBIE B MIA0JOHE, MPENyCMOTPEHHOM
npuioxkeHueM Ne 15 k TpeOOBaHHUSIM K WHCTPYKIIMU 11O MEIMIIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHOTO TIpemapaTa M OO0IIell XapaKTepHCTHKE JEKapCTBEHHOTO Ipemapara s
MEAUIIMHCKOTO MTPUMEHEHUS, MOTYT BBOAUTH MAIIUEHTOB B 301y ICHHUE;

HE JIOMYyCKAETCs UCITIOIb30BaTh CHCTEMHO-OPTaHHYIO KJIACCHU(PUKAIMIO HEXKEIaTeTbHbIX
peaKkiuii, MOCKOJbKY MalMeHTaM MOXET OBbITh CJIO0XXHO CJIeIOBaTh JTOW JIOTHKE.



HexenatenbHble peakiii HEOOXOIUMO CTPYIIIUPOBATH MO UX CEPbE3HOCTH, YTO MO3BOIUT
MaIMeHTaM MOHATh, KOT/Ia U KaKUe MEPHI CJIeTyeT MPUHUMATB;

HEO0X0AMMO YOEIUThCSA, YTO MAIMEHTHI YETKO MPOUH(POPMHUPOBAHBI O PHUCKAX.
OObsicHeHHMs (BKJIFOYAsh YacTOTY BO3HHKHOBCHHS COOTBETCTBYIOIIMX HEKEJIATeIbHBIX
pEaKInii) TOJIC3HBI YUTAIONUM U MOTYT JIY4IIIe XapaKTepHU30BaTh BO3ZMOKHBINA PHUCK.

5.3. Ucnions3oBaHue 11abJIOHOB.

[[Tabm0H MO3BOJIIET 0OSCTICYUTH MPEICTABICHHE TPEOYEMBIX CBEJACHUN B TIPABUILHOM
MOpSIIKE, HO HE TMO3BOJISIET C TOMOIIBIO JU3aiiHa W PACIOJIOXKEHUS CIOB MOIYYHUTh
BBICOKOKAYECTBEHHBIH JOKYMEHT, KOTOPBIH CMOTYT MPOYECTh W TOHATH IAI[UCHTHI.
CooTBeTCTBYIOIIEE YKa3aHWE MPUBOAUTCS B mpwiokeHHH Ne 16 k TpeOoBaHUAM K
WHCTPYKIIUU T10 MEIHMIIMHCKOMY TPUMEHCHHIO JICKapCTBEHHOTO IIperapara W oOIIeH
XapaKTEPUCTUKE JICKAPCTBEHHOTO Mpernapara Jjisi MEAUITTHCKOTO TPUMEHEHUS.

Pe3ynbTaThl HcClieIOBAaHUN CBUIETENbCTBYIOT, YTO MAllMEHThl MOTYT HE MOHUMATh
(GhOpMYITUPOBKH 3aroJIOBKOB W TI0J3arojioBKOB ImadmoHa. [lpm moarotroBke Makera
JUCTKA-BKJIAJBIIIA ISl TOJB30BATEIBCKOTO TECTUPOBAHMS HEOOXOAMMO YOEIUTHCS, YTO
TEKCT JIMCTKAa-BKJAJBINIA COCTAaBJICH HA TOHATHOM Ui TMAalMeHTa S3BIKE C IIEJIBIO
oOecrieueHus: MOHUMAaHUSI TEPMUHOJIOTUU TTAIIUEHTOM.

Heo0xoauMo 0COOCHHO BHHMATEIBbHO OTHECTHCHh K pa3jeiiaM JIMCTKa-BKJIAAbIIIa, B
KOTOPBIX MPUBEICHBI MPOTUBOIIOKA3aHUsI, 0COOBIC yKa3aHUsI M MEPhI MPETOCTOPOKHOCTH, a
TaK)Ke HexenaTelbHble peakiuu. OHU, KaKk MpaBujIo, SBISIOTCS TPOMO3AKUMHU U U3JI0KEHbI
CIIOKHBIM $SI3bIKOM. HeoO0X0oIMMO HMCIoIb30BaTh MPUBEACHHBIC HIDKE PEKOMEHIAIUH IO
Iu3aiiHy, TO3BOJISIIONINE CHU3UTh BEPOATHOCTh BO3HUKHOBEHHS 3aTPyJHEHUN TIpU
TECTUPOBAHUH.

6. [ln3aiH 1 pacmonoxxeHne HHGopManun (BepCcTKa)

JIMCTOK-BKIIQJIBIII C MMPOCTBIM AU3aHHOM TapaHTHUPYET, YTO MAKCUMAIBHOE KOJIHMYECTBO
MAIMEHTOB CMOKET BOCTIONB30BaThCs MH(MOpPMAIEl, HEOOXOIUMOM TSl IPUHSITHUS PEIICHUS
0 TPUMEHEHHMM JIEKapCTBEHHOI'O IIpernapara Haubosiee Oe3omacHbIM M A(HPEKTUBHBIM
CHOCOO0OM.

Opranuzanus NpejcTaBisIeMbIX JTaHHbIX (MH(QOpMalMOHHBIA nHU3aliH) o0ecreyrnBaeT
JIETKOCTh WCTIOJb30BAHUS W MMOHUMAHUS CIIOXHOW WH(MOpManuu. ITO OAWH U3 KITFOYEBBIX
aCMeKTOB IpH pa3paboTKe JOKYMEHTa: PUCK HEBEPHOr0 MOHHUMAHUS MOXKET NMPUBECTH K
CEPBhE3HBIM TOCIICACTBUAM, YTO MPOUCXOJHUT JOBOJIBHO YAaCcTO B 00JIACTH TPEICTABICHHUS
uH(popManuu O JEKApCTBEHHBIX mpemnaparax. PaspaboTka mHGOPMAIMOHHOTO au3aiiHa —
poIiecc, P KOTOPOM MOXKET TOTPEOOBATHCS PACCMOTPETh HECKOIBKO BAPUAHTOB JIU3aiiHa U
X MOJU(MUKAIUHN 111 KOHKPETHOTO JIMCTKA-BKIIA IBIIIA.

6.1. UadopMaiMoOHHEIH qu3aiiH.



Bue 3aBucuMOCTH OT 00beMa OMbITa B COCTAaBIECHUUM U MPOCKTHUPOBAHUU
JUCTKa-BKJIAAbIIA 3agBUTENSAM HEOOXOIUMO NPUAEPKUBATHCS HAWIydlled NPaKTHUKU
COCTaBJICHUSI IUCTKA-BKJIaAbIIa (MHPOPMAIIMOHHOTO IU3aiiHa).

NudopmanmoHHblii JU3aiiH BKIIOYAET B ce0s claeayrolee:
6.1.1. HH(popMaLiHOHHAS apXUTEKTYpa.

Cnoco6 pacnonoxxeHus: ”HGOpPMALUU B JOKYMEHTE C MCIOJIb30BAHUEM 3JIEMEHTOB,
MOMOTalIUX OPHEHTHUPOBATHCSI B TEKCTE€ CIIOCOOCTBYET YIHOPSJAOYMBAHUIO U
CTPYKTYPUPOBAHHIO IOKyMeHTa. B cBsA3M ¢ TeM, uTo nHpOopMaIus peaKo MpoUYruThIBAETCS OT
Hayajga U J0 KOHLA NAalUEHTOM HWJIM JIMIIOM, OCYIIECTBISIOIIMM 3a HUM YyXOJ, CIOCO0
pacmnoyiokeHus: UHPOPMAIIUU SBJSETCS BaXKHBIM aCMEKTOM, 00€CTICUUBAIONITUM CTIOCOOHOCTh
MalMEeHTa OPUEHTUPOBATHCS B TEKCTE U JIETKO MOJIb30BaThCA MPEACTaBICHHONW HH(pOpMaIue.

6.1.2. Tumorpaguxka.

[Ton Tumnorpadukoil nmonumaercs umpudpToBoe OodopmieHUE MpelCcTaBIIeMOn
nHpopmaruu. BpIOOp rapHUTYpbl M NPOYUX DJIEMEHTOB IpaUUE€CKOTO HCIOJHEHHS (
HalpuMep, ILBET TEKCTa), HEOOXOJAMMO OCYIIECTBISATh, OPUECHTUPYSICh Ha IIEJIEBYIO
aynutoputo. Ilpu HajgnexanieM HCHOJb30BAaHMM 3TH ACHEKThl OPraHU3yIOT U JIOBOJAT
uH(pOpMaLIHIO c1ocoO0M, YIOBIETBOPSIOUIMM NOTPeOHOCTH unTarouero. Eciu nmapameTpsl
TUNIOTpaUKU 3aTPYAHSIOT NPOYTEHUE, BHE 3aBUCUMOCTH OT KaueCTBA M3JIOKEHUSI TEKCTa B
JIMCTKE-BKJIAJIBIIIE, MAJIOBEPOSATHO, YTO MALIUEHTHI OYIyT €r0 YNTATh.

HNHTepBanbl MEXAy 4YacTsIMU TEKCTa MO3BOJSIOT CO3[aTh OILIYHIEHHWE OTKPBITOCTU
npeacrasisiemMoil nH@opmanuu. Mcnonb3oBaHWe KOJIOHOK TEKCTa, XOPOIIO 3HAKOMBIX
MHOTHUM W3 Ta3€THBIX MaTE€pPHAJIOB, TO3BOJISET YUTAIOIIEMY JIETKO YCBaUBaTh UH(POPMAIIHIO.
JInuHa CTPOKM M MEXKIYCTPOUHBIM HMHTEpBajl — Ba)XXHbIE ACHEKThl AW3ailHA, KOTOpbIE
HEOOXOJMMO YUUTHIBATh NPHU BbIOOpE MOIXOAAIIENH BEPCTKH.

B npunoxenun Ne 17 k TpeOOBaHUSM K UHCTPYKIUHU MO MEIAULIUHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTa U oOlel XapaKTepUCTHKE JIEKapCTBEHHOrO Ipemnapara IJis
MEIMIIMHCKOTO TPUMEHEHHS TMPUBEACHBl YKa3aHUs OTHOCUTEIBHO MHHUMAIBHO
JOITyCTUMOTO KerJs mpu@ra.

6.1.3. IIOHATHOCTh H3JI0KEHHUA.

Ecau nHUCTOK-BKIAJbINI MMEET MPHUBJIEKATEIbHbIM BHEIIHUN BUJI, U MOHSITHOCTH
U3JIOKEHHUSI W KadeCcTBO HWH(OpMAIMKM HU3KOE WM B TEKCTE MIHUPOKO HCIOJIB3YIOTCS
y3KOCHelalbHble MEIUIIMHCKUE TEPMUHBI, TO BO3MOXXHOCTb JOHECEHHUS] MHPOpPMALMH 0
nanueHTa OyJIeT moTepsHa.

6.2. IlemeBas rpymnma u CBeJeHHs, HEOOXOIUMEIE UIA HA/UIEKAINETO YAOBIETBOPEHHS
norpe6HOCTel JaHAOM IpyIIIEI B HHGQOPMAIWH O JISKapCTBEHHOM IIpeImapare.

[lepen HanmucaHueM TEKCTa W pa3MEIEHHEM €ro B JIMCTKE-BKJIAbIlIe HEOOXOIUMO
OTpeAeNuTh 00JaCTh MPUMEHEHUS JIEKapCTBEHHOTO TperapaTa, ejieBble TPYIIbI U YaCTHbIC



BOIPOCHI, TpeOytomue perieHusi. Bopnedenue B mpoliecc MOTEHIIUATBHBIX MAIlMEHTOB Ha
paHHEM »JTale COCTaBJICHUS JMCTKA-BKJIQJbIIIA IMOMOTAaeT O0ECHeYUTh YCIEITHOCTh
MOCJEAYIOIIEr0 TECTUPOBAHMS M TPUMEHEHHS JINCTKA-BKJIabIIIIA.

HeoOxoaumo ydecTh MOTpeOHOCTH JUIl MOXKUIOrO BO3pacTa, JUIL, AJ1 KOTOPBIX
rOCYyJIapCTBEHHBIN SI3bIK TOCYAapCTBA-WICHA HE SIBJISETCS POAHBIM, JIUIL C 3aTPYAHEHUSIMU B
oOy4eHHUH, a TaKKe JIMI ¢ 3a00JIeBaHUSIMH, CIIOCOOHBIMU MPUBECTU K HAPYIICHUIO 3peHHUs (
HampuMmep, caxapHblii quadeT). OCHOBHBIE TPYINbI MAIMEHTOB, HAa KOTOPBIE CIEAYET
o0paTUTh BHUMAaHUE, IEPEUUCIICHBI HITKE.

6.2.1. Jletu u moJtozabie Jiroqu (MOJIOAEKD).

Ecnu nexkapcTBeHHBIN TIpenapar npeaHazHadeH narueHTaM U3 3TOW TPyIIbl, HEOOXO0IUMO
ONpeNeIuTh, KaKUM 0Opa3oM JMCTOK-BKJAABIINI IO3BOJUT YJOBJIETBOPUTH HX
nH()OpPMAITMOHHBIC TOTPEOHOCTH.

B psine ciydaeB cienyeT peKOMEHI0BAaTh YUTAIOIIEMY OOPaTUTHCS K IPYTUM UCTOUHHUKAM
nH(pOpMaINK, CIIEHHAIBHO COCTABIECHHBIM JIJIsl €F0 BO3PACTHOM TPYMIIbI, WIH MPEAYCMOTPETh
OTPBIBHOM KOPEIIOK JIMCTKA-BKJIAJABIIIA, KOTOPBIA COACPKHUT KIIOYEBBIE CBEACHUS IIO
0e30macHOMY MPUMEHEHHUIO JIEKAPCTBEHHOrO Mpernapara, IpeICTaBIeHHbIE TAKUM 00pa3oM,
9TOOBI 00€CTICYUTH JICTKUI JOCTYN K HH(pOpMAIIHH.

6.2.2. JlekapcTBeHHbIE MPENnaparthl I NPUMEHEHHA B J1e4eOHO-IPOPHIaKTHIECKHX
VUpEKTCHUSAX.

Eciu nexkapcTBeHHBIM mpemapar BBOJUTCS WM MpPUMEHSIETCS
Ne4eOHO-TTPOPUITAKTUYECKUX YIPEIKICHUAX, B pa3jeiie M0 MPUMEHEHUIO JIEKApCTBEHHOTO
npenapara HeoOX0IUMO OINPEIEIUTh CIIOCO0 pa3esieHHs CBEICHU, IPeIHa3HAYSHHBIX JIJIS
MEIUIIMHCKOTO MEepCcoHana W MalMeHTa, 4ToObl 00eCeunTh MHPOPMUPOBAHUE ATUX JIUII
HEe00XoauMOoN UM nHpOpMaIue.

JInst MEIUIIUHCKOTO TepCcoHana CBEACHUS, KOTOPbIe OHU JIOJKHBI YUUTHIBATH TMPU
BBEJICHUU IMIpernapara, JOMYCKAaeTCsl MNPEACTaBUTh Ha OTAEIbHON OTPBIBHOW 4YacTH
JUCTKa-BKJIA IbIIIIA.

[TammenTy HEOOXOMMMO TMPEAOCTABUTH JOCTYN K WH(POPMAIUU, COMEpXKaIIehHcs B
JUCTKE-BKJIAAbINIe U HEOOXOoAMMOW 1Jig 06e30MacHOro MPUMEHEHHUS JIeKapCTBEHHOTO
npenapara ¢ BO3MOXHOCTbIO €€ COXPAHEHHS Y JAHHOIO MalueHTa.

6.2.3. O¢rampmonoruieckue JeKapCTBEHHBIC MPEernapaThl.

Ecnu nexapcTBeHHBIA mpemnapar sBisieTcss O(PTaabMOJOTHUYECKUM, HEOOXOJAUMO
yOeauThCsl, YTO KerJib mpu@dTa TeKCTa IOCTATOYHO BEIUK M TO3BOJIAECT MAIMEHTaM C
HapyUIEHHUEM OCTPOTHI 3pPEHHSI C JIETKOCThIO O3HAKOMUTHCA C HUM. DTO Mpearnojiaraet
HEOOXOJIMMOCTh UCIOJIb30BaTh JMCTOK-BKIIAIBIII OOJIBIIETO pa3Mepa WIN albTEPHATUBHBIC
nu3aiiHel ero odopmieHus (Hampumep, aab0OMHas OpHEHTALMs CTPAHMIIBI) C IIEJIbIO
MaKCHUMAaJIbHOTO UCIOJIb30BAHUS JOCTYITHOU ILIOIIAIH.

6.3. KirogeBhIe 11 nalueHTa CBEACHNUS.



[lepen HanmucaHueM TEKCTa U Pa3MEIICHUEM €T0 Ha CTPAHUIIE HEOOXOIUMO ONPEEIHUTh,
KaKhe CBEJICHUS SBJISIOTCS KIIOUEBBIMU Il O€30MacHOTO MPUMEHCHHUS KaXJa0TO
JIEKapCTBEHHOTO Mpermapara. JTO TMO3BOJSET OMpEeAeTuTh WH(OpMaImio, TPeOYIOIIyIo
OTpaXXCHUS B 3ar0JIOBKAaX, a TAKXKE OT/ICIbHBIC CBEICHMS, TPEOYIOIINE BBIICICHUS B TEKCTE B
MHTEpecax YUTAIOIIETO.

OnpenenuB KIIOYEBbIE CBEICHUS I 0€30MacHOr0 MPUMEHEHHS KaKJI0ro
JIEKapCTBEHHOTO Tpemnapara, CleIyeT MPUCTYNMHUTh K COCTABICHHUIO OMPOCHOTO JINCTA IS
MOJI30BATEIHCKOTO TECTUPOBAHUS (€CIH OHO MPETyCMOTPEHO 3asBUTEIIEM).

6.4. CopeticTBHC MalicHTaM B HABATAIIMH IO JOKyMCHTY.

Pacnonoxenne nndopManmm B TOKyMEHTE SIBISCTCS BaXHBIM acmnekToM. [lopsimox
MIPEJCTABICHUSI CBEJICHWH, NPUBEACHHBIN B pasjuelic 4 HACTOAMMUX TpPeOOBaHUH, U
HCMOJIb30BaHUE 11a0JIOHOB (B COOTBETCTBUM C mnpuiiokeHuem Ne 15 k TpeOGoBaHMSIM K
UHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara W oOien
XapaKTEPUCTUKE JIEKAPCTBEHHOTO TMperapaTa sl MEIUIIMHCKOTO MMPUMEHEHHUS) TTO3BOJISTIOT
obecnieuynTh NPaBWIBHOE paclojiokeHue uHpopmanuu B JUCTKe-BKIanbime. [lpu
MCITOJIb30BAaHUU TTa0JI0OHA B IEJIAX MPABHIIBHOTO PACIIOIONKEHUS HWH(OPMAITUU HEOOXO0IUMO
yOenuThCs, YTO OHA TIEPEBEICHA HA A3BIK, TOHATHBIN IIEJIEBOM ayUTOPUH.

Heo0OxonuMo mpoayMath pacnoyioKeHHE 3ar0J0BKOB M TOJ[3ar0JIOBKOB Ha CTpPaHHUIIE,
9TOOBI 00ECMEeYUTh BO3ZMOXKHOCTh OPHUEHTAIMHM YWTAIONIETO B MHGOpPMAIUU. 3aroJIOBKU B
JIMCTKE-BKJIA/IBIIIE SIBJISIIOTCS KJIFOUEBBIM HHCTPYMEHTOM, MO3BOJISIONIUM MAILIUEHTY YBUIETh
CTPYKTYPY M3JIara€MbIX CBEJICHUN. 3ar0JIOBKHU BBITIONHSIOT J1BE (DYHKITUH:

0003Haya0T HavyaIo pa3/ena U MO3BOJSIOT MAUEHTY HAUTH UCKOMBIE CBE/ICHMUS,;

OTPKAIOT XapaKTep MPHUBOJAMMON B paszerne WHPOPMAIUU, TTO3BOJISS YATAIOIIEMY
MOHSTH €e€.

3aroJ0BKU JOJKHBI BU3YaJIbHO BBIICIATHCS, YTOOBI YUTAIOIIMI MOT C JIETKOCTHIO
OTJIMYUTH 3ar0JIOBOK OT OCTAJIBLHOTO TEKCTa. DTO 00JIeryaeT MOUCK Mo TEKCTY OMPEEICHHOTO
pojaa uHbopMaIuu.

Brinenenne noctTuraercss HECKOJIBKUMU CIIOCOOaMU, HAIIPUMeED:

oOpallleHHBINA TeKCT — Oefible OYKBBI HA TEMHOM (POHE;

YBEJIIMYCHHBIN TIOJY>KUPHBIA TEKCT 3arojioBKa IO CPaBHEHUIO ¢ HHGOpMAIHEH,
CJIEeIyIOUIEH 3a HUM;

YBEJIMYCHHBIA TEKCT 3ar0JIOBKa C BEIPAXKCHHBIM KOHTPACTHBIM I[BETOM IT0 OTHOIIEHHUIO K
uH(dopMaIuu, CIeayromiei 3a HuM.

3aroI0BKY JIOHKHBI IPABUIIBHO OTPAKATh COACPKUMOE Pa3/IesioB M KaK MPAaBUIIO OBITh
Kopoue uHhopMaIii, KoTopas ClielyeT 3a HUMHU.

B cayuae ecium pasjmensl JIMCTKa-BKJIAJbIIa SBJISIOTCS JAOBOJBHO JJIUHHBIMU,
MCITOJIB3YIOTCS TTOA3ar0JIOBKH, KOTOPHIE 00JIErdaroT MOUCK B OOJIBIIIOM MacCHBE MHGOPMAIIHH
. Haubonee yacTo cucrema moja3arojloBKOB MCIOJIb3yeTCsl B pasjelie 2 JUCTKa-BKIaAbIIIA.
[Ipyn mCmonmb30BaHUU CUCTEMBI 3ar0JIOBKOB W TOA3ar0JIOBKOB HEOOXOIUMO OOECIICUHTH



HaJJICKAIIYI0 UX UEPAPXUIO C LEIbI0 pa3TpaHUYCHUS CBEICHHI, KOTOPbIE MTPEACTABIISIOTCS B
ATOM paszfere.

6.5. VHEIe acTIeKTHL, IOIC)KANHE yIETy IIPH pa3paboTKe JIMCTKA-BKIIA (BIIIA.

K npyrum acriektaM, KOTOpBIE 11€1€CO00pa3HO YUECTh IIPU COBEPIIICHCTBOBAHUY JU3aiiHa
U BEPCTKU, OTHOCATCS TAKHE ACIEKTHI, KaK IBET, CHMBOJIBI M MMUKTOTPaAMMBI, 00JIeTYaronue
NOHUMAaHHE U MOUCK KII0YeBOW MHPOpMAIIUU.

6.6. JIOTIOTHUTENBHBIE ACIIEKTHI, KACAIOIIMECS AU3aiiHa U BEPCTKHU:

HEO0OXO0UMO yOEeIUThCS B MPEEMCTBEHHOCTH PACIOJIOKEHUSI 3arOJOBKOB, a TAKkKE
BBIJICTUTh WX, YBEJIMYUB MIPUQPT WU BBIACIUB TEKCT MOTYKUPHBIM MIPUPTOM;

paIMoHAIbHOE MCTIOIB30BaHUE I[BETOB MO3BOJISIET 00ECTIEUNTh XOPOIITUH KOHTPACT, MPU
ATOM 3JI0YMOTpeOJICeHHE IBETOBBIM O(POPMICHHEM MOXKET MNPUBOJIUTH K MpoljeMam,
CBSI3aHHBIM C IOHUMAHUEM MAIMEHTOM HH(GOPMAIIHH;

JOMYCKaeTCsl UCIOJIb30BaTh MPEIMETHBIN yKas3aTedab ISl MalleHTOB, OCOOCHHO B
OykieTHOM (hopMmaTe JTUCTKa-BKIIAIbIIIA, TOCKOIBKY Takoil ()opMaT BbI3BIBAET 3aTPYIHEHUS Y
NAlMEHTOB B HABUTALIMU MO JIUCTKY-BKJIA/BIILY;

HEO0OXOJIUMO YOEUTHCS B UCTIOJIb30BAHUM MAaKCUMaJIbHO BO3MOKHOTO pa3Mepa TeKCTa U
HaJJICKAIIEr0 MCIOJIb30BAHUS HWHTEPBAJIOB MEXKIY 4YacTAMU TekcTa. IImOTHBIA TekcT
CIOCOOCTBYET CHIIKCHUIO KOHIIGHTpAllUM BHUMAHUS TAallMeHTa U 3aTPYAHSET IOHUCK
HeoOxoauMon nHpOpMaITNH;

JJIMHHBIE TIEPEYHHM HEXKEJIATENbHBIX PEAKUUN BBITVISIAT yCTpAIIAOIIE, MO3TOMY
1[eJIeCO00pa3HO UCIOJIb30BaTh HEHYMEPOBAHHbBIC CIUCKU TaKUX HEXKEIATEIbHBIX PEaKIUU.
Heobxoaumo crpynnupoBath HeKelaTeIbHbIe pEeaKIMU M0 UX CEPhE3HOCTH U yOeIuThCs B
MMOHMMAHUU NAlMeHTaMU 00CTOATENIbCTB, TPEOYIOIINX MPUHSIITUSL HEOTIOKHBIX MEP;

HE00X0UMO YOETUTHCS, YTO B3aMMOCBSI3aHHBIE CBEJICHUS PACIIOJIOKEHBI PSIZIOM U HE
pa3HECEHBI MO Pa3JIMYHBIM KOJIOHKAM UJIM CTOPOHAM JIMCTKa-BKJIA IbIIIIA.

JJist MpoBEpKM KauecTBa MOATOTOBKUA WH(OPMAIIMU B JINCTKE-BKIIAJIBIIIE UCTIOIB3YETCS
OaJuTbHas OIEHKA JIMCTKAa-BKJIAJIBIIIIA B COOTBETCTBUH ¢ npuiioxkeHrueM Ne 18 k TpeGoBaHUSIM
K UHCTPYKIMU MO MEAUIMHCKOMY MNPUMEHEHHUIO JIEKapCTBEHHOI'0 Mpemnapara v oOIlei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO IIpernapara Juisi MEJULIUHCKOTO TPUMEHEHUSI.

Takas orleHKa MO3BOJISIET OBICTPO MOJYUYUTHh KOTUYECTBEHHYIO XapaKTEPUCTUKY KauyecTBa
JUCTKA-BKJIAJIbIINIA U BBIIBUTh HEOOXOJIHMMOCTh BHECEHUS JOMOIHUTEIBHBIX W3MEHEHUI,
CIOCOOHBIX MOBBICUTH Ka4eCTBO MH(MOpMauu 1 oPopMIICHHS JIMCTKA-BKJIabIIIA.

7. Iloimb30BaTeNbCKOE TECTHPOBAHUE

7.1. Lenu npoBeAeHUs MOJIb30BATENBCKOTO TECTUPOBAHUS.
3asiBUTENIb WU JIepKaTellb PETUCTPALMOHHOIO yJIOCTOBEPEHUS B LIENAX O0OECIEUECHHUS
yA000YUTAEMOCTH, SICHOCTH W JIEFKOCTH BOCHPUSTUS JIMCTKA-BKJIAJbIIIA YUYUTHIBACT



PE3YyIbTATHI MTOJIb30BATENBCKOIO TECTUPOBAHUS B JTUCTKE-BKIIABIIIE U, €CIIH IPELYCMOTPEHO,
MPEACTABISET YIOJIHOMOYEHHOMY OpraHy (3KCHEpTHOM OpraHu3alliM) rocyiapcTBa-ujieHa
pEe3yIbTaThl TECTUPOBAHUSI.

[Tonp30BaTenbCKOE TECTUPOBAHKUE WU JIpyTrue (POpMBI KOHCYJIbTAIIMU C MAllMEHTaMU
o0ecreynBaroT yuyeT MHEHHS MalMEHTOB 00 yJ000YUTAEMOCTHU, MOHSITHOCTU U JIETKOCTHU
BOCIIPUATHS JIMCTKA-BKJIAJbIIIA, 4YTO obOecneyuBaeT (OpMUPOBAHWE HUTOTOBON BEpPCHUU
JIMCTKAa-BKJIA/IbIIIA, TTO3BOJISIIOIIEH OOJBIIMHCTBY MOTPEOUTENEH JIEKapCTBEHHOTO Ipenapara
MpUHUMATh O€30MacHbIe U TPABUIIHHBIC PEIICHUSI O €r0 TPUMEHEHUH.

Pe3ynbTaThl MOJB30BATENBCKOTO TECTUPOBAHUS (ITPU HAJTMYUH) BKIIOYAIOTCS B MOAYJb 1
PErUCTPALMOHHOTO JOChE.
7.2. Opranu3zanus NpoBEeACHUS MOJIb30BATEIBCKOI0 TECTUPOBAHUSA

B mpunoxxenun Ne 14 k TpeGoBaHUSIM K MHCTPYKIIUU TI0 METUITMHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOTO TpemnapaTta M o0IIell XapaKTepUCTHKE JIEKapCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO MPUMEHEHUsS] MPUBOJUTCS OJIMH U3 BAPUAHTOB METOJMKH TMPOBEICHUS
MOJIb30BATENBCKOTO TECTUPOBAHUSA JUCTKA-BKIIA/IBIIIA, OJTHAKO JTOMYCKAETCS BO3MOXKHOCTh
HCTOJIb30BAHUSL JIPYTUX METOAUK, €CIM OHHM CIIOCOOHBI MOATBEPAUTH CIOCOOHOCTH
MalMEeHTOB HCIMOJIb30BaTh JOKYMEHT ISl MOWCKA M TMOHMMAaHHS KIIOUEBBIX CBEICHUI,
HEO0OXOAMMBIX J1J1s1 0€301aCHOr0 MPUMEHEHHS] KOHKPETHOTO JIEKApCTBEHHOIO Mpernapara.

OnucanHas METOAMKA MIPEICTABIAECT COOON TUATHOCTUYECKUNA TECT, JEMOHCTPUPYIOIIHIA,
B MEPBYIO OYepelb, KaKk padOTaeT JIMCTOK-BKJIAABIII HA MPAKTUKE, & HE TOATBEP>KIAIOIINN
Ka4eCTBO CMBICIIOBOTO HAIMOJHEHUSI TEKCTa (KOHTPOJIb MOCJIEAHEr0 MOXKET MPOBOAUTHCS,
HampuMmep, ¢ nomoinbio Tecta "[Ipoctoro mamepenus cioxknoctu tekcta" (SMOGG)) u
MOATBEPAKIAAIONINM, UTO OH SBJISIETCS Y000UYNTAEMbIM, IIOHSITHBIM U JIETKUM J1JIS1 BOCITPUSTHUS
MOTEHIIMATIFHBIMU TIOTPEOUTENAMH Tpernapara. ITOT UHCTPYMEHT pa3paOOTKU TMO3BOJISIET
ONpEeNeIUTh MPENATCTBUS, CHIKAIOIIME CHOCOOHOCTh MOHUMAHUS W HUCMOJIb30BaHUS
MOTEHIIUAILHBIMA TOTPEOUTENSIMA TIperapara MpeACTaBICHHON HWHQOpMAIMHU, a TaKXe
BBISIBUTH MPOOJEMHBIC 00JaCcTU, TPEeOYIOIINE JOMOJHUTEIFHOTO BHUMAaHUSA. JTa METOINKA
KaK 3Tal mpolecca pa3pabOTKH JIHCTKa-BKIAJbIINIA MpeACTaBiIsieT co00l OCOOEHHYIO
IeHHOCTh. Ecnu B xo0/€ TecTUpoBaHUsS OOHAPYKUBAIOTCSA MPEMSATCTBUS JUISI MOHUMAHUS
nHpopMalK, MOTPeOyeTCs BHOCUTH THIATEIbHO MNPOAYMAaHHBIE H3MEHEHUS B LEIIX
COBEPIICHCTBOBAHUS JTUCTKA-BKJIA IbIIIIA.

JlomyckaeTcsi MUCIOJIb30BaTh MHBIE METOJUKH TOJIB30BATEILCKOTO TECTHUPOBAHMUS,
KOTOpbIE TaKX€ JOJKHbI MPUHUMATHCS YHOJIHOMOYEHHBIMH OpraHamMu (3KCHEPTHBIMHU
OpraHMU3alMsIMHU) TOCYJApCTB-WICHOB IMPHU JKCIEPTU3E PETUCTPAIMOHHOIO Jocke. BakHo
MPOBOJIUTh WHAUBHUIYAJIbHbIE MUHTEPBbIO B paMKaxX IOJb30BATEIHCKOTO TECTUPOBAHUS C
[EeJIbI0 TMOHUMaHUsA, KaKUM O00pa3oM MalMEeHThl OPUEHTUPYIOTCS B IMPEICTaBICHHON
uH(pOpMaIUH.

[Ipu paccMOTpEHNH MaTEpUAIIOB PETUCTPALMOHHOIO TOChE YIOJIHOMOUYEHHBIE OPTaHbl (
AKCIIEPTHBIE OpraHU3allMu) TOCYJApCTB-YJICHOB HE BIpaBe TpeOOBaTh HCHOJIb30BAHUS



KaKOW-1M00 OMpEeNeICeHHOM METOJUKH TECTUPOBAHMS, a BBHIMOJHSIOT OICHKY JaHHBIX,
MOATBEPKIAIOIINX, YTO JIFOAU, KOTOpbIE OyIyT IOJIb30BATHCS JUCTKOM-BKIIQJIBIIIEM,
CIIOCOOHBI HAUTHU HEOOXOANUMYIO HH(GOPMAIIHIO U TIOJKHBIM 00pa30M BOCIIOJIB30BAThCS €IO.

[Ipyn opranuzanuu NPOBEACHUS TOJIH30BATEILCKOTO TECTUPOBAHMS JCPIKATEIIO
PETHCTPAIMOHHOTO YIOCTOBEPEHUS HEOOXOAMMO YOSIUTHCSI B TOM, UTO:

nepej TeCTUPOBAHMEM OJHO3HAYHO OIpejesieHa Haumbosiee BaxkHas MHOopMmanus (
HaIMpuMep, MpeTHa3HAYCHHE JICKAPCTBEHHOTO Mpenapara, peKuM ero JO03UPOBAHMS, a TAKKe
3HAUMMBbIE HEXKEJIaTebHbIC PEaKIIUU U 0COObIe YKa3aHus). IT1a nuHpopMaius OyaeT 3aBUCETh
OT JCHCTBYIOLIEr0 BELIECTBA paccMaTPUBAEMOIO JIEKAPCTBEHHOro mpemnapara. Borpocsl,
3a/laBaeMble yYacTHUKAM TECTHUPOBAHUS, JOJDKHBI OXBAaThIBaTh KIIIOUEBBIE CBEICHUS,
HeoOXoauMble st Oe3omacHOTro mnpumMmeHeHus. KiroueBble cBefeHus ajig 0€301acHOro
npuMeHeHuss OyIyT conaepkaTbcsi B pasaenax | — 4 JIUCTKa-BKIAABINIA, OJHAKO
pacnpeneneHre Wid MUpoTa 0XBaTa BOIPOcaMu MH(OpMAIMU O JIEKApCTBEHHOM Ipernapare
OyIyT OTIMYATHCSI OT OJHOTO Tperapara K Apyromy. HecMoTps Ha TO, 4TO T HEKOTOPHIX
JIEKApCTBEHHBIX MPENapaToB MOXKET MOTPeOOBATHCS COCTaBJICHUE BOIPOCOB HA OCHOBAHUU
pa3zznenoB 5 unau 6 JMUCTKA-BKJIAJbIIIA, TaKHE CIydau, Kak mpaBuiio, peaku. Heodxoaumo
yOeIUThCS BO BKJIIOYEHUU B OTMPOCHBIN JIUCT BCEX KIIOUEBBIX CBEJACHUU MO Oe30macHOMY
MIPUMEHEHUIO JIEKAPCTBEHHOTO TIperapara;

CyOBEKTHI M3 UCCIEAYEMBIX BBHIOOPOK Hambojee BEPOSITHO MOTYT BOCIOJIH30BATHCS
JIMCTKOM-BKJIJIbIIIEM (BKIJIFOYAsS JIMLI, OCYLIECTBISIOMUX yX01). TecTupoBaTh BCE MOMYJISIIUU
MAlMCHTOB TIPH BCEX BO3MOXKHBIX 00CTOATENHCTBaX HE TPEeOyeTCs, MOCTATOYHO BKIIOUUTH
JIU1I, CHOCOOHBIX MPEICTaBUTh, YTO OHU HAXOJATCS B COCTOSIHUU, TIPU KOTOPOM MPUMEHSIETCS
JAHHBIM JIEKapCTBEHHBbIM mpenapaT. Bo u30exaHue HEIONOHMMAaHUA HE JOIYCKaeTCs
BKJIIOYATh CBEJCHUS, MPEIHA3HAUCHHBIC I MEIUIMHCKUX PAOOTHUKOB W JPYTUX JIWII,
paboTaromux ¢ JEKApCTBEHHBIMH mMpemnapaTaMu. JIuia, 3HAKOMBIE C JICKAPCTBEHHBIM
mpemnaparaM, Kak TMpaBUiIo, HE JOKHBI OBITh yYaCTHHKAMHU MOJb30BATEIBCKOTO
TECTUPOBaHUS, OJTHAKO WH(POPMAITHIO, TTOTYYESHHYIO OT 3THX JIHII, JOITYCKACTCS UCTIOJIb30BaTh
JUTSI TIOATOTOBKH JTU3aifHA JTNCTKA-BKJIA/IBIIIA;

NpUBEACHBI YOeIUTETbHBIEC 10KAa3aTENbCTBA, UTO YYACTHUKHA TECTUPOBAHUS CMOTIIM HAWTH
U JTIOJDKHBIM 00pa30M BOCIIOJIB30BaThCA MHGOpMaIueit. Bormpockl, BKIIOYEHHBIE B MPOTOKOIT
TECTUPOBAHUS, TAKXKE MOJBEPraloTCa B MPOLIECCE PACCMOTPEHUSI PETUCTPALIMOHHOTO JIOChE
AKCIIEPTU3E OTHOCUTEIIBHO TOTO, HACKOJIBKO XOPOIIIO OHU OTPAXKAIOT BBISBIICHHBIC KIFOUCBBIC
cBelleHHs 1o 0e30macHOCTH. Bompochl MOMKHBI OBITH OTKPBITHBIMH, JOJKHBI MO3BOJISITH
YYaCTHUKY TECTUPOBAHUS TPEACTABUTHh Ce0sS B ONMPEACICHHOW CHUTYallUHM W HE JIOJKHBI
MIOJICKa3bIBATh €My OTBET, COAECPMAIIMUICA B JUCTKE-BKIIaabIie. KaxIplid BOPOC JOJKEH
OBITH COCTaBJIEH HaJIeKalUM 00pa3oM. HakomieHrue TaHHbIX, HECTIOCOOHOCTh HaX 0K ICHUS
WU TIOHWMAaHHS YYaCTHUKAMHU OJHOTO WK 00Jiee 3HAYMMBIX BOMPOCOB, HE JOITYCKAECTCS.



OkcnepraM HEOOXOAMMO MPOBEPUTH 3aJlaHHbIE YYaCTHHMKAM 3HA4YMMbl€ BOIPOCH U
COOTBETCTBHE pE3yJbTATOB OTBETa Ha KaXAblii BONPOC KPUTEPUSIM YCHEIIHOCTH,
BBIPA0OTaHHBIM JI0 Hayaja TECTUPOBAHU.

7.2.1. HHTEepripeTalius KpUTEPHEB yCIIEXA.

Kpurepun ycnexa npeanonaratot, 4To 90 % rpaMOTHBIX B3POCIIBIX JHL] JOJKHBI OBITh
crocoOHbI HaiTu cBenenust U 90 % U3 HUX JAOJHKHBI OBITH CIIOCOOHBI TOHATH MHGOpMalHio. B
paMKax ABYX TIpyII, Kaxaas U3 KOTOPbIX COCTOUT U3 10 y4yaCTHUKOB, HEOOXOAMMO, YTOOBI
nHpOpMaIUs B JINCTKE-BKIaAbINIe Oblla HaljaeHa u moHsTa 16 u3 20 ydactHukoB. Ecim
pe3yabTaThl HE TOCTUTAIOT ATUX 3HAYEHHM, HEOOXOAMMO NEPECMOTPETH JINCTOK-BKIAAbIII U
IIPOBECTH JIONOJHUTEIBHOE TECTUPOBAHUE.

Ecnu ucnonp3yroTcst allbTepHATUBHBIE METOJAMKU TECTUPOBAHMS, KPUTEPUH yCIIEXa MOTYT
ObITh MHBIMU. TeM HE MEHEe HE3aBHCHUMO OT KPUTEPHUEB ycIiexa KaXkIblii BOIIPOC J0JKEH caM
1o ce0e COOTBETCTBOBAThH TAKUM KPUTEPHSIM.

7.2.2. [loaroroBka oT4€Ta, BKJIF0YaeMOTr0 B PETHCTPALTHOHHOE JIOChE.

[Ipu coctaBiieHnH OTYETa, BKIIOYAEMOTO B PETUCTPALIMOHHOE 10Che, HEOOXOAUMO YUYECTh
onyOJIMKOBAaHHBIE PEKOMEHJIAllUM, yKa3aHHble B nmoanyHkre 4.11. OTder mo pesyJibraram
I10JI30BATEJILCKOTO TECTUPOBAHUS COACPIKUT CIIEIYIOLIUE PA3AEIIbL:

7.2.2.1. KiroueBble cBeIeHUs 1711 0€301MacHOTO TPUMEHEHHS.

Takue cBelneHHs HEOOXOAMMO ONpPENENIUTh 3apaHee M KaKJIOTro JIEKapCTBEHHOTO
npenapara. Heobxoaumo onucarh, HA OCHOBaHUHU YErO MOJYYEHBI BOIIPOCHI, OPUEHTUPYSIChH
Ha KJIFOYEBbIE CBEJCHUS N0 0€30I1aCHOMY MPUMEHEHHIO JIEKAPCTBEHHOTO Mperapara;

7.2.2.2. BeiOOp y4aCTHHKOB U UX JeMOTpaduuecKre XapaKTepUCTUKU.

Heob6xonumo omucarb, HACKOJIBKO TECTHUpyeMas MOIMYJSALMS OTpa)kaeT Hauboiiee
BEPOSITHYIO MOITYJISLUUIO MTAIIMEHTOB, IPUHUMAIOIINX JIEKAPCTBEHHBIN ITpenapar Kak I10 oIy,
TaK U 10 BO3PAaCTHOMY JUANa30HYy.

B nensx uckimrodeHus cucteMaTudeckux omuook (bias) HEOOXOAMMO OMKCATh KPUTEPUU
HEBKJIIOYEHHS B TECTUPOBAHUE U YPOBEHb 00pa30BaHUs yYaCTHUKOB;

7.2.2.3. AHanu3 1o KaxJa0u NpOTECTUPOBAHHOM T'PYMIIE.

['paduueckoe mnpeacTaBiieHUE SABJISETCS HAMJIEKAIIUM CIOCOOOM JIOHECEHUS
uH(pOpMaUK, OJTHAKO FPAPUKU JTOJKHBI OBITh YETKO MPOMAapPKUPOBAHBI U JIETKO MO11aBAThCS
UHTEPIPETALUH.

Kax b1l BONpOC TOJKEH BBIAEPKATh COOTBETCTBUE KPUTEPUSAM yCIIEXa.

Heobxoaumo maeHTu(UIUpOBaTH BOIPOCH], ¢ KOTOPHIMU Y YYaCTHUKOB BO3HUKIIU
3aTpyAHEeHUs (HalpuMep, 3aTpyJHEHUS IPU MOUCKE U (MJIM) TOHUMaHUU HH(OpMaIun).

[Ipu ucnonb3oBaHnyu CyOBEKTHBHBIX KPUTEPUEB, TAKUX Kak "nerko", "¢ 3arpyaHeHUsIMU"
U Jp., HEOOXOJAMMO ONHUCATh, KAaKUM O0pa3oM YYAaCTHUKU TECTUPOBAHMS HAXOIUIIU
uHpopmannio. Heo6XoaumMo y4UTHIBaTh, YTO HCIOJIb30BaHUE CYOBEKTUBHBIX KPUTEPHUEB,
UMEIOIIUX JTOMOJHUTEIbHBIE OLICHOYHBIE 3HAUEHUSI B BUJIE BBIpAXKEHUM 'c 3aTpygHEHUSIMU"
WK "¢ OOJIBIIMMU 3aTPYIHEHUSIMU", SIBISETCS MPUYMHON OTKa3a B MPU3HAHUU PE3YyJIbTaTOB



M0JIb30BAaTEIbCKOTO TECTHUPOBAaHMUSA. B 3Toil cBsA3M HEOOXOAMMO MpPOAHAIU3UPOBATH,
HACKOJIBKO JIETKOCTh MOWCKa MHPOpManuu Oblja yIyd4llIeHa IpH BHECEHHH W3MCHECHHH B
JUCTOK-BKJIabII. Heob6XxoauMo npeuioxkuTh N3MEHEHUS B TMCTOK-BKJI IBIII, YCTPAHSIOIINE
TaKWe 3aTPYTHEHHUSI.

[Tocne n3MeHeHus: TUCTKA-BKJIAAbIIIa HEOOX0IUMO TTOBTOPHO MPOBECTH TECTUPOBAHUE U
COCTaBHUTh MO0 HEMY OTYET;

7.2.2.4. XapakTepucTuka oOpaTHOM CBSI3M CO CTOPOHBI YYaCTHUKOB TE€CTHUPOBAHUS
OTHOCUTEJIbHO JIMCTKA-BKJAJbIIIA M NPEICTABICHHE H3MEHEHUHM, YUYUTHIBAIOUIUX BCE
BOIPOCHI OOIIETO XapaKTepa;

7.2.2.5. Bce BepcuM JIMCTKa-BKIabIIIIA;

7.2.2.6. IlepBuuyHble AAHHBIE, IOJYYEHHBIE IO pE3yJIbTaTaM HHTEPBBIO, HE
MPEJICTaBISAIOTCS, JOCTATOUHO MPEICTaBUTh PE3IOME YCTHBIX 0TBETOB. [Ipu HeoOxonuMocTu
MOJIy4EeHHSI JOTIOTHUTENIbHBIX CBEJICHUHN, YIIOJITHOMOUYECHHBIN OpraH (3KCrepTHas OpraHu3anus
) TocyJapcTBa-4JIeHa HaIlpaBisieT B XOJ€ MPOBEACHUS SKCIIEPTU3BI 3aMPOC 3aIBUTEIO WU
JIep>KaTe0 PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI O HEOOXOJUMOCTH MX MPEJACTABICHHUS.

WuauBuayanbHble CBEIEHUS O TECTUPOBAHUM KaXKJOTO yYaCTHUKA MPEICTaBISATh HE
TpeOyetcs. [1oCKOIbKY TECTUPOBAHHUIO MOJABEPraeTcs JUCTOK-BKIAbINI, a HE yYaCTHUKH,
TaKWe JaHHbBIE HE SABISIOTCS 3HAYNMBIMH.

7.3. O6cTOsATENHCTBA, TPEOYIOIINE MPOBEACHUS TECTUPOBAHMSI.

[Ipu mpoBeaeHHM MOJIB30BATEIBCKOTO WM MHOTO TECTUPOBAHUS HEOOXOAMMO
UCIIOJIb30BaTh MOJHOIBETHBIA MAaKeT JHCTKAa-BKIAbIIIA JIEKapCTBEHHOro mpemnapata. He
JIOITYCKaeTCsl UCIMOJIb30BaTh TEKCTOBYIO BEPCHIO, MMOCKOIBKY AU3aliH U BEPCTKA OKAa3bIBAIOT
CYIIECTBEHHOE BIUSHHE Ha CIIOCOOHOCTh MAIMEHTAa HAXOJIUTh W MOHUMATh KIIOUYEBHIE
CBEACHUS JUIst 0€30I1aCHOr0 MPUMEHEHUs JIEKapCTBEHHOT0 Mpenapara.

3asBUTENIO WM IEPKATENI0 PErUCTPALIMOHHOTO yIOCTOBEPEHHUS CIIEyET MPEyCMOTPETh
MIPOBEJICHUE MOJIb30BATEIBCKOTO WM aHAJIOTMYHOTO TECTHUPOBAHUS JIMCTKa-BKJIAAbIIIA TS
CIICIYIOIINX JIEKAPCTBEHHBIX MPENapaToB:

a) JEKapCTBEHHBIEC Mpemnaparhbl, CoJepKallie HOBBIC JEWCTBYIOIINE BEIIECTBA HIIU
BBIITyCKaeMble B MPUHIIMIIUATBLHO HOBBIX JEKAPCTBEHHBIX (popMmax (Hampumep, ¢ Ipyrum
CIIocOoOOM TMPUMEHEHHUs WM IyTeM BBeneHus). [Ipu 3ToM moja HOBBIMH JEHCTBYIOUTUMU
BEIIECTBAMH MOHUMAIOTCS BEILIECTBA, BXOJAIIME B COCTAB OPUTHMHAIBHBIX JIEKAPCTBEHHBIX
IpernapaToB WM MPU OTCYTCTBUM OPUTMHAIBHBIX — B COCTaB TEPBBIX JIEKAPCTBEHHBIX
IpernapaToB, 3asBJICHHBIX Ha PEruCTpalUI0 B COOTBETCTBUU ¢ [IpaBuiamu perucrpanuu u
OKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIMU
Pemennem CoBera EBpasuiickoii s5KkoHOMHUYECKON KoMUCCHU OT 3 HOs0ps 2016 r. Ne 78 (
nanee — [IpaBuna peructpauun);

0) ekapCTBEHHBIE MTpernapaThl, B OTHOIIEHUU KOTOPBIX U3MEHIINCH YCIOBHS OTIIYCKa,

B) JIEKapCTBEHHBIC MpemnapaThl, B aKTyalIbHYIO OOIIYI0 XapaKTEPUCTUKY KOTOPBIX

BHECEHBI 3HAYMMbIC HOBBIC CBEJCHHUS MO 0€30MaCHOCTH, KOTOPHIE CYIIECTBEHHO MEHSIOT



[IOKa3aHUs, OTPAaHUYEHUS K IPUMEHEHHIO (MEpBI MPEIOCTOPOKHOCTH U MTPOTHUBONOKA3aHHUS
MpY NPUMEHEHHUH ) WU CIOCO0 MPUMEHEHHUSI Y oMUY NAallMEeHTOB;

I') BKJIFOYEHHE HOBBIX MOIYJISUUI MALMEHTOB KaK CJIEICTBUE PACIINPEHUS MOKa3aHUM K
NpUMEHEHUIO TIpenapara (HanmpuMmep, BKIIOYEHHE MAllMeHTOB JIETCKOr0 BO3pacTa).

B pamkax mpouenypbsl npuBeneHUs B COOTBETCTBUE ¢ TpeOoBaHusamu Coro3a, He
TpeOyeTcsi  NpPEACTaBIEHUS  PEe3yJbTAaTOB  IOJb30BAaTEIbCKOTO  TECTUPOBAHUS
JIMCTKAa-BKJIAibIIa. Pe3ynbTaTsl €ro MOryT NPEJOCTABISATHCS 0 MHUIMATUBE 3asBUTENS (IIpU
Hanuuuu). Ilpm >TOM ymosJHOMOUYEHHBIE OpraHbel (PKCHEPTHBIE OpraHU3aALUM)
roCy/1apCTB-4JICHOB BIIPABE 3alpPOCUTh Yy 3asABUTEINS PE3yJbTAaThl IOJIb30BATEIHCKOTO
TECTUPOBAHUS B paMKax MPOLEAyphl IPUBEACHUS B COOTBETCTBUE ¢ TpeboBaHusimu Coro3a, B
ClIy4ae MoJayy 3asBUTENIEM 3asIBJICHUS B YIIOJIHOMOUYEHHBIE OPTaHbl TOCYAapCTB-YICHOB, T1I€
paHee JaHHBIM MpenapaT He ObUI 3aperucTPUpOBaH JHMOO YCTaHOBUTH TpPeOOBAHHE O
IIPOBEJICHUH I10JIb30BaTEIBCKOIO TECTUPOBAHUS B IIOCTPETUCTPALUOHHOM IIEPUOJIE B TEUCHUE
rojia mocJjie IpUBEJIEHUs B COOTBETCTBUE C TpeOoBaHUAMH Cor03a, COrjJacHO MyHKTy 116
[IpaBus1 perucTpanuu sl JICKAPCTBEHHBIX IPENapaToB, UMEIMINUX CYIIECTBEHHBIH PHUCK
HEMpPaBUIbHOTO MPUMEHEHHS B aMOYJIaTOPHBIX YCIOBUSIX.

IIpn HenmpenacTaBiIeHUM PE3yIbTATOB IIOJIB30BATEIBCKOIO TECTUPOBAHHUS 3asIBUTEID
MPEICTABIAET B MOAYJIE | PErMCTPAllMOHHOTO TOChE MUCHMO C YKa3aHUEM HMCTOYHHUKA
uHbopmaruu s GOPMUPOBAHUS TMCTKA-BKIIAIBIIIIA.

[Tonb30BaTENBCKOE TECTUPOBAHUE MOXKET OBITh BBIIIOJIHEHO Ha JIOOOM S3BIKE
rOCyJIapCTB-4JICHOB IIPY YCIOBUU COXPAHEHUs HICHTUYHOCTH TEKCTA JIMCTKAa-BKiaaslma. B
Clly4yae IepeBoJa MHCTPYKIMU HA IOCYJAapCTBEHHBIN SA3bIK TOCYAAPCTBA-YJI€HA IO 3alpoCy
AKCIIEPTHOUN OpraHu3aluy IPOBOJUTCS UCCIIEI0BaHNE B (DOKYC-TPYIIIE WIH CBSI3bIBAHHUE.

[ToBTOpHOE MMOIB30BATENBCKOE TECTUPOBAHUE HE TPeOyeTcs MpU BHECEHUHM B
JUCTOK-BKJIAJIBIII HH(OpPMALIMHU, HE BIUSIOIIEH HAa MyHKTHI "B — I'' HACTOSIILIETO pa3jena, uin
IIPY U3MEHEHNUHU IU3aliHA U BEPCTKHU.

Ecnu mpoBoAMIOCH MOJIB30BATENBCKOE TECTUPOBAHHUE, B PETMCTPALIMOHHOE J10CHE
HEOOXOJMMO BKJIOUHTH IOJITBEPKAEHUE Takoro TtectupoBaHus. llpu peructpanuu
BOCIIPOM3BEICHHOIO JIEKAPCTBEHHOI0 Ipenapara (OuoaHaiora) 3asBUTENb MO CBOEH
MHHIIMATUBE TAKK€ MOYKET NMPOBOJUTH I10Jb30BATEIBCKOE TECTUPOBAaHKUE. BMecTe ¢ TemM 1o
oOlieMy MpaBWly pe3yJbTaThl IOJIb30BATEIBCKOTO TECTUPOBAHUS MPU PETUCTPALUU
BOCIIPOM3BEICHHOT0 JIEKAPCTBEHHOr0 MpenapaTta Wiu OuoaHajora He MpeaoCTaBIISIOTCA,
JOCTAaTOYHO MCIOJb30BaTh TEKCTOBYIO BEPCHUIO JIMCTKA-BKJIAJABIINIA YK€ paHee
3apETUCTPUPOBAHHOIO B TOCYJAapCTBE-WICHE JIEKAPCTBEHHOIO Mpenapara ¢ aHaJIOTMYHBIM
MHH. Heob6xoaumocTu MpOBOAUTH MOIH30BATEIHCKOE TECTUPOBAHKE (€T0 aHAJIOTa) ISl BCEX
JIMCTKOB-BKJIA IBIIIEH HET.

[Ipn HamMuuM 3aMed4aHUuil YIOJIHOMOYEHHOTO OpraHa (3KCHEpPTHON OpraHu3aliu)
rocylapcTBa-wieHa K IPOEKTY JIMCTKa-BKJIAJbIIIa IOCIEAYIOINE TECTUPOBAHUS HE



IIPOBOJATCS, BBINOJIHAETCA COIVIACOBAHUE TEKCTA JINCTKA-BKJIA/BIIIA B PAMKAX yCTPaHECHHUS
3aMEYaHuM.

[Tonp30BaTENBCKOE TECTUPOBAHKE IS TMCTKA-BKJIAAbIIIA JIEKAPCTBEHHBIX MPENAPATOB,
BBOJIMMBIX MEJIUIMHCKUMU PAOOTHUKAMU B YCIOBHUSAX JiIeueOHO-MPOGUIAKTUYECKUX
YUPEKICHUNW, MOXKET ObITh MPOBEAEHO MO WHUIMATHUBE 3asBUTENS WU MO 3aMpocy
YIOJITHOMOYEHHOTI'0 OpraHa (3KCIepTHOM OpraHu3aln) Tocy1apcTBa-yIeHa.

3asgBUTENH B COOTBETCTBHM C MMYHKTOM 26 IIpaBuin peructpanuu BnpaBe oOpaTUThCS 3a
KOHCYJIBTALIMEN B YIIOJTHOMOYEHHBIN OpraH (3KCIEPTHYIO OPraHU3aLHI0) TOCYAapCTBA-YICHA.

7.4. [IpoBeaeHne CBA3YIOMIETO UCCIEIOBAHMS.

[TousiTue "cBsizpiBaHUE" MPUMEHSIETCA K JIMCTKAM-BKJIaAbIIIaM, KOTOPBIE IOCTATOYHO
O0nm3ku (MOJO00HBI) KaK MO COAEpKaHUIO, TaK U BepcTke. [Ipu CBSA3bIBAaHWUU YyCHENTHOE
MI0JIb30BATEIbCKOE TECTUPOBAHUE POJUTENIHCKOTO JIMCTKA-BKJIAAbIIIA JOIYCKaeTCs
UCIIOJIb30BaTh B KauyeCTBE OOOCHOBAHMSI HE MPOBEICHUS TECTUPOBAHMS aHAJIOTUYHBIX
JOYEPHUX JIMCTKOB-BKJaJbIed. JlouepHHE JIMCTKU-BKIAJBIIIN MPU CBA3YIOIIEM
TECTUPOBAHUU JIOIYCKAeTCsl IOArOTABIMBATH HA OCHOBE PE3YJIbTAaTOB TECTHPOBAHUS
HECKOJIbKUX POJUTENBCKUX JIMCTKOB-BKJIAABILIEH.

[Tockonbky au3ailH U BepcTka MH(GOpPMALUU SABISIOTCS BaXXHBIMH (PaKTOpaMu ee
UCIOJIb30BaHUS M TOHUMAHUSA, B LEJISAX YCIEHNIHOTO CBSA3BIBAHUA [JIs JOYEPHUX
JIMCTKOB-BKJIAIBIIIEN MCIIOJIB3YETCS TOT K€ U3aiiH, BEPCTKA U CTUJIb U3JIOKEHUS, YTO U IS
POJIUTENBCKOTO JIMCTKA-BKIAAbIIIA. YTIOJHOMOYEHHBIH OpraH (dKClepTHas opraHU3aLus)
rocyJapcTBa-4j€Ha BIIPAaBEe HE MPUHATH MPEUIOKEHHOE CBA3BIBAHUE, €CJIM 3TU yCIOBHS HE
BBITIOJIHSIOTCSL.

7.4.1. KnroueBbie cBejeHHUA T 0€30I1aCHOTO IIPUMEHEHH.

B mensx ycmemHoro mnojb30BaTelbCKOrO0 TECTUPOBAHUS HEOOXOJMMO 3apaHee
ONpENENIUTh KIIOYEBbIE CBEACHUSA MJIsI OE€30MacHOr0 MPUMEHEHUS pPAacCMaTpPUBAEMOIO
JIeKapCTBEHHOT O npenapara. [y Kkaxa0ro JeKapcTBEHHOrO Mpernapara 3T CBeleHus: OyayT
paznuyatrbca. ONPOCHBIA JIUCT JOJDKEH COJEpKaTh OTH KIIOYEBBIE CBEACHUS U
MOATBEPKICHUE TOTO, YTO MALMEHTHI CIOCOOHBI HANTH M MOHATH 3TH CBEJEHHUS C LIEJIbIO
0e30macHOr0 NPUMEHEHUS JIEKapCTBEHHOIro mnpemnapaTta. [lomo0HOe moJb30BaTENbCKOE
TECTUPOBAHUE BIIOCIEACTBUM MOXHO HCIIOJIb30BaTh B KadecTBE OOOCHOBAHHS
JUCTKA-BKJIAJbIIIA, COCTABICHHOTO TEM 3JK€ CHOCOOOM B OTHOILIEHMHM POJCTBEHHOTO
JIEKapCTBEHHOIO mpenaparta. Jlonmyckaercs 4ToObl, B CBA3YIOIIEM HUCCIEIOBAHUU KIIOUEBHIE
CBEJICHUS ISl O€30IacCHOTO MPUMEHEHUS, COAEpXKAIIUecs] B POAUTENbCKUX M JOUYEPHHUX
JUCTKax-BKJIaAbIIaX He ObUIM MACHTUYHbIMU. OJHAKO CBeIEeHHUs MO O€30MacHOCTH,
BBI3bIBAIOIME OCOObIE OMAceHusi, HEOOXOAMMO MPOTECTUPOBATH B OTHOILIEHUU KaXIAOTO
JIOYEPHETO JINCTKA-BKJIAbIIIA.

7.4.2. @opmart, Au3aHH U BEPCTKA.

Jlu3ailH M BepCcTKa JIMCTKA-BKJIAAbIIIA SIBJIIOTCS OCHOBOIIOJArarOIIMMH acleKTaMU
MOJyYEHHUs] TNalMEeHTaMH KJIOYEBBIX CBEJCHUH MO 0e30ImacHOMY MPUMEHEHUIO



JIEKapCTBEHHOTO MpernapaTra. YCrHeX CBSI3bIBaHUS OIMPEACISIIOT OOMIWM JW3aiiH U BEPCTKA
POAUTEILCKUX U JIOUYEPHUX JIUCTKOB-BKJIAbIIeH. OOmue qu3aiiH U BEpCTKa BKIIIOYAIOT B
ce0s claeAyonue BaKHbIE aCTIeKTHhI:

TapHUTYPY U KETJIb mpudTa;

3aroJIOBKH W MOA3aroja0BKH, BKJIIOYAsl OJHOPOJIHOCTh UX PACIIOI0KEHUS;

pa3Mephl TUCTKA-BKIIAIBIIIA, BKIIFOYAs KHIDKHYIO (ATbOOMHYIO) OPUEHTAITUIO CTPAHMIIBI,

MCIIOJIb30BaHUE IIBETOB U BBIOOP I[BETOBOI FraMMBbI;

CTHJIb U3JI0XKEHUS U (HOPMYITUPOBKHU;

BEpPCTKA KPUTUUECKUX Pa3eJIOB JINCTKA-BKIbIIIA, KacaloluXcs 0€30MacHOCTH;

VICTIOJIb30BAHUE IMUKTOTPAMM.

7.4.3. llpumeHEHHE NPaKTUKH CBA3BIBAHHA.

J{ns. OqMHAKOBOM 1€J€BOW MOMYJISIIMUA MAlMEHTOB OOCTOSITENILCTBA JIOMYCTUMOCTH
CBSI3BIBAHUS C COOTBETCTBYIOIIUMH KPUTEPUSAMHU TPUEMIEMOCTH BKJIIOYAIOT B CeOs
CIEYIOIIEE:

a) paCUIMpPEHUE JIMHEUKHU.

CBs3plBaHME, KaK MOPaBUIIO, JIOMYCKAETCA B OTHOUICHWUM JIMUCTKA-BKJIAJbIIIA
JIEKapCTBEHHBIX MpENnapaToB ¢ TOM ke (PapMaKOIOTHYECKH aKTUBHOM YACTHIO MOJICKYJIbI
JIEUCTBYIOIIETO BEIIECTBA MPU PA3IMYHBIX JO3UPOBKAX, PA3IMUHBIX JEKAPCTBEHHBIX (hopMax
U MyTSX BBeIEHUA. B 3TUX ciaydasix B Ka4eCTBE POAUTEIBCKOIO JINCTKA-BKIAAbIIIA JOJDKEH
BBICTYTIATh JTUCTOK-BKJIAIBIII, COAEPKAIINI HanOoJIee CIOKHYIO JJIs MalueHTa HHPOpMaIHio

Hanpumep, nuCTOK-BKIAABINI HA JHUa3elaM B JEKApCTBEHHOM ¢dopme "pacTBop s
MpueMa BHYTPb' BBIOMpPAETCS B KaU€CTBE POAUTEILCKOTO JIMCTKA-BKJIAbINIA HA AUa3enaM B
TabyneTkax (JoOUYepHUM JIMCTOK-BKIIA IBII).

Ecnu nekapcTBeHHBIN MpenapaTt He MpeHa3HaueH JJIsi CAMOCTOATEIIBHOTO MPUMEHEHUSI
MaleHTaMt, COOTBETCTBYIOIIUM JIMCTOK-BKJIAJBIII CBS3BIBAETCS C JIMCTKOM-BKJIAJbIIIEM
TOTO K€ Tpernapara, IPUMEHSIEMOT0 CAMOCTOSTEIBHO.

Hanpumep, TucTOK-BKIIaIBIIT HA UHBEKIIMOHHBIN Jua3enamM (JOUYepHUil) CBSI3BIBAETCS C
JIMCTKOM-BKJIQJIBIIIIEM Ha JTMa3ernam B JeKapcTBEHHOU dopme "pacTBop [yt mpuema BHYTPh' (
POAUTENBCKUN).

Ecnu moteHnumanbHO CXOXKHE JIEKAapCTBEHHbBIE MpemnapaThl TPEOYIOT OT MalueHTa
MMOHMMAHMS CYIIECTBEHHO PA3JIMYAIOIIUXCS CIIOCOOOB MPUMEHEHHUS (HarpuMep, UHTAISTOP U
IJIACTHIPB), JAOJKHBI IPUMEHSTHCS pa3IuyHbIe KPUTEPUM CBS3bIBaHMS. B maHHOM ciydae
HEOOXOAMMO OOECIEUHUTh YCIEIIHOE MPOXOXKISHUE IOJIh30BATEIbCKOI0 TECTUPOBAHUS
uHpopMaIum, Kacaromeics pexuma go3upoBaHus. [Ipu cocrtaBieHHM JOYEPHETO
JUCTKA-BKJIAJbIIIA JIOMYCKAETCs HCIOJb30BAHUE pPE3yJbTATOB  IMOJb30BATEIIbCKUX
TECTUPOBAHUM, MPOBEJCHHBIX Ha POJUTEIHCKUX JIMCTKAX-BKJIAABIIIAX HECKOJbKHUX
JIEKapCTBEHHBIX MPEnapaToB.



Hamnpumep, kK TUCTKY-BKJIAJIBINTY HA UHTAISIIMOHHBIA CalbOyTaMoi (J0UepHUi) MOXKHO
MPUMEHUTh '"TBOMWHOE CBA3bIBAaHHE', CBA3aB €ro C JUCTKOM-BKJAJBIINIEM Ha Mpenapar
canpOyTamosia JUisi TpHeMa BHYTPb, NPOIICAININN YCHEIIHOE IOJb30BaTEIbCKOE
TecTUpoBaHue (B yacTu WHGOpPMAIMK, Kacaromencs (hapMakoIOTUUYECKU aKTUBHOM 4acTH
MOJICKYJIBI JIEHCTBYIONIETO BEIIECTBA), M JIMCTOK-BKIIAJBINI Ha TpenapaTr OeKJIoMeTa30Ha ¢
UJCHTUYHBIM UHTAIATOPOM (B 4acTH UH(POPMAIIMH, KaCAIOIIEIHCs JOCTABKH ).

Ecnu noptdens koMnaHuu BKIIOYAET B ce0s Pl CTAaHJAPTHBIX JIEKAPCTBEHHBIX (Popm
JUISl MECTHOT'O TIPUMEHEHUs (Ma3u, KpeMma, ria3Hble, YITHbIE U Ha3aJbHbIC KaTUIM WU Ma3u (
KpeMa), mpemaparbl JIsI KOXH BOJIOCUCTOM YacTH TOJIOBBI, JIOCHOHBI), OTIEJILHOE
TECTUPOBAHNE WHCTPYKIMH IO MPUTOTOBJICHUIO W MPUMEHEHHUIO Mperapara B OOBIYHOU
CUTyallul HE TPeOYyeTCs, €CIU TOJbKO OHM HE COJAEpKAT HEMPOTECTUPOBAHHBIC PUCYHKH (
MUKTOTPAMMBI).

[Ipu sTOM coxpansiercsi TpeOoBaHMEe 00 OJMHAKOBOCTH JIM3aiiHA, BEPCTKU U CTHIIS
W3J105KEHUS TOYEPHUX JINCTKOB-BKIIAIBIIICH;

0) JIeKapCTBEHHBIE MPENapaThl H3 TOTO e (PapMaKOJOTHIECKOro Kacca.

CBs3pIBaHME, KaK MPaBWJIO, MPUEMJIEMO B OTHOIIEHWHM JWCTKa-BKJIAJAbIlla Ha
JIEKapCTBEHHBIE MPEINAPAThl TOr0 K€ TEPANEBTUYECKOr0 Kiacca IMPU YCIOBUU CXOXKECTH
KJIMHUYECKUX CBEJCHUMN, COJIepKaIlUXCsl B CBOJAHOM XapaKTepHUCTUKE Mpemnapara (U, Kak
cienctsue, HHGOPMAIMU B JTUCTKE-BKIaabIIe). Heo0xoaumo, 4ToOkI KITIOUEBhIE CBEICHUS
no 6e30MmacHOMy MPUMEHEHHMIO POJCTBEHHBIX IpenapaTroB ObLIM cX0XUMU. Bmecte ¢ Tem
dbopMaT W BepCTKAa JUCTKOB-BKJIAQJABIINIEH, MOJBEPTraeMbIX CBS3BIBAHUIO, JTOJDKHBI OBITh
OJIMHAKOBBIMU. DTO 03HAYAET, UTO JTOYEPHUI JTUCTOK-BKIIA I HEOOXOAUMO MEPECMOTPETh U
NpUAaTh €My JW3ailH, BEPCTKY W JMHTBUCTUYECKUU CTUIIb, KOTOPBIE COOTBETCTBYIOT
POIAUTENICKOMY JINCTKY-BKJIAIBIIY, KOTOPBIM IMOJBEPTCS MOJIb30BATEIBCKOMY TECTUPOBAHUIO

TepaneBTUuecku cxokue mpenapaThl — 3TO TpyNNa JEKApCTBEHHBIX MpPenapaToB, CO
CXOKUM MEXaHHW3MOM JIEUCTBUSA. Hrke mpUBOAATCS MPUMEPHI, IPH 3TOM BKJIIOUYCHUE ITUX
TEPANEeBTUYECKH CXOXKUX IMPUMEPOB B TMpejenax KOHKPETHBIX KJIACCOB HEOO0S3aTEIbHO
O3HAYaeT, YTO CBA3BIBaHUE OyIET YIOBJICTBOPSITH BCEM TpPEOOBAHHSAM B OTHOIICHUHU
JUCTKOB-BKJIA IBINICH HA CIEAYIONMINE KATETOPHUH JIEKAPCTBEHHBIX MPENapaToB.

CEePJICYHO-COCY IUCTHIC TTPETIapaThI:

THUA3HUIHBIE U TUYPETHKHU TTOT0OHOTO IEHCTBHSI;
-aJIpeHOOIOKATOPHI;

WHTHOUTOPHI aHTHOTCH3UHITPEBPAIIAIOIIETO PEPMEHTA,
CpEeIICTBa, BIUAIONINE HA IEHTPAIBHYIO HEPBHYIO CUCTEMY:
CEJICKTHBHBIE HHTUOUTOPHI OOPATHOTO 3aXBaTa CEPOTOHHUHA;
TPUITUKINICCKUE U CXOKHUE aHTHICTIPECCAHTHI,
AHTUTMCTAaMUHHBIE TIPETapaThl;

OCH30/1MAa3CTUHEIL;



ONMOU/IHBIC AHAIBIE€TUKHU;
MPOTUBOMUKPOOHBIE TTpenapaThl:
MEHUTIWJUIMHBL, 11e(aToCIOPUHBI 1 MAKPOJIHIBI;
MPOTUBOTPUOKOBBIC MPEMapaThl;
CpEACTBa, BIMAIONIAE HAa KOCTHO-MBIIICYHYK) CUCTEMY: HECTECPOUIHBIC
IPOTHUBOBOCIAJIUTEIbHBIE TPENAPATHI;
3HJIOKPUHOJIOTHYECKHE JIEKAPCTBEHHBIE NTPEMAPATHI: TTTIOKOKOPTUKOUIBI,
IIPOTUBOOITYXOJIEBBIE JICKAPCTBEHHBIE MPENAPAThl: aJKUIUPYIOLINE HUTOCTATUKY;
JIEKapCTBEHHBIE TIPEMapaThl, UCIOIb3YEMBbIE ISl BHYTPUBEHHOTO MUTAHUS;

JIEKapCTBEHHBIE MpenapaThl, IPUMEHSIEMbIE B aKyLIEPCTBE U THHEKOJIOTHH: MIEPOPaJIbHbBIC
KOHTPALECITUBHIL;

JIEKapCTBEHHBIE IIPENapaThl, paCCMaTPUBAEMbIE B KAUECTBE YJICHOB OJHOM I'PYNIIBI HA
OCHOBaHUHU 00JIACTH WX NMPUMEHEHHs, HO KOTOpble (PAKTUUECKH COJAepKaT IMpenaparbl ¢
pa3IMYAIONIUMUCA MEXaHU3MaMU JIEUCTBUS M KIIOYEBBIMU CBEJCHUSIMU MO O€30MacHOMY
IPUMEHEHHUIO, TOABEPTatOTCs SKCIEPTU3E B MHANBUAYAIBHOM MOPSIKE.

B oTHOmEHNM clieAyrommux J€KapCTBEHHBIX MPENapaToB, KaK MPaBUIO HEBO3MOXKHO
IPOBECTH YCIICIIHOE CBSI3bIBAHUE BCIICICTBUE PA3HULIBI KIIMHUYECKUX ACIIEKTOB UX JEHUCTBUSA
Y IPUMEHECHMUS:

AHTHAPUTMHUYECKHE IIPENAPAThl, TAKME KaK aMUOJIAPOH U TU30IIUPAMUL;

MPOTUBOAIUJIENITUYECKHUE MTPENApaThl, TAKKE KaK BAJBIIPOEBAs KUCIOTA, JAMOTPUIKUH U
(beHuTouH;

00J1€3Hb-MON(PULIUPYIOINE TPOTUBOPEBMATUYECKHUE MPETapaThl, TAKKUE KaK MpernapaThbl
30J10Ta ¥ IEHULAJIJIAMUH.

B TepaneBTrueckux 061acTsaX ¢ OOJNBIIUM KOJTMYECTBOM JIEKAPCTBEHHBIX MPENapaToB C
Pa3IMYAOIIMMHUCS MEXaHU3MAaMU JICUCTBUS, HO MEHEE KPUTUUHBIMU KJITIOUEBBIMU aCIIEKTaMH1
71t 0€30TaCHOTO TPUMEHEHUST BOBMOXHO CBSI3bIBAHUE, HATIPUMED:

AHTAIMIOB U CMIA3MOJINTUYECKUX MTPENAPATOB;
MIPOTUBOKAIILJIEBBIX MPENAPATOB;

BUTAMUHOB;

IIpEnapaToB sl OPOLIEHUS ITOJIOCTH PTa;
IIpenapaToB U3 IPyNIbl KEPATOJIUTHKOB.

B GonbmuHCTBE cllydaeB B KaueCTBE POJUTEIBCKOIO BBIOMPAETCS JTUCTOK-BKIIAIBIIIL,
cojiepkamuii “HGOpPMALMIO, MAaKCUMAJIbHYIO IO OXBaThIBAEMbIM JTOW HWHQpOpMaIruen
aCIIeKTaM;

B) OJTHHAKOBBIE KJTFOYEBBIE CBEJACHHUSA 0 6€30MACHOMY IIPHMEHEHHIO.

Ecnu xmroueBble cBeieHHs 0 0€30MacHOMY NMPUMEHEHUIO, YCTAaHOBJICHHBIE I psila
JIEKaPCTBEHHBIX MPENapaToB, CXO0XKHU, a JUCTKU-BKIIAJBIIINA CIPOEKTUPOBAHBI, CBEPCTAHBI U
HAIKMCAaHbl UJIEHTUYHBIM CIIOCOOOM, TO JIJIi ATOM TPYIMIIBI JICKAPCTBEHHBIX IPENapaToB
CBSI3bIBAHHME CUUTACTCSI 00OCHOBAHHBIM;



) OAHOPOAHOCTh MOILYJIALIMH MAIHEHTOB.

JlekapcTBeHHBIE MpenapaThl OJHOTO KJIacca, Kak MPaBUJIO, TPUMEHSIOT Y OJTHOM U TOU ke
MOMYJIAINY TalueHTOB. BMecTe ¢ TeM He0oJbIIoe KOJUYECTBO MPEenapaToB MPUMEHSIOT B
HECKOJIBKUX TE€PaNeBTUUYECKUX 00JaCTIX (Hampumep, TIFOKOKOPTUKOUIBI). B Takux ciydasx
MOXHO NpUOETHYTh K JBOMHOMY CBSI3bIBAHUIO, YOEIMBIIUCH, YTO POJAUTEIHCKUE
JIMCTKU-BKIAABIIINA, C KOTOPHIMHU CBSI3BIBAKOTCS JOUYEPHUE JINCTKU-BKJIABIIIN, OXBATHIBAOT
BCE€ KJIOYEBBIE CBEJAEHHUs MO Oe30MacHOMY MNPUMEHEHHI0, OOYCJIOBIEHHbIE
MPOTUBOMOKA3aHUSIMU, OCOOBIMU  YKa3aHHUSIMH, MEpaMHU TPEJOCTOPONKHOCTH U
HEXKEJIATEIbHBIMU PEAKIUAMU, & TAKKE YUUTHIBAIOT BOMPOCHI, OTHOCAIIMECS K IMOKA3aHUIM K
IIPUMEHEHUIO U PEXKUMY JO3UPOBAHUS;

/1) KOMOHMHHPOBAHHbIE JICKapCTBCHHBIC MIPEIapaThl.

JIucTOK-BKIAABIII Ha KOMOWHHPOBAHHBIM JIEKAPCTBEHHBIM MpemapaT CIeayeT
paccmaTpuBaTh B KauyeCTBE POIUTENIBCKOTO JMCTKA-BKJIAAbIIIA JJIA LEJIeld CBSI3bIBAaHUS
OT/IEJIbHBIX KOMIIOHEHTOB JJOUYEPHUX JTUCTKOB-BKIIabIIeH. HeoOxoauMo yoeauThes, 4To BCe
KJIIOYEBBIE CBEJEHHS MO Oe30MacHOMY MPUMEHEHHUIO OTIEJIbHBIX KOMIIOHEHTOB
JIEKapCTBEHHOTO IMpernapaTa BKIKYEHbl B ONPOCHBIM JUCT KOMOMHHUPOBAHHOTO
JINCTKA-BKJIaAbIIA. JOMyCKAaeTCs UCIIOIb30BATh JIUCTOK-BKIIABII OTAEIbHBIX KOMIIOHEHTOB
B KAa4eCTBE POJUTEIbCKUX JIMCTKOB-BKJIAABIINIEH M CBS3BIBATH KOMOWHHUPOBAHHBIM
JINCTOK-BKJIAJIBIII B KAYECTBE JOUYEPHErO MPHU YCIOBHUM, YTO BCE PA3JIUUYUS B €TI0 BEPCTKE U
JUIMHE YCIIEIIHO BBIACP/KAIN TOJIb30BATENBCKOE TECTUPOBAHUE B OTHOLICHHUM IPENAPATOB,
BBITTYCKAaEeMbIX (papMaIneBTHUIECKUM TIPOU3BOIUTEIIEM;

e) KpaTkue JHCTKH-BKJIaJbIIIH JE€KapPCTBEHHBIX MPEHAPATOB C HE3HAYHUTEJbHBIM
TepareBTHYECKUM JICHCTBHEM.

Kpartkue nucTku-BKIaABIIIN Ha TaKKe MIpenaparthl, Kak MPaBUiio, HE TPEOYIOT MPOBEICHUS
MOJIb30BATEIBLCKOTO TECTUPOBAaHUA. JlOCTATOYHO YYUTHIBATH PE3YJbTATHl YCIEIIHOTO
TECTUPOBAHUsI, TPOBEACHHOIO B OTHOIIEHUM APYTHX MPENApaTOB BbIMYCKAEMbBIX JaHHBIM
(dhapmaleBTUUECKUM TPOU3BOJAUTENEM, JTa)Ke €CIM OHU HE MPUHAJJIEkKAT K TOMY IKe
TEepaneBTUUYECKOMY Kiaccy (Hampumep, BoAa Uil MHBEKLHM, KpeMbl Ha BOJHON OCHOBE,
rJIa3HbIE KaIlld ¢ THAPOKCUIIPOTTMIMETUIIIEIIIIONI030H (TUIIPOMEILIO30i1));

JK) JIEKAPCTBEHHBIE Mpenaparthl, OTIyckaemble 0e3 penenta ¢ pa3IHYHbIMHU
BTOPOCTENEHHBIMH KOMIIOHEHTAMH.

JIucTKu-BKIAABIIN KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MpenapaToB, OTIyCKaeMbIX 0€3
peuenta € HECKOJbKMMHU JIE€UCTBYIOIIMMHU BEUIECTBAMHU, JOMYCKAaEeTCS CBA3AaTh C
JUCTKAMU-BKJIAIBIIIIAMA  MOHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MPENApaToOB, KOTOPHIE
YCHENTHO TPOILIN TeCTUPOBAHWE OCHOBHOTO KOMIIOHEHTa (HAmpuMep, KOMOMHUPOBAHHBIC
aHaJbI€TUKU Ha OCHOBE maparietamodia). [Ipu atom TpeboBanue 06 oAMHAKOBOCTH (popmaTa
TAKUX JIMCTKOB-BKJIAJIBIILIEN COXPAHSIETCS.

3) MUKTOTPAMMEIL.



[TukTOrpaMMBI, SIBISIONIMECS JIEMEHTOM COOCTBEHHOT'O CTHJISI KOMITAHHWH, MOJJIEKAT
MPOBEPKE B paMKax MOJIb30BATEIbCKOIO TECTUPOBAHUA. B 1eniX yCHneumHoro cBs3bIBaHUS
MAKTOTPAMMBbI IOYEPHUX JINCTKOB-BKIAABIIICH OHU JTOJKHBI UMETh TOT K€ AU3aiH, pa3Mephl
U I[BETHOCTb, UTO U POJUTEIBCKUHN JTUCTOK-BKIQIBIIIL;

") CBSI3BIBAHHE JIHCTKOB-BKJIAIBIIICH MEXIY OTACIbHBIMH (hapMarieBTHICCKHMH
MIPOU3BOAUTEISIMH.

Kaxnpii ¢apmaneBTuiaeckuii npou3BOAUTENb JOJDKEH HCIOJIb30BaTh COOCTBEHHBIE
JanHpie. OMHAKO NPH HAJTHYHH Pa3pelIeHUs HA JOCTYIT K KOMMEPYECKOH HH(OpMAaIud OJHA
H3 KOMITAHHUH BIPaBe HCI0JIb30BaTh JINCTOK-BKJIABIII JPYTOH KOMITAHUH TIPH YCJIOBHH, YTO
HX JICKAPCTBEHHBIC MPENapaThl OJHHAKOBBIC (34 HCKIIOYCHHEM HH(QOPMAIIUH O KOMIIaHUH). B
VKa3aHHBIX CIy4Yasx AU3aHH H BEPCTKA pacCMaTpHUBACMBIX JTUCTKOB-BKJIAIBIIICH JOJIKHBI
OBITh HJICHTHYHBI [0 BCEM AacleKTaM YKa3aHHbIM B moArnyHkTax "a" — "u" Hacrosmero
nyHKTa. Mcronb30BaHHE pAa3JIHYHBIX JIOTOTHIIOB KOMIIAHHMH JOITYCTHMO HPH YCIOBHH HX
OIMHAKOBOI'0 pacrOJIOKEHHS B JIBYX JIUCTKaX-BKJIAAbIIIAX H CXOKEH IJIOLIAIH KaXJI0ro U3
JIOTrOTHITOB. 3asBUTEII0 HEOOXOJUMO MPEACTABUTH JACKIAPAIHIO O TOM, YTO OH O3HAKOMJICH C
JAHHBIMH TECTHPOBAaHHS HAa OpPHTHHAJbHBIM MpenapaT H MOATBEpKAaeT, 4YTO
110J1b30BaTEJILCKOE TECTHPOBAHHUE OBLIO YIOBJICTBOPHUTEILHBIM.

7.4.4. CocraBieHue u 110a4a CBA3YIOIIErO OTYETA.

Kaxnoe peructpallmioHHOE JOChE JOJDKHO COAEpKaTh JaHHBIE, NOATBEPKAAIOIINE
CIIOCOOHOCTH MAIlMEHTOB HAXOAUTh M IOHUMATh CBEJAEHUS, HEOOXO0AUMBbIE i1 0€30MacCHOTO U
s pexTnBHOTO MpUMeHEeHUsA. CBA3YIOMUNA OTYET — ITO OTYET, HE BKIIOYAIOIINN B ceOs
OpUTMHAJIbHBIE TaHHBIE, TOJAHHBIE B OTHOLMIEHUH POJIUTEIBCKOTO JIMCTKa-BKiIaabima. [lepen
YTBEPKJIECHUEM JOYEPHEro JMCTKAa-BKJIAAbIIIA 3asBUTEII0 HEOOXOAUMO MPEIACTABUTH
pe3yJbTaThl MOJIb30BATEIBCKOTO TECTUPOBAHUSA POJIUTEIBCKOTO JIMCTKA-BKJIAIbIIIA H
MOJIYYUTh UX OJI0OpEHHE YIOJHOMOUYEHHBIM OpPraHoM (3KCIEPTHOM opranu3anuei). B atom
clydae 3asBUTENIb BOpPaBE€ OJHOBPEMEHHO MOJATh HECKOJIBKO JIMCTKOB-BKJIAJbIINIEH Ha
AKCIIEPTHU3Y;

a) BBIAIBJICHUE KJIFOYEBBIX CBEIEHUH IS 0€3011aCHOTO IPUMEHEHHA.

B otuete 0 cBA3BIBAaHUU HEOOXOIUMO, B MIEPBYIO OYEPElb, YKa3aTh KIIOYEBbIE CBEICHUS
no 0Oe3omacHOMY MPUMEHEHMIO, COJEpXalluecss B JIOYEPHEM JIMCTKE-BKJIAAbIIIE, H
IpPOJAEMOHCTPUPOBATh KaK OHM OBIIM YYTEHBl B TECTHUPOBAHHH, MPOBEICHHOM C
POAMUTENBCKUM JIMCTKOM-BKJIaAbIIEM. EcCiIM KItOUeBbIE CBEACHUS HE HMJAEHTHUYHBI (3TO
XapaKTEepHO 11 MHOTHX JINCTKOB-BKJIAJBIIIEH, TOABEPIIINXCS CBSA3BIBAHUIO), B CBSA3YIOLIEM
OoT4eTe HEOOXOJIUMO MPOAHAIM3UPOBATH W OLUEHHUTH ATHU PA3IMYUSI W BKIIOYHTH UX B
OMPOCHBIN JIUCT HA JOUYECPHUM JIMCTOK-BKIAAbII. Heo0X01MMO NpoaHaIu3upoBaTh CXOKECTh
KITFOUEBBIX CBEACHUN;

0) BONIpOCHI H3alHa H BEPCTKH.



Jlsis 000CHOBaHMSI CBSA3YIOIIETO MCCIIEI0BAaHUS HEOOXOJUMO MPOBECTH KPUTHUECKOE
CpaBHEHHUE JIM3aliHA U BEPCTKU JIOYEPHHUX U POAUTENBCKUX JIMCTKOB-BKJIAJBIIICH, a TaKkKe
BBISIBIICHHOM CXOKECTH;

B) CJIOKHOCTh CBEJIEHHH H CTHJIS U3JIOKEHHA.

Heobxonumo mpencTaBUTh aHajdu3 CBEICHHUH, COAEPKAIIMXCS B POAUTEIBCKOM U
JIOUEPHEM JIMCTKE-BKJAJbIlIe, HEOOXOAMMO TMpPOAHAIU3UPOBATh WU CPaBHUTh CTUJIb
W3J0KEHHS, MCIOJb30BAHHBIA B ATHUX JHUCTKaxX-BKJaJblllaX, a TakKe CHOBA
IIPOAHAIIM3UPOBATE CXOKECTh U CUHEPTU3M.

B kax1oM oTdyeTre He0OXOAMMO OTPa3UTh BCE BOMPOCHI OOIIETO XapaKkTepa, BO3HUKIINE Y
YYaCTHUKOB B XOJI€ MOJIb30BATEIBCKOT0 TECTUPOBAHHUS, KACAOUIUECS TTOHPABUBLIMXCS U HE
MOHPABUBIINXCS ACTIEKTOB JINCTKOB-BKJIAAbIIICH.

7.5. IlpoBenenue Ghokyc-Tpymi.

B pspae ciayuaeB nienecoodpas3Ho nposeneHue (pokyc-rpymisl. @okyc-rpymnna HalelneHa Ha
OTZIETIbHYIO YacCTh JINCTKA-BKJIAJbIIIA U UCIOJIB3YETCS B OOOCHOBAHUE OIPEACICHHOIO €ro
n3MmeHeHus (rmocne uzMeHeHust OXJIII) niau B kauecTBe 3JIEMEHTA HayaJlbHOM PErMCTpALMU
IpU HEBO3MOXKHOCTH CBA3bIBAHUS OTAEIBHOIO AaCHEKTa JHUCTKa-BKJIAJbIlIa C YyXKe
3apEruCTPUPOBAHHBIMU JIEKAPCTBEHHBIMHU ITPENIapaTaAMH.

doxkyc-rpynmna MpOBOJUTCS AHAJOTUYHO MOJHOLIEHHOMY I0Jb30BaTEIbCKOMY
tectupoBanuio. [Ipu 3ToM moTpedyercss MeHbIINI HAOOP BOMPOCOB, OCKOJBKY HM3y4YCHHE
IIPOBOJUTCS B OTHOILUIEHHWH TOJIBKO OTACJIBHOM 4acTH JIMCTKa-BKJIAJbIMAa. BmecTe ¢ TeM B
LEJAX MOJYyYEeHHs] Ha/IC)KHBIX JTaHHBIX, KOTOPBIE MOJABEPrHYTCS 3KCHEPTH3E, (POKYC-TpyIITy
HEOOXOJIMMO MPOBOJAUTH B COOTBETCTBUHU C YKa3aHUSMHU IO MPOBEJCHUIO MOJHOLEHHOTO
M0JIb30BATENBCKOTO TECTUPOBAHMS.

[Tockonbky mpoBeneHue (HoKyc-rpyImibl 3aHUMAET MEHBIIIE BPEMEHU, YEM MOJHOLICHHOE
MOJIb30BaTENbCKOE TECTUPOBAHUE, €€ JIOMYCKAeTCsl MPOBOJUTH CPEIU YYaCTHUKOB,
HAaOpaHHBIX JUIsSI TOJHOLIEHHOTO MOJIb30BATENBCKOIO0 TECTUPOBAHMS JIMCTKA-BKIIAJbIIIA Ha
IPYroM Mpenapar B paMKax TOM K€ CECCUU TECTUPOBAHUS.

7.6. Dxcnepru3a MHPOPMALMHU JINCTKA-BKJIAAbIIIA, COCTABIIEHHOW B COOTBETCTBUU C
pa3zaesiom 4 HacTOSAIINX TPEOOBaHUM.

DKcnepT yHnoJHOMOYEHHOTO OpraHa (3KCHEpPTHOW OpraHM3aluu) rocy1apcTBa-ujieHa
CHayajla IMPOBEPSIET COOTBETCTBHE JINCTKA-BKJIAJAbllIa TPEOOBAHUAM IPETyCMOTPEHHBIM
pazzenomM 4 HacTOAIKX TpeOOBaHUM, BKIIIOUAs MOPSIIOK MPEACTaBICHUS HHPOPMALIMH.

3aTeM OLIEHMBAIOTCA IU3aiiH U BEPCTKA JINCTKA-BKJIA/BIIIA, BKIKOYas TADHUTYPY U KEIJIb
mpudra, a TakkKe Ccnocod H3JIOKEHUS CBEACHUM UM NPUHUMAETCA pelieHue o0
yA000YUTaEMOCTH JIUCTKA-BKJI/IbIIIIA.

Hainee onpenensieTcs kirodeBas UHPopManusa o 0€300aCHOCTH, HEOOXoAuMast ISl
0€e30MacHOro MPUMEHEHUS JICKapCTBEHHOTO TMIpernapaTa, 1 yCTaHaBIMBAETCs, COBIANA JIU OHA



C ONPE/ICIICHHBIMH 3asBUTEIIEM KJIFOUCBBIMHU CBEJICHHUSMHU 110 0€301IaCHOCTH, BKIIOUYaEMbIMH B
MPOTOKOJ W ONPOCHBIM JIMCT Ha JHUCTOK-BKJIAQABINI IS IEJeld I0Jb30BaTEIBCKOTO
TECTHUPOBAHMS.
3aTeM dKCIepTH3e MOABEPracTcs MOJIb30BaTEIbCKOE TECTUPOBAHKUE WIIM MHas Gopma

KOHCYJIbTAlMM C IICJICBBIMH TPYNIaMd TAlUEHTOB. OJKCHEPT MPOBEPSET ITaHHEIE,
I0JITBEPIKIAIOIIUE CIIOCOOHOCTh YYACTHHKOB MOHATH KIIOUEBBIC CBEACHUS 110 0€3011aCHOCTH,
YCTAHOBJICHHBIC O Hadajlla TECTUPOBAHHS. ODKCIEPT MPOBEPSIET TaKKe IPUTOIHOCTH
CyOBEKTOB, MOATOMY B OTYET HEOOXOAWMO BKIIOUHMTH JIOCTATOYHBIE CBEJICHHUS 00 HUX
Oouorpadym M WX 3HAYUMOCTH IS ICJICBON MOMYJISIIIUU TAIMEHTa PacCcMaTpUBAEMOTO
npemnapara. BkirodyaTh y9acCTHUKOB B MOJIOOHOE TECTUPOBAHME Yalle, 4yeM 1 pa3 B 6 MecsIeB
HE JIOITyCKaeTCs.

Ecnu manfable CBUACTENBCTBYIOT O TOM, YTO MAIMEHTHI CTATKUBAIOTCS C 3aTPYTHEHUSIMH
IIPH OIPEICIICHHBIX BOIIPOCAX, TPEOYeTCs MEPEeCMOTp CIIoco0a yKka3aHHUs CBEJCHUH.

8. Bximouenue JOMOJHUTENHHOH HE(QOpMAIHH

8.1. O01IHE TOJIOKEHHUS.

B MapkupoBKy JIeKapCTBEHHOI'O Tpernapara u JUCTOK-BKIAJIBIII JIOMYCKAETCS BHECEHUE
WHBIX cBeAeHMH, He mpotuBopevamux OXJII, mone3HbIX 1jd NalMeHTa W HE HOCSIIHUX
peKIaMHOTO Xapaktepa. Hampumep, manueHThl, IPUHUMAIOIINE HA JOJITOCPOYHOM OCHOBE
JIeKapCTBEHHBIE MpenapaThl, OTIYyCKaeMbIE M0 PELEeNTy, MOJIy4YaT AOMOJHUTEIbHbBIC CBEJCHUS
0 MEXaHU3ME€ JICMCTBUS JIEKAPCTBEHHOI'O Mpemnapara U 3a00JIeBaHUU, MPU KOTOPOM OH
MIPUMEHSETCH.

K cBepeHusM, pa3pelieHHbIM B paMKaxX JaHHOW KaTerOpUU, OTHOCATCS JOTOJHUTEIbHBIC
JaHHbIE O MPUMEHEHHE JEKApCTBEHHOrO Mpernapara, a Takke OOIIHe CBEIASCHHUS O
3a00JIEBAHHUH U CIIOCO0AX €ro JICUECHUS.

8.2. CCchUIKM Ha IpYrue UCTOYHUKH UHPOPMALIUU.

JIuCTOK-BKJIaABIII J1JIsI TAIMEHTA UTPACT KIIFOUEBYIO POJIb B JIOBEJICHUHU JI0 TAIIUEHTOB
CBEJICHH O JIEKApCTBEHHOM IIpernapare U COACHCTBUM €ro O€3011aCHOMY MTPUMEHEHHUIO.

dapmaleBTUYECKOMY MPOU3BOJAUTENI0 HEOOXOAUMO OOECHeYUTh CO3JaHHE
JIMCTKA-BKJIAJIbIIIA, COJEPIKAIIEro HaJIeXkKalllMe CBEACHUS O JIEKAPCTBEHHOM IIpenapare,
OJIHAKO TOJBKO CBEJEHUS JINCTKA-BKJIAJbIIIIA HE MOTYT YJOBJIETBOPUTH BCE MOTPEOHOCTH
NalueHTOB B HE0OXoauMon mH(opMaruu s o0ecrieuyeHus MpaBUILHOTO U 0€3011acHOTO
MPUMEHEHUs JIEKapCTBEHHOTO mnpenapata. [laruentam, NMpUMEHSIONIUM JIEKapCTBEHHbBIN
mpernapaTr, MOTYT TpeOOBaThbCsl JOIMOJHHUTEIbHBIC CcBeacHUs. Hactosmme TpeGoBanus
COJiep>KaT ONHUCAHHUE JOMOJHUTEIbHBIX MEpP, KOTOPbIE MOXKHO TMPHUHATH B IEIX
HCIIOJb30BAaHUS JIMCTKA-BKJAJAbIIIA B KauyeCTBE CCBUIOYHOrO JIOKYMEHTa Ha Jpyrue
UCTOYHUKK WHPOpMAIMU Jis MAlMEHTOB, HANpUMEp, CBEJASCHHUS O TNaIUeHTCKUX
OpraHu3alMsAX U yCIyrax, OKa3blBa€MbIX MPOU3BOJUTENEM, TaKHE KAaK JMCTOK-BKJIABIIIL,
KypHaJIbl U TeneoHHas nmoauepxkka. [(uzaitn Bcex nHQOPMAIIMOHHBIX MaTEPUAIOB JIOJKEH



criocoOCTBOBaTh MH(POPMHUPOBAHHOMY MPUHATUIO TAIMEHTAMH PEIICHUH OTHOCHUTEIBHO
CBOETO 3/I0POBbS.

KpoMe Toro, K JIUCTKY-BKJIJIBIITY PUMEHSIOTCS 3 KIHOUYEBbIX TPUHIUIIA:

CBEJICHUS B JINCTKE-BKJIAbINIC JOJKHBI ObITh coBMecTUMBI ¢ OXJIII, To ecTh cBeneHMs
JIOJKHBI KacaThCsl 3apErUCTPUPOBAHHBIX MTOKA3aHUN K TPUMEHEHHIO U PEeKUMa J03UPOBAHUS
JIEKapCTBEHHOI'O MPEIAapara;

CBEJICHUS B JIMCTKE-BKJIABIIIC TOKHBI ObITh MOJE3HBIMU MAllUEHTaM U (W) JIUIlaM,
OCYUIECTBIISIONIUM yXOJ B Ka4eCTBE 00pa30BaTeIbHBIX MATEPHAIIOB;

JIMCTKU-BKJIAQJBIIIN HE JOJKHBI HOCUTH PEKJIaMHBIM XapakTep. BkirouaTh B
JMCTOK-BKJIAJIBIIII CBEACHUS O TEpalneBTUUECKUX albTepHATHBAX HE Jomyckaercsi. B
JOTIOJIHUTEIBHBIX ~ MaTepuanax JOMyCKaeTcsd YyKa3biBaThb OOBEKTUBHBIM 0030
TEepaneBTUYECKUX BO3MOXKHOCTEH M UX MECTO B JIOKA3aHHBIX TEPANEBTUUYECKUX PEKUMAX,
OJIHAKO MCIIOJIb30BaHNE CPaBHUTEILHBIX BhICKa3bIBaHUM (HampuMmep, "0ojiee HOBBINH'", "Oosee
s dexkTuBHbIA", "My4dnie nepeHocuTcs", "OoybIIEe T0KA3aTENbCTB B MOJIb3Y MPUMEHEHUs",
yeM XXX # T.J.) HE JIOMYCKAETCHI.

8.3. BO3MOKHBIE CCBUIKHU.

8.3.1. Yka3zanue cchUI0K Ha MHPOPMAIIUIO B AIbTEPHATUBHBIX (popMaTax.

JIMCTOK-BKJIABIII SIBJIIETCS CTAHIAPTHBIM CIIOCOOOM MPEICTABICHUS MPOU3BOIUTEIIMHU
uH(popMaIuu 0 JEKapCTBEHHOM Tpenapare. Jlomyckaercs mpecTaBiIeHUE allbTePHATUBHBIX
dbopmaTOB JUCTKa-BKJIAJbIIA, TaKUX Kak HcrHosib3oBanue mmpudra bpaiing, CD-aucka,
ayauo-IMCKa WJIM JINCTKAa-BKJIaAbIa ¢ KpynHbeIM mpudtom. Ilpum HeoOxommmocTu
BbIICJICHUS] UH(POPMAIIMHU B JIUCTKE-BKIIAJIBIIIE, JOIMYCKAETCS MCIOJIb30BATh IMOIYKUPHBIM

mpudT Kerypb 14 mr.

MPUJIOXKEHUE Ne 13
K TpeOoBaHMSIM K HHCTPYKIIHH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MEJUIIUHCKOTO
MPUMEHEHHS

OFBFPA3EIL]
JIMCTKA-BKJIAABINIA I TOMEOIaTHISCKOTO JICKAPCTBCHHOT'O IIPemapaTa, peruHCTpHPYEMOro o

YIIPOIEHHOM IpOneAype

Cuocka. [Tpunoxenue 13 B penakuuu pemenus Copera EBpa3zuiickoil 52KOHOMUYECKOM
komuccuu ot 21.02.2025 Ne 18 (Bctymaer B cuiny no ucteueHur 30 KajJeHJIapHBIX JHEH ¢
JIaThl €ro OPUIMATBLHOTO OMMYOJIUKOBAHUA).

B BacTosmem OpAMCPE TCKCTA JIUCTKA-BKJIAABIINA HANMCHOBAHHUC I'OMCEOIIATHYIECCKOI'O
JIEKapCTBEHHOTO TIpernapara obo3Hadaercs kak "X'".



TexcT JMMCTKa-BKIIAIBINA, IIOCTABIAEMOTO
C YTIaKOBKO# JIEKapCTBEHHOTO ITpemapaTa

JIucTok-BKIAABIII: UH(OPMALUS I TOTPEOUTENS
X

Tabnetku

JIJ1st IpUMEHEHHUsI Y B3POCIBIX

BuumatensHO HpO‘IHTaﬁTC BECh JIMCTOK-BKIIABIII, TIOCKOJIBKY OH COACPKUT BA)KHYIO JJIA Bac I/IHq)OpMaL[I/IK).

I[aHHBIfI rOMEONATHICCKUM J'IeKapCTBeHHLIﬁ npenapar OTHYyCKacTCAa 0e3 penucnra Bpada. I[J'IH JOCTHXXCHHUA
Haujy4yliux pe3yJIbTaTOB ,Z[aHHBIfI TOMCOIIaTHYCCKHI HeKapCTBeHHBII}‘I npemnapar cJeayeT MNPUMCHATH B
COOTBETCTBHUM C YKa3aHUSAMMU, OITMCAHHBIMHA B 3TOM JIMCTKE.

CoxpaHHTE 3TOT JUCTOK-BKJIAABIII. Bo3MoxHO, BB 3ax0THTE MPOYUTATH €T0 eIIe pas.

OOpaTtuTech 3a [JOMOJHUTENbHON wWH(OpManuell wuiM KOHCyJNbTauedl K Bpady win (apmanesty,
pexkomMeHoBaBIIeEMY BaMm npuHUMaTh TaHHBIN IIpenapar.

Ecnu Baim cMMOTOMBI YXy/IIIAIOTCS MM YIIy4IIEHHE HE HACTYIHIO MOCIe
2 Henens edeHus, BaM HeoOxoamMo B T000M cirydae 0OpaTUTBCS K Bpady.

Ecnu miobasi M3 HEXENaTeNbHBIX PEaKIMii CTAHOBUTCS Cepbe3HON wnu Bbl 3amernnu kakue-mubo
HEXeJIaTeIbHbIC PEaKIINH, He MEPEUNCIICHHbIC B HACTOSILEM JIMCTKE-BKIIAIbIIIE, OXKATyicTa, COOOIINTE CBOEMY
Bpady Wid (hapMarieBTy.

B Hacrosiem nucTke-BKIabIIe TPUBOJAUTCS CIAEAYIOMIasi HHPOpMaLUs:
1. Yro Takoe X U i1 4E€TO OH UCIOJb3yETCS.

2. To, 4TO BBI JOJKHBI IPUHATH BO BHUMAHUE, IPEXKIE YEM MPUHUMATh X.
3. Kak npumensats X.

4. Kakue HexenaTeabHbIE peaKIIMA BO3MOYKHBI.

5. YcnoBus XpaHeHus.

6. bonee moapoOHast mHbOpPMAIIHSL.

1. Yro Takoe X U IJI1 9€ro ero mpuMEeHAIOT

O6macTh MPUMEHEHUS

['omeonaTtuyeckuil JIeKapCTBEHHBIM mnpenapaT 0e3 0J00pEHHBIX MOKa3aHUU K
IIPUMEHEHUIO, JIEKAPCTBEHHBIA IpernapaT MMEET [JIUTEIbHBIA OMNBIT NMPUMEHEHUS IS
oOJIeryeHusi CUMITOMOB MEHONAy3bl, TAKUX KaK MPWIHUBBI, MOTIMBOCTb, YUYalIEHHOE
cepauedrenne, 0ecloKOMCTBO, HApyIIEHUsI CHA IOCIE HMCKIIOUEHHS] BPAauOM CEPbE3HBIX
INPUYUH IS TAKUX KaJI00 U CUMITOMOB.

O (DeKTUBHOCT JAHHOTO TOMEOINATUYECKOTO JIEKAapCTBEHHOTO Ipenapara B
JOKJIMHUYECKUX U KIIMHUYECKUX MCCIIEIOBAaHUAX HE MOATBEPKIeHa (00s3aTebHOE yKa3aHue
JUISL BCEX TOMEONaTHYECKUX JIEKAPCTBEHHBIX MPEMapaToOB, PETUCTPUPYEMBIX 110 YIPOUIEHHOM
MpOIEAYPE PETUCTPALUN).

JlaHHBIN TOMEONAaTUYECKUI TIpenapar siBJIseTCs IpenapaToM, KOTOPbIM 3aperucTpupOBaH
MCKJIFOUYUTEIBHO Ha OCHOBE TaKOT'O OMbITA JUIMTEILHOTO TPUMEHEHUS.

2. Yro BHI JOIDKHEI IPUHATH BO BHUMAHHUE ITPEKAC, 9€M NPAMEHUTD X



X HE JI0JKEH MPUMEHSITHCS, €CIIM Y Bac aJUIEPIHs WIM HENEPEHOCUMOCTh JE€HCTBYIOIINX
BEILECTB, NIIEHUYHOI0 KpaxMmaia Win APyruX KOMIIOHEHTOB MpenapaTa X.
ColOmronaiiTe 0coOyI0 OCTOPOXXKHOCTh TPU MPUMEHEHUH X TPHU CIETYIOIIHNX
00CTOSITENbCTBAX:
B CJIy4ae CTOMKUX, HEACHBIX MJIM HOBBIX CUMIITOMOB BaM CJie1yeT OOpaTUThCS K Bpady;
IIPU IPUMEHEHUH X ¢ APYTMMHU JIEKapCTBEHHBIMHU IIpENapaTamy;
NOXKaJIylCTa, COOOIMIMTE CBOEMY Bpady WM (papmaneBTy, €clid Bbl IPUHUMAETE WU
HEJaBHO IPUHUMAJIH JIIOOBIE APYTHE JIEKapCTBa;
BIUsiHUE Ha 3P deKT X Ipyrux JeKapCcTB HE ObLUIO OMUCAHO;
IIPY IPUMEHEHUU X BMECTE C €J0M U IMUTHEM;
3¢ PexT roMeonaTuyecKkoro npemnapara MOKeT YMEHBIIUTHCA MPU KYpEeHUU WU MOJ
BJIMSIHUEM JIPYTUX BPEIHBIX MPUBBIUEK (HAPUMED, YIIOTPEOIECHUE AJIKOT0JIA);
OEepEeMEHHOCTh U JIAKTalU;
npenapaTr He IpeAHa3HadyeH JUisl IPUMEHEHUs1 BO BpeMsl OEpEMEHHOCTH U B NEPUOA
JIAKTallNy;
BOXJEHUE U HUCIIOJIb30BAaHNE MAILIHH.
Oco0BIX Mep MIPEAOCTOPOKHOCTH HE TpeOyeTcs.
Baxxnasg nundopmanus 0 HEKOTOPBIX U3 UHTPEIUEHTOB X.
Hacrosimuii iekapcTBEHHBIN IpenapaT COAEPKUT JIaKTO3y (MOJIOUHbIN caxap). Eciu y
BaC HENEPEHOCUMOCTh HEKOTOPBIX CaXxapoB, OOPATUTECH K JICHAILEMy Bpauy Mepej NpueMom
JaHHOTrO mpemnapara. KoimdecTBo JIakTO3bl B OHOKPATHOM 103€ cocTaBisAeT X T, mpenapar
CJIEyET C OCTOPOKHOCTHIO PUHUMATh OOJIBHBIM C CaXxapHbIM JUA0ETOM.
[IpoTHBOMOKa3aH JHIAM C AJUIEPrUYECKUMU PEAKLUUAMH HA MIIEHUYHBIA KpaxMal.

3. Kak X mpumensercs

Ecnu nHOE He mpenucano CrenuanucToM, OObIYHO MPUHUMAIOT 10 1 TabneTke 3 pa3a B
JeHb. BBl 1OKHBI IPUHATH TaOJNETKY 3a Mojidaca 10 WK MOCIe ebl.
[Ipy ymMEHBIIEHNH CUMIITOMOB KPATHOCTh MIPHEMA CIEAYET CHU3UTb.
Kpome Toro, romeonarnueckue mnpenaparbl HE CIEIyeT MPUHUMATh AJUTEIHHO 0e3
KOHCYJIbTAllUM Bpaya-ruHEKOJIOora.
Ecnu Bbl puHsM 0oJible Ta0JIETOK X, YEM JIOJKHBI
[TocnencTBust nepeno3UPOBKU O CUX IIOP HEU3BECTHHI. Eciiv BBl mepeno3upoBaliv
JAHHBIN JIEKApCTBEHHBIN Npenapar, Bbl JOJKHBI IPOKOHCYIBTUPOBATHCS C BPAUYOM.
Ecnu BbI 3a0bU1H IPUHATE X
He npunumaiite 1BOWHYI0 103y, YTOOBI BOCIIOJHUTD 3a0bITYIO J103Y.
Ecnu BeI mpekparute nmpuem X
He cymectByer BpeIHBIX TIOCIIEICTBUI B Cllydae NpeKpamieHus npuema X.
OO6uiee 3amevanue



Ecnu y Bac BO3HUKIIM JONOJTHUTENIBHBIE BOIPOCHI MO MCIOIB30BAHUIO HACTOSIIIETO
roMeonaTU4YeCcKoro npemnapara, 00paTuTeCh K Bpady uiu (hpapMarieBTy.

4. Kakue HexxenaTeIbHbIE PEaKIIMH BO3MOXKHEI

Kak u Bce iekapcTBa, X MOXET BbI3BAaTh HEKEATEIbHBIC PEAKIINU, XOTS U HE Y BCEX.

B oTnenbHBIX Ciydasx MOXKET MPOU30UTH KPOBOTEUEHUE U3 MOJOBBIX IMyTed. B 3THX

Clly4asix clefyeT MpeKpaTUTh MPHUEM IpernapaTa U 00paTUThCs K Bpady.
[TmreHnYHBIA KpaxMall MOXKET IIPUBECTH K aJUIEPTUYECKON PEaKIUN.

IIpumeuanue. 1Ipu npueMe romeonaTuyecKoro JEKapCTBEHHOIO Mpenapara BO3MOKHO
yCUJIEHHWE HMerouuxcs kanob. B »ToM ciydae BBl JOJKHBI NPEKPATUTH HPUEM
JIEKapCTBEHHOTO Mpernapara u 00paTUTHCS K Bpauy-THHEKOJIOTY.

[ToxkanyiicTa, pacCKa)kuTe CBOEMY Bpauy WM (apMaleBTy, €ClIM HEXKellaTelIbHbIe
PEaKIuu CTAaHOBSTCS CEPhE3HBIMH MIJIM Bbl 3aMETUJIN KaKUE-TNOO HeKeIaTelbHbIe PeaKIii,
HE YKa3aHHbIE B HACTOAILEM JINCTKE-BKJIIbIIIE.

5. YcnoBus XxpaHEHHA

JlexapcTBEHHBIH npenapaT He TpeOyeT CrieluanbHbIX YCIOBUM XpaHeHUS.

XpaHHTE JIEKaPCTBEHHBIN MIPENapaTr B HEAOCTYITHOM JUIS IETEN MECTE.

Brl HE NOJDKHBI UCIIOIB30BATH HACTOSAIIUN TOMEOIIATHYECKUI JIEKAPCTBEHHBIN Mpenapar
IIOCJIE UCTEYEHUS CPOKA TOJHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

6. BOJIEE IIOIPOBHA I THOOPMAITUA

Yro X comepxur

JleiicTByIOIIME BEIIECTBA, KOTOPHIE HAXOAATCS B OJTHOM TableTKe:

1. Cimicifuga Tpur. D2 25 mr.,

2. Ignatia Tput. D3 25 mr.,

3. Sanguinaria Tput. D6 25 mr.,

4. Sepia Tput. D2 25 wmr.

KomnonenTs! 1 — 3 moTeHIHpPOBaHBI BMECTE HA KOHEUHOM JTalle.
Jpyrve uHrpeueHThl: MOHOTHIPAT JaKTO3bl, CTeapaT MarHusl, MIICHUYHbIA KpaxmMall.
Kak X BBINVISIIUT U COAEPIKAHUE €TI0 YIIAKOBKHU

X — TabyeTKa ceporo 1BeTa, BO3MOXKHO C HEOOJIBIIIONH 36pHUCTOCTHIO.
VYnakoka coaepxut 100 TabiaeTok.

[IpousBoaurens.

Hacrosimuii TMCTOK-BKIIAIBIII TOCIEIHUN pa3 peIakTUPOBAIICS B sHBAape 2026 T.
[TPUJIOKEHUE Ne 14
K TpeOoBaHMSIM K MHCTPYKIIHH TI0
MEIUIUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOTO Iperapara i oomei
XapaKTePUCTHKE JICKAPCTBEHHOTO



npenapara st MEAUIUHCKOT O
MMPUMCHCHUA

CTAHJJAPTHASI METO/IUKA

MPOBCIOCHHUA II0JIb30BATCIIBCKOI'O0 TCCTHPOBAHNUA
JIMCTKA-BKIIQJbGINA B [ICJICBHIX I'PYIIIIaX

Cuocka. [Tpunoxenue 14 B penakuuu pemenus Copera EBpa3zniickoil 53KOHOMUYECKOMN
komuccun ot 21.02.2025 Ne 18 (BcTynaer B cuiny no ucteueHnu 30 KaJeHIapHbBIX AHEU ¢
JaThl €ro 0(UIUATBLHOTO OIMYOJIMKOBAHUS).

3asBUTENIO (JEpKATEN0 PErUCTPALIMOHHOTO yAOCTOBEPEHHUS) B LIENISIX OOECIeUeHUs
ya000YUTAEMOCTH, SICHOCTH W JIETKOCTH BOCHIPUSITHS HHCTPYKIHUH TO MEIAUIIUHCKOMY
MPUMEHEHUS JIEKApCTBEHHOIO Tpernapara (JIMCTKa-BKJIAbIIa) (fanee — JIMCTOK-BKIIabIIII)
ciemayer o0ecmednTh, YTOOBI JIMCTOK-BKIIAMBIIT OTpakasl pe3yiabTaThl KOHCYJIbTAIMH C
LEJeBbIMU TPyNIaMi NalMEHTOB C NPEICTABIEHUEM YIIOJHOMOUYEHHOMY OpraHy rocyJapcTBa
— uJjieHa (PKCHEpPTHOW opraHu3anuu) EBpasuiickoro »KOHOMHUYECKOTO coro3a (lajiee —
rocynapcTBa-wieHbl, Corwo3) pe3ynbTaTOB OLIEHKU, MPOBEACHHON COBMECTHO C II€JIEBBIMU
rpynmnamMu nanuentoB. [{annas uHdopmalus NPUBOAUTCS KaK MPUMEP BO3MOXKHOTO METOJa
POBEJICHUS KOHCYJIbTAIIMH C LEJIeBBIMU TpyNnaMu ManueHToB. JlaHHbIe TpeOoBaHUS
MO3BOJISIIOT TPOBECTH MOJIB30BATENBCKOE TECTUPOBAHUE WIIM TPUMEHUTH APYTHE MOAXOISAIINE
(GhopMbI TPOBEPKH YI000UUTAEMOCTH, ICHOCTH H JIETKOCTH BOCTIPUATHS JTMCTKA-BKJI IbIIIIA.

1. ITons30BaTeNBECKOE TECTHPOBAHHE

[Tonp30BaTENbCKOE TECTUPOBAHKE BKIIFOYACT B ce0s MPOBEPKY yA000UNTAEMOCTH 00pa3iia
B TPYIIIe CyOBEKTOB TECTUPOBAHUSA. DTOT HHCTPYMEHT pa3pabOTKH rMOOK W HaIpaBiIcH Ha
BBISIBIICHHE TOTO, JOBOJST JIU TPEICTABICHHBIC CBEACHUS MPABMWIHLHYI0 WHOOPMAIUIO 10
guTaTenss. CaMOTECTUPOBAHKME HE TOBBIIMIACT KAYECTBO CBEACHUH, HO IMO3BOJISICT BBISBUTH
3aTpyAHUTEIBHBIC 00JIACTH, KOTOPBIE CIEAYET YJIy4InTh. Pe3ynbTaTsl MOIH30BATEIHCKOTO
TeCTUpOBaHHUS (NIPU HAJIWYUHW) BKIFOYAIOTCS B MOJYJIb 1 PETHCTPAIlMOHHOIO JOChE
JIEKapCTBEHHOTO TIpernapara.

Heo6xoaumMo y0CTOBEpUTHCS, YTO B MOJIB30BATEILCKOM TECTHUPOBAHUH HCIIOJIB3YETCS
JIUCTOK-BKJIAJIBIII, KOTOPBIH OyeT (haKTHUECKH TTOCTABIIATHCS C JICKAPCTBEHHBIM MpPEIapaToM
. 910 MoTpedyeT UCIOIL30BaHUS TIOJIHOTO MaKeTa JIMCTKAa-BKIQAbIIIA, IIBET, CTUIIb U Oymara
KOTOPOTO COBMAAaIOT C JIMCTKOM-BKJIAJBIIIEM, KOTOPBIH OyJeT BJIOKEH B YIAKOBKY
MPOMBINJICHHOW CEepUM JIEKAPCTBEHHOrO Tmpemapara. [Ipy Haauduum MHOTOSI3BIKOBBIX
JUCTKOB-BKJIAJBIIICH IIBET, CTWJIb (BKJIIOYas KErib MpudTa) U Oymara s3bIKOBOH BEpPCHH,
MOJUIeKAIEe  TOJIb30BAaTEILCKOMY  TECTHPOBAHWIO, JOJDKHA  COBMAAaTh  C
JUCTKOM-BKJIAbIIIIEM, KOTOPBIM OyJeT BIOXXEH B YIAKOBKY IPOMBIIIJICHHON Cepuu
JIEKapCTBEHHOTO TIpernapara.



VYKazaHHBIN METOJT BKJTIOYAET B C€0s1 MHOKECTBO OJHOTUITHBIX TIEPCOHATBHBIX HHTEPBBIO
(ne menee 20 mpeacTraBUTENEd MECTHOIO HACEJEHMS), Uil KOTOPBIX MpeJHa3HayYeH
JIEKapCTBEHHBIN Mpenapar.

ATnbTEpHATHBHBIC BAPUAHTHI TECTHPOBAHUS

JlomyckaeTcs MCIOJIb30BaTh JAPYTHE METObI MOJb30BATEIBCKOT0 TECTUPOBAHUS NTPU
YCJIOBUHU, YTO HUX PE3yJabTaT 00eCHeYMBACT YA000YMTAEMOCTb, SICHOCTh M IPOCTOTY
UCIIOJIb30BAHUS MH(OpMaLNK, MO3BOJISIONIECH MAIIMEHTaM HAXOAUTh B JIMCTKE-BKIIAJIBIIIE
Ba)KHBIC CBEJICHMS, TOHUMATh MX M JICMCTBOBATH MPABWIHHO. 3asBUTEIIO WA JIEPKATEIIO
PErUCTPalMOHHOTO YAOCTOBEPEHHS] HE0OXOAMMO OOOCHOBAaTh TAKYIO aJbTEPHATUBHYIO
METO/I0JIOTHI0, KOTOpast OyA€T MOABEPraThCs SKCIEPTU3E B MHAUBUIYATLHOM MOPSIKE.

1.1. IIpoBeneHHEe TECTUPOBAHUA

TectupoBaHne JTHCTKA-BKJIAABIIIA MPOBOAUTCA JEPKATEIEM PErHCTPALHOHHOTO
VJIOCTOBEPEHHS HJIH CIICLHATHU3HPOBAHHOH KOHTPAKTHOH opraHu3ainuer. TecTHpoBaHue
JOJDKHO MPOBOJAUTHCS ONBITHBIM CIICITHATUCTOM, BJIAJACIOIIUM HABBIKAMH BEJCHUS HHTEPBEIO,
HaOJII01aTeIbHBIM H YMEIOIIHUM BBICIYIIATh H IIOHATH TOTPEOUTEJIA.

CnenunanucTy, COCTaBISIONMIEMY JUCTOK-BKJIAIbINI, HEOOXOAMMO MOMOYb COCTABUTH
aHKEeTy, ¥ TIPU HEOOXOUMOCTH COMPOBOK/IATh MHTEPBbIOEPA MPHU MPOBEACHUH TECTUPOBAHUS
C IeJBI0 MOMOYbL MpsiMOM Tmepenaun uHopmamuu. B mporecce pa3zpaboTku TecTa
JIOTIyCKaeTCsl TMPUBJICKATh ACCOLMAIIMU MAI[MeHTOB WM TMalMeHTOB-IKCIepToB. Jls
TECTHUPOBAHUS JOJKHBI OBITh HCHOJb30BAHBl MOJHOLBETHBIE JUCTKU-BKIAABIIIN WIH
JUCTKU-BKIAABININ, TPEIHA3HAUYCHHBIC U TPOMBINUICHHBIX CEPUN JIEKapCTBEHHOTO
npernapara.

1.2. Ilonbop y4acTHUKOB TeCTHPOBAHHHL.

Heo6xonumo otoOpaTh pa3iuvHbie TPYMNIBI YYACTHUKOB TECTUPOBAHUS, KOTOPHIE
MOTEHIMAIBHO UMEIOT MOTPEOHOCTh B MPUMEHEHHH JIEKAPCTBEHHOTO MpernapaTa. BeiOpaHHble
VYaCTHHUKU JIOJDKHBI TPENCTABIATh PEMPE3CHTATUBHYIO IE€NIEBYI0 MomyJsamuio. Jlus
OOJIBIIMHCTBA JIEKAPCTBEHHBIX IMpemnapaToB 3TOro OyJeT A0CTaTOYHO, IOCKOJIbKY
nH(popManus B JTUCTKE-BKJIAABINIE JTODKHA OBITH JOCTYMHA JISi BCEX BHOBH BBISBICHHBIX
O0osbHBIX. TeM He MeHee sl HEKOTOPBIX JIEKapCTBEHHBIX IMpenapaTtoB mnotrpedyercs
TECTUPOBAHUE JIULI, OCYLIECTBISIOIINX YXO/I.

Heo0OxoauMo HCKIIOYUTH JIUI, HaNpsMyl paboTaromux ¢ JIEeKapCTBEHHBIMU
npenapaTaMu, TaKuX Kak Bpadyu, CpeTHUM MEAUITMHCKUN TIEpCOHAN U alTeYHbIe PAOOTHUKH.

Nudopmarniusi, KOTOpOil MOTYT BOCIIOJIB30BAThCSI HAMMEHEE CIIOCOOHBIC MOTPEOUTENH,
JOJKHA OBITH TMOHSATHA BceM MmoTpedutTensM. HeoOxoauMo uCHBITaTh W BKIIOYUTH B
TECTUPOBAHUE:

onpeJieJIeHHble BO3PACTHBIE TPYIIIbI, TAKUE KaK JETH W JIOJM MOXKHUIOro Bo3pacta (
HaIrpuMep, eCiu JaHHBIN npenapaT uMeeT 0co00e 3HaUeHHUE JJIsl TAKUX BO3PACTHBIX TPYIII);

HOBBIX TOTpeOUTENe WM JIJEH, KOTOpble, KaK MpPaBHJIO, HE MPUMEHSIOT
JIeKapCTBEHHbIC MpenapaThl, B YaCTHOCTU B OTHOLIEHUH MH(OpPMAIIMU O HOBBIX Mpenaparax,



KOTOpPBIE BEPOATHEE BCETO OYIyT MPUMEHATHCS B MIMPOKHUX CIIOSX HAceIeHUs (Hampumep,
aHAJLIE€TUKY WIK AaHTUTHUCTAMUHHBIC JIEKAPCTBEHHBIE TIPenapaThl);
JIIOJIEH, KOTOPBIE OOBIYHO HE PA0OTAIOT ¢ JOKyMEHTaMU (MaJIO WIJIM PEAKO YUTAIOT);
JII0JIeH, KOTOPBIE CUUTAIOT CJI0KHBIM BOCIPUATHE MHPOPMAIIMHU B TUCHbMEHHOM BH/JIE.
Heo6xoammo BKIIFOYATh YYaCTHUKOB M3 HAMOOJIee aKTyalIbHBIX TPy (TTOKHIIBIE JTIOTH,
OpEeICTaBUTENN TPYyNIl CAMOINOMOIIM, NPEACTABUTENN NAIMEHTCKUX OpraHu3aluil,
MPEJCTABUTENIN OOIIECTBEHHBIX LIEHTPOB, POJUTEIIN U JICTH).
1.3. Bo3MoskHbIE METOAUKH TECTHPOBAHUA.

TpebyeTcss HEOOJIBIIOE YUCIO YYaCTHUKOB. [ oOecrneyeHus ycnexa TeCTUPOBAHUS
noctatoyHo 20 4enoBeK (He BKII0Yasi yYaCTHUKOB MPOOHBIX MCTIbITaHUl). Henb3s moBTOPSTH
TECTUPOBAHME HA TEX YUYACTHUKAX, KOTOPHIX YK€ OIEHUINU. DTOTO MOKHO IOOUTHCS IMTyTEM:

MUJIOTHOTO TECTUPOBAHUSI MPUOIU3UTENBHO 3 — 6 yYaCTHHKOB B LEJSIX MPOBEPKHU
OpPaBUJIBHOCTU BOMpocoB. [lo Mepe HAKONJIEHHs ONbITa B MPOBEIECHUU MHIOTHOTO
TECTUPOBAHUS MOXKHO OTPAHUYUTHCS 2 — 3 yUaCTHHUKAMH WIH Cpa3y NPUCTYNUTh K OCHOBHOM
(daze TecTUPOBAHUS;

aHaJu3a pe3yJIbTaTOB B X0JI€ TECTUPOBAHUS U BHECEHUS BCEX HEOOXOMMBIX U3MEHEHUH B
JIMCTOK-BKJIA IbIIII;

MOBTOPEHHUS TECTUPOBAHMS JI0 MOJTYUYCHUS YIOBIECTBOPUTEIBHBIX PE3YJIbTATOB B TPYIIIIEC
n3 10 y4acTHUKOB;

3aKJIIOYUTEIBLHOIO TecTUpoBaHUs enle 10 y4yacTHUKOB, UTOOBI MPOBEPUTH, UTO Yy HUX
TaK)Xe COOIOJICHBI KPUTEpHH ycrexa (TOJTHOCTHIO B 001Iel cliokHOCTH Y 20 y4aCTHUKOB Ha
KOHEYHOM IpPEIaraéMoM JINCTKE-BKI/IbIIIE).

2. IToaroToBKa K TECTUPOBAHUIO

2.1. IIpu nOATOTOBKE K TECTHPOBAHUIO HEOOXOIUMO:
JUTS KKIOTO MperapaTa COCTaBJIATh HOBBIM IMTPOTOKOJ;
BKJIFOYATh BOIIPOCHI, KOTOPHIC OTPAKarOT BCE BAXKHBIC M CIIOKHBIC ACIIEKTHI, a TaAKKE
UCIIOJIb30BaTh CTPOTHE KPUTEPUH OLICHKH;
yOeIUTRCS, YTO BOMPOCHI OXBATHIBAIOT IMOUCK, IOHUMAHUE U CIIOCOOHOCTh YYaCTHHKOB
JICCTBOBATh HAIJICKAIIUM 00Pa30M;
BKJTIOUUTH OXKHIaeMbIC ITPaBUIIbHBIC OTBETHI
CIUTAHUPOBATh TECTUPOBAHHUE TAK, YTOOBI OHO UIHIIOCH HE OoJiee 45 MUHYT BO M30CKaHNE
YTOMJICHHSI YYaCTHUKOB.
HeobOxoauMo yOenuThCs, 9TO BOMPOCH OTPakKalOT BCE OCOOEHHOCTH 0€30MacHOro U
3 PEeKTUBHOTO TPUMEHEHHS JICKAPCTBEHHOTO IIperapara, a TakkKe BOIPOCHI
MPUBEPKECHHOCTH K JICUCHUIO TECTHPYEMBIM TIpernaparoM. TeCTHpOBaHHE IPUHOCUT
HaMOOJIBIIYIO IMOJIB3Y, €CJAM BOMPOCHI OXBATHIBAIOT 00JIACTH, BBI3BIBAIOIIUEC Y MAIHCHTOB



HauOoJblliee OECTIOKOMCTBO, HANpUMEp, HEeXKelaTeabHble peakiuu. M30eranue cepbe3HbIX
BOTIPOCOB, Kacaroumxcs 0e30MacHOCTH MPUMEHEHUs Mpernapara, B X0/1€ MOJIb30BaTEIbCKOTO
TECTUPOBAHUS JINCTKA-BKIIAbIIIA HE PEKOMEHTYETCS.

2.2, nTepBhIOCp AOIDKEH:

yOeIuTh YYaCTHUKOB, YTO TECTUPYETCS JOKYMEHT, a HE OHU;

JaTh YYaCTHUKAM TIPH UX JKEJIAHUH MTPOYUTATh BECh JIMCTOK-BKIIAIBIIII;

UCTIOJIb30BaTh B KAUECTBE MaMsATKHA HATUCAHHBIE BOTIPOCHI;

3a/1aBaTh BOMPOCHI YCTHO;

BeCTU Oecey crnoco0oM, 00eceurBalOUM TECHOE B3aUMOACHCTBUE C YHACTHUKOM;

IPOCUTh YYAaCTHHUKOB, [TOCJI€ TOTO KaK OHHM HAILIUIM HEOOXOJIMMBbIE CBEJICHUS, HE UNTATh X
HANPSMYIO C JINCTKA-BKIIAJIBIIIA, & OTIMCATh UX CBOMMH CIIOBaMH.

Kpome perucrpanuu OTBETOB Ha BOIPOCHI CIENyeT BECTH HaOIOEHHUE 3a TEM, Kak
Ka)IbIi YYaCTHHK 00paIaeTcst ¢ JMCTKOM-BKIIAJIBIIIEM B OCYIIECTBIISIET MTOUCK MHPOPMAIIH
, OTMeuasi, HalpuMep, TePSUTUCh WM 3aIyTHIBAIKUCH JIM OHU. DTO JAaCT IICHHBIE CBEJACHUS O
croco0ax yiIydIIeHUs CTPYKTYPbI JIUCTKA-BKJIAIBIIIIA.

2.3. BonpocCH! HOJDKHEL:
Ha/JIeXXaiuM o0pa3oM OCBelaTh BCE KPUTHUUECKHE aCIIEKThl 0€30MaCHOCTU PUMEHEHHUS
JIEKapCTBEHHOTO TIpernapara;

OBITh MpEACTaBICHb B MUHUMAJIbHOM KOJUYECTBE, OOBIYHO HOCTAaTO4YHO 12 — 15
BOTIPOCOB, OJIHAKO B HEKOTOPHIX CIydasx MOXKET MOTPeOOBaThCS U OOJIBbIIE, HAPUMED, CITH
MUMEIOTCS 3HaYMMBbIE aCTeKThl O€30MaCHOCTH, MOJIJISKAINE U3YUCHHIO;

BBIJICP)KMBATh OallaHC OOIIMX M YaCTHBIX BOMpPOcoB. OOIIUM BOMPOCOM, HAIPUMED,
SBIIAIOTCS. MEPHI, MPUHUMAEMBIE TIPU MPOMYCKE J03bI, TOT/Ia KaK YaCTHBIM BOMPOC MOXKET
OTHOCUTBHCA K HEKEJATeNbHOW peaklUH, KOTOpasl MPUCYIIa JAHHOMY JIEKapCTBEHHOMY
npernapary;

OBITH COCTABJICHBI OTJIMYHO OT JIMCTKA-BKJIAIBIIIA, YTOOBI N30€KaTh OTBETOB YUYaCTHUKOB,
OCHOBAHHBIX TOJBKO Ha HAX0KJICHUH TPYIIII CJIOB;

CJIEIOBATh B CIy4alfHOM MOPAIKE (TO €CTh B MOPSAKE, OTIIMYHOM OT MOJAaYU HHPOPMAIIH
B JINCTKE-BKIIAJIBIIIC);

OXBAaThIBaTh MHCTPYKIUHU MO MPUTOTOBICHHIO (TI0 paboTe C mpemapaToM, UMEIOITIM
CJIOKHOYCTPOSHHBIC M3/CIHUs IS BBEICHHUS), HEOOXOIUMO MO BO3MOXKHOCTH TpHOeraTh K
MCIIOJIb30BAHUIO MYJISDKEH MEPBUYHBIX YMAKOBOK M aKTHBHOW JEMOHCTPAIMH yYaCTHUKAMU
mpoliecca MPUroTOBICHUS (paboThI).

[Ipu mpencraBieHUW YMOTHOMOYEHHOMY OpraHy (PKCIEPTHOW OpTraHU3aIlWN)
rocy/apcTBa-ujieHa PErUCTPAlMOHHOIO JIOChe Ha JKCIEPTU3y B MOIyJsb 1.3.4 yka3aHHOTO
JI0Che HEOOXOJMMO BKIIOYUTH KOMHH IMPOTOKOJIOB IMOJIH30BATEIBCKOTO TECTHPOBAHUS,
BKJIIOYAsl 3aJaHHBIE BOMIPOCHI, MOJYYEHHBIE OTBETHI, HAONIOJACHUS HHTEPBBIOEPA B
MUCHbMEHHOM BHJIE M Pa3INIHBIC BEPCHH JTUCTKA-BKJIQ/IBIIIIA, TTOIBEPTIIETOCS TECTHPOBAHUIO.
TpeOGoBanusi K COCTaBICHUIO OTYETa O pe3yJbTaTax IMOJIb30BATEIHCKOTO TECTUPOBAHUS



npuBeieHbl B pazzaene 7 mnpunoxeHus Ne 12 k TpeGoBaHMSAM K HUHCTPYKIUMU IO
MEJIUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOrO IMpernapara M oOIIell XapaKTepucTHKE
JIEKapCTBEHHOIr'0 Iperapara il MEIULUHUHCKOTO MPUMEHEHUS, YTBEPKIECHHBIM PenieHueM
Cosera EBpa3uiickoil s5koHOMUYECKON KoMuccuu oT 3 Hosiopst 2016 . Ne 88.

3. Kpurepuu ycmexa

TectupoBaHue MPOBOAUTCS € LEIbIO COCTaBICHUS AJIA MOJIb30BaTENs Pa3dOpPUUBOro,
YETKOr0 M MPOCTOr0 B HMCIOJB30BAaHUM JIMCTKA-BKJIAJbINIA, & TaKXKe M JJIs ydeTa BCex
npeIoKeHUH nojp3oBareneil. Bornpocsl, 3a1aBaeMble B X0/€ UCCIIEOBAHMSI, TOJKHBI OBbITH
TIIATEIBHO MOJATOTOBIICHBI JUIsl OBICTPOTO MOHMMAHMS M HAXOXKJEHUS B TEKCTE KIIOUEBBIX
CBEACHMI MO 0e30acCHOMY MPUMEHEHUIO KOHKPETHOTO JIEKapCTBEHHOI o npenapara. Henb3s
MCITI0JIb30BATh JIETKKE WM OOBIYHBIE BOIIPOCHI, BKIIOUaeMbIe /711 00ecreyeHus ycrnexa.

Pe3ynpTaT Tecta cumTaeTcs MpUEMIIEMbIM, €CIU MH(OPMAIINIO, 3alpalIuiBaeMylo 10
JUCTKY-BKJIaApiy, noHuMarT 90 % ydacTHukoB ucnbitTanus u3 90 % Hameamumx
MH(}OpMaALMIO B JIUCTKE-BKIAAbIIIE. DTO O3HAYAET, 4TO 16 3 20 y4aCTHUKOB CMOTJIM HAWTH
HY’KHYI0 MH(QOpMAaIMIO, OTBETUTh Ha Ka)KJbli BOIPOC U AEHCTBOBaTb COOTBETCTBYIOIIUM
oOpa3zoM. Kpurepun ycrnexa JOJKHBI OBITh JOCTUTHYTHI 1O KaXKJIOMY BOIPOCY, 00001IaTh
pE3yNbTATHI B LIEJIOM I10 UCCIIEIOBAHUIO HE IOy CKAEeTCsl.

[Ipu ucnonb3oBaHUU JPYroro METOJla, OCHOBAHHOTO HAa MHBIX KPUTEPHUSX ycCIexa,
YHOJHOMOUYEHHBIMU OpraHaMu (PKCHEPTHOW oOpraHu3anuei) rocylapcTB-4JeHOB OyAeT

OLCHMBATLHCA B HHAWBUAYAJIbHOM IMOPAIAKE.

IMPUJIOXEHME Ne 15
K TpeboBaHUAM K HHCTPYKIMH IO
MEAULIUHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHBIX IIPENaparoB U oomien
XapaKTEPUCTHKE JIEKapCTBEHHBIX
MIPEnaparoB AJsl MEAUIIMHCKOTO
IPUMEHEHHUS

IITABJIOH
HHCTPYKIIMH 10 METUIMHCKOMY IPHMEHEHHIO JIEKapCTBEHHOTO TpemapaTa (JIMCTKa-BKIIA/IbIIa)

Cuocka. [Tpunoxenue 15 B penakunu pemenus Copera EBpa3niickoil 53KOHOMUYECKOM
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KaJeHJapHBIX AHEU C
JaThl €r0 O(HUIIUAIBHOTO OITyOIMKOBAHUS ).

B nHacrosmem mabnone, MPUMEHSIOTCS CIICTYIOINTNE TPaBIIIa NCIIOIH30BAHUS CKOOOK:
{TekcT} — B moJie MEXJy CKOOKaMu BHOCHUTCS HMH(GOpMALMS MCXOJA U3 COCTaBa U
O0COOCHHOCTEM JIEKapCTBEHHOIO MpeTnapara;

<TeKCT>— B TI0JIe MEXy CKOOKaMH TEKCT BHIOMPAETCS WU yIAJSETCs U3 MPEIOKEHHBIX
CTaHJIaPTHBIX (HOPMYJIUPOBOK (BBIJEICHBI KYPCUBOM) B 3aBUCUMOCTU OT JIEKAPCTBEHHOTO
rpernapara;



"X" — HAMMEHOBAHHE JICKAPCTBEHHOT O TIpernapara.

JIucrok-Brianpi — uHpopMauus s <manumeHtra> <morpeoutens™> {(Toprosoe)
HaUMEHOBaHUE, JO03UpPOBKa, JiekapcTBeHHas ¢opma} JleiicTByromue BemiecTsa: {
JleficTByIOIIIME BElECTBA }

< "JlaHHBIH JIeKapCTBEHHBIH Mpenapar MOIEKHUT JOMOJHUTEIbHOMY MOHUTOPHHTY. OTO
MO3BOJIUT OBICTPO BBIABHTH HOBYIO HH(QoOpMaluio no 6e3omnacHoctH. Mbl obpaijaemcs K
CIIENHAIUCTaM CHCTEMBI 3JIPABOOXPAHEHHS C IPOCHOOI co00IaTh O JFOOBIX 110/]03PEBACMBIX
HEeXXeJaTeJIbHbIX peakiuiax." >,

Criocob coobleHns o HeXXeaaTeJIbHbIX peaklUAX OIMHCAH B pa3/jesie 4 JIHCTKa-BKIabllIa.
>

<llepen <mpuemoM> <IPHUMEHEHHEM> IMpernapara IMOJHOCTBIO MPOYHUTAHTE
JIMCTOK-BKJIaJbILI, IIOCKOJIBKY B HEM COAEPKATCA BaXXHBIE 14 Bac cBeneHus.

CoxpaHuTe JTUCTOK-BKJIabII. Bo3moxxHo, Bam notpebyercs NpoYuTaTe ero emie pas.

Ecin y Bac BO3HUKIH JIOIOJHHUTEIbHBIE BOIIPOCHI, 00paTHTECh K <JIeHallleMy Bpady> <,>
<wan> <pabOTHHUKY allTeKn™> <,> <HJIH> <MEJIHILHHCKOH cecTpe.™.

<IIpenapart Ha3Ha4yeH uMeHHO Bam. He nepenaBatite ero apyrum aroaam. OH MOXET
HAaBpEJUTh UM, Ja)ke €CJIH CUMIITOMBI HX 3a00JIeBaHHS COBNAAAIOT ¢ Barmmm.>.

<Eciu y Bac BO3HHKJIH KaKkue-1H00 HEKeJIaTeIbHbIE peaKI[uH, 0OpATHTECh K <JIeqalleMy
Bpady> <,> <uau> <pabOTHHKY anTeKku> <,> <uian> <MEJHUIIMHCKOH cecTpe>. JlaHHAas
PEKOMEHJaIHs pACTIPOCTPAHAETCS HA JIFOObIe BO3MOXKHBIE HEKEJIATEIbHbIE PEAKIIUH, B TOM
YHCJIe Ha HE IIEPEYHUCIIEHHBIE B pas3jeiie 4 JINCTKAa-BKAaAbIIa.>

<llepen <mpuemomM> <IPHUMEHEHHEM> Mpernapara IMOJHOCTBK MPOYUTAHTE
JIMCTOK-BKJIa/IbIII, ITIOCKOJIBKY B HEM COJEPKATCS BaXXHbIE 14 Bac cBeeHuA.
Bcerpa <npuaumatrite> <npumeHsHTe™> npenapar B TOYHOCTH C JIMCTKOM-BKJIA/IbILLIEM
HJIH peKOMEHJalUAMH <JIeYallero Bpaya™> <,> <uiu> <pabOoTHHKa anTeku™> <,> <uwian> <
MEIHIUHCKOH CECTPBI™.

CoxpaHure JTUCTOK-BKJIabII. Bo3moxHo, Bam noTtpebyercs npoYnuTaTh ero euie pas.

Eciu Bam Hy>XHbI JJONOJTHHTEIbHbIE CBEJCHHUA HJIH PEKOMEHAAalluH, OOpaTHTECh K
PpabOTHHKY aNTeKH.

Ecinu y Bac BO3HHK/IH KakHe-1HOO HexeaTelbHbIe peakui, 00paTUTECh K <JledaljeMy
Bpauy> <,> <uiam> <pabOTHHUKY anteku> <,> <HJIH MEIHIHHCKOH cecTpe>. JlaHHAas
PEKOMEHAIHUA paclpOCTPAHAECTCS HA JIFOObIe BO3MOXHBIE HEXEJIATeIbHbIE PEAKIIUH, B TOM
yHCJIe Ha He IIEPEYHCIICHHBIE B pa3/iesie 4 TUCTKAa-BKAaIbIIIa.>

Eciu cocrosHue He yJIyqIIaeTcs WM OHO yXy/Aulaercs, <depe3 {4ucjo} aHeH> Bam
caenyer oOpaTHThCS K Bpady.>

CopeprkaHne TMCTKA-BKIaIbIIIA

1. Yto u3 cebs mpeacTaBiser npenapar X, U Ui 4ero ero MPUMEHSIOT.
2. O ueMm cliietyeT 3HaTh Nepel <HpHeMoM™> <[IpUMEHEHHEM™> nipenapara X.



3. <lIpuem> <npumeHeHue> npemnapara X.

4. Bo3MOXHbBIE HEeXKEJaTebHbIC PEAKIIUH.

5. Xpanenue npemnapara X.

6. ConepKUMO€ YITaKOBKU U IPOUYUE CBEIICHUS.

1. Yo u3 cebs mpeacrasiger npenapar X U I 9€r0 ero MpAMEHIIOT

IToxa3anusa K MPUMEHEHHUIO
<Ecnu ynydiieHne He HACTYIUIIO WK Bel 4yBCTByeTe yXyAIIeHHE <depe3 {4UCI0} JTHEH
>, He00X0AMMO 00paTUTHCA K Bpauy.>.

2. O yeM ciemyeT 3HaTh epel <IpHeMOM™> <IPHMECHEHHAEM>
mpenapara X

IIpoTnBonOKa3zaHus
He <npubumaiite> <npumeHsiite> npenapar X <:>
<ecnu y Bac amneprus Ha {neHcrtByroljee(ne) BemecTBo(a)! HIH JIFOObIE APYTHE
KOMITOHEHTHI Ipenapara (IepeqrucJieHHbIE B pazjesie 6 JIHCTKA-BKAa/bIla).>
Oco0ble yKazaHus U Mepbl IPEAOCTOPOKHOCTH
<Ilepen <npuemom> <npuMeHEHHEM> npenapara X IPOKOHCYJIbTUPYUTECH C JeHalluM
BpayoM <wi> <,> <paOOTHUKOM anTeKn™> <,> <Win> <MEAUIIMHCKON CECTpOr>>.
Jetn <u noapocTku>
Hpyrue npenaparsl u npenapat X
<Coo0muTe nedameMy <Bpady> <win> <paOOTHUKY amnTeKu> O TOM, 4TO Bbl <
NPUHAMACTC> <IIPUMCHSICTC>, HCJABHO <INPUHUMAIN> <IPUMCHSJIN> WU MOXXCTEC Ha4yaTh <
NPUHUMATH> <IIPUMEHATH> KaKhe-In0o Ipyrue mpemnaparbl.>
[Ipenapar X ¢ <numeir> <,> <p> <,> <HaUTKaMu> <,> <> <aJIKOrojaemM>
bepeMeHHOCTh <> <,> rpy/IHOE BCKapMJIMBaHUE <U (PEPTUIHLHOCTH>
<Ecnu Bbl OGepeMeHHBI WM KOPMUTE TPYylblO, TyMaeTe, 4To 3a0epeMEHEeNH, HIH
IUTaHUpYyeTe OEPEMEHHOCTb, MIepe]] HauajJoM MPUMEHEHUs MpernapaTa IPOKOHCYJIbTUPYHTECH
¢ <JedaluM BpauoM> <> <paOOTHUKOM aIrTeKH.>
YipaBieHHe TPaHCIOPTHEIMHE CPEACTBaMH B paboTa ¢ MEXaHM3MaMH
<{ToproBoe HauMEHOBaHHE| <HE OKAa3bIBACT> <WJIKN> <OKa3bIBAET HECYIECTBEHHOE
BIIMSIHUE™>, <WJIN> <OKa3bIBAET C1a00€ BIUSHUE™>, <UJIN> <OKa3bIBA€T YMEPEHHOE BIMSHUE™,
<un> <OKa3bIBACT BBIPAKEHHOE BIIHMSHUE™ Ha CIOCOOHOCTH YMHPABIATH TPAHCTIOPTHHIMHU
CpelCTBAMM U pabOTaTh C MEXaHU3MaMH 10 IPUUMHE {yKa3aTh IPUUUHY }.>.
<Heo06xo1uMO MpPOKOHCYJIBTUPOBATHCS C JIEYAUIUM BpaduoM B ciiydae, eciau Bwl
IJIaHUPYETE YIPaBIATh TPAHCIOPTHBIMHU CPEJICTBAMHU WM PpabOTaTh ¢ MEXaHU3MaMMU> IS
IIpenapaToB, OKa3bIBAIOIIMX BIUSHNAE HA CIOCOOHOCTh K KOHLIEHTPALMM BHUMAHUS.
<IIpemapar {X} comepxuT {HANMEHOBaHHE BCIIOMOTaTEIHHEIX(0r0) BemecTB(a)}>



3. <IIpuem> <IIprMeHeHue> npemapara X

<Bcerma <mpuHumaiTe> <IpUMEHANTE> mIpenapar B IOJIHOM COOTBETCTBUMU C
PEKOMEHJAlUSIMU JIeHallero Bpaya <ujiu padoTHUKa anteku™>. [Ipu mosBiIeHUH COMHEHHUM
MOCOBETYHUTECH ¢ <JIeUallliM BpauoM> <HJIKU> <paOOTHUKOM arTeKu>.

<PekoMeHnyemas o3a: ...>

<Bcerma <mpuHumaiTe> <INPUMEHAWUTE> mIpenapar B IOJIHOM COOTBETCTBUMU C
JIMCTKOM-BKJIQ/IBIIIEM MJIM C PEKOMEHIALMSIMU JIeHallero Bpadya <paOOTHHKA anTekn> <,> <
MEIULUHCKOU cecTpbr>. [Ipu mosBIEHNY COMHEHUN IOCOBETYUTECH C <JICYalllUM BpadyoM™> <,
> <unu> <,> <pa6OTHI/IKOM anTeky™> <,> <uJIM MEIUILMHCKOMN ceCTpoﬁ>.

<PekomMeHnnyemas no3a: ...>

<IIpumeHeHue y nereu <u noapoCTKOB>

<JIuHus paznoma (pucka) NpeJHa3HaYeHa HCKIFOYUTENBHO IS pa3IaMbIBAHMS TaOJIETKH
C 1IeJIbI0 OOJIerYeHus MPOTJIaThIBAHMS, @ HE JJI pa3/ieJIeHUs] Ha paBHbBIC JO3BL.>.

<JIunus paznoma (pucka) He MpeAHA3HAUCHA JIA pa3/IelICHUs TaOJIeTKU.>.

<TabneTKy MOKHO pa3IeuTh HA PaBHBIC TO3bI.>

<Ecnu Bbl <nipuHsnn> <npuMeHWIN> npenapara X 00JblIe, YeM CIEe10BaI0>

<Ecnu Bbl 3a0p0TH <NPUHATE> <OPUMEHUTH> IIpenapar X>

<He npunHuMaiiTe ABOMHYIO 103y, YTOOBI KOMIEHCUPOBATh MPOIMYIIEHHYIO <Ta0IeTKy> <
a03y> <...>.>

<Ecnu Bel npekpartunu <npueM> <npuMEHEHUE> Ipenapara X>

<IIpu HanU4YUKU BOMPOCOB MO MPUMEHEHHIO IIpenapara 00paTUTECh K <JieyalieMy Bpady>
<,> <unu> <pabOTHHUKY anTeKn> <,> <WUJU MEIUIIMHCKON cecTpe>.>

4. Bo3MOXXHEIE HEKENIATELHEIE PEaKIUH

<[logoO6HO BCceM JIEKapCTBEHHBIM MpernapaTaM IMpenapaT MOXET BBI3BIBATH

HE)KEJIATEbHbIC PEAKIIUH, OJTHAKO OHA BO3HUKAIOT HE Y BCEX.>

<JlononMHUTEIBHEIE HEXENATEIBHEIE PEAaKIUU Y JETeH <H MOAPOCTKOB™>>

Coo0111eH1E 0 HEXKENATEeIbHBIX PEAKIIHIX

<Ecnu y Bac BO3HUKAIOT Kakue-In00 HEKEIATENbHBIC PEaKIIUU, TPOKOHCYIBTUPYHUTECH C
<BpadyoM> <,> <unu> <,> <paOOTHHUKOM anTeKu> <,> <K MEIUIIMHCKOMN cecTpoir>. [lanHas
PEKOMEHAIMs PACTIPOCTPAHSIETCSl HA JTI0ObIe BO3MOXKHBIE HEXKeIaTeIbHbIE peaKkii, B TOM
YUCJe€ Ha HE TEpPEYUCICHHbIC B JIMCTKE-BKIAAbIIIE. BBl Takke MOXKETe COOOIIUTH O
HEXKEJIaTeJIbHBIX PEAKIMAX HAMPSAMYI 4Yepe3 CUCTEeMY COOOIIEHHN ToCyJapCTB — YJICHOB
EBpaszwmiickoro skoHoMuueckoro coro3a. CooOmass o HeXelaTeIbHBIX PEaKIUuiX, BbI
MOMOTaeTe NOJy4YUTh OOJIbllIe CBEJIEHUI 0 0€30MacCHOCTH Mpenapara.

5. Xpanenue npenapara X

<XpaHUTE JIECKAPCTBEHHBIN MpPENapaT B HEAOCTYITHOM JJIsl AETENH MeCTe.>



<He npumeHsiTe Npenapar Mocjae UCTEYEHUs CPOKa FOJHOCTH (CpoKa XpaHEHHs),
YKa3aHHOro <B> <Ha> <MapKHpPOBKE> <KapTOHHOHN mauke> <uakoHe> <...> <mociue {
COKpAILIEHHE, UCITOJIb3yEMOE JUIsl 1aThl HICTEUYEHHS CPOKA TOJHOCTH | .>

</laToii ucTeueHus: cpoka rogHOCTH SBJIAETCS MOCIEIHUN IeHb MecsLa.>

<He npumeHnsiiTe npenapar, ecid Bbl 3ameTwnn {onucaHue BUIUMBIX MPU3HAKOB
HEMPUTOJHOCTH Mpernapara JJig IpUMEHEHus | .>

<He BbIOpackiBaiiTe (HE BBUIMBAWTE) Mpenaparbl B KaHAIM3ALMI <BOAOMPOBO>.
YTouHuTe y pabOTHHKA anTeKH, KaK yTUIM3UPOBATh (YHUUTOXKATh) IpeEmapaThl, KOTOPbIE
Oosblle HE MOTPEOYIOTCS. DTH MEPHI TIO3BOJIAT 3AIUTUTE OKPY KAIOIILYIO Cpery.>

6. ConepxumMoe ynakoBKH H JOMOHUTEIHHEIE CBEICHUA

{ITomHoe mepeuncieHue AeicTBYIONMEro(1ux) BeniecTs(a) 1 BCIOMOTraTeIbHbBIX BEIIECTB }

[Ipenapar X conepxut

</lelicTByrOIMM(UMH) BEIIECTBOM(aMHM ) SIBISETCA(FOTCS). ..>.

<IIpounm(u) <uHrpeaueHToM(amu )> <(BCoMorarelbHbIM(1) BellecTBOM(aMu))> saBisieT(
I0TCS)...>.

Bremnuii Bua X v coepKuMoe yrakOBKH

Karteropus oTIycka JieKapCTBEHHOTO Iperapara

<JlekapCTBEHHBII Mpenapar OTHOCUTCA K KaTeropuu OTIycka <0e3 penenta> <mo

penenTy>, <B yCJIOBUSX JIeUeOHO-TPODUIAKTUYECKUX YUPEKICHUIT>.>

Jlep>katesb perucTpaliOHHOTO YA0CTOBEPEHUS U POU3BOIUTEND

{Ctpana}

{HaumenoBanue u aapec}

<{Ten.}>

<{Paxc}>

<{aapec IEKTPOHHOU MOUTHI } >

WIH

Jlepkaresb perucTpalMOHHOIO YA0CTOBEPEHUS

{Ctpana}

{HaumenoBanue u aapec}

<{rTemn.}>

<{Paxc}>

<{aapec IEKTPOHHOUN MOUTHI } >

[Ipon3BoauTeb

{Ctpana}

{HanmenoBaHnwue u anpec}



<3a nwobo¥ mHPopmamuel o mpemapare cieayeT o0pamatbCi K MECTHOMY
MPEACTABUTEIIO JIeprKaTelsd PErUCTPAlMOHHOTO YIOCTOBEPEHUS:

{Ctpana}

{HanmeHnoBaHue opranuszanuu }

{Anpec: {HaceneHHbIil yHKT} {[IOYTOBBII UHAEKC} — CTpaHa}

Ten: + {Homep Tenedona}

<{aapec IEKTPOHHOUN MOUTHI } >

JIucTok-BKIAABII IEPECMOTPEH

<{MM/TIT}> <{mecsm I'TTT}>

<[Ipenapatr 3aperucTpupoBaH C YCTaHOBJIECHUEM JOMOJIHUTENbHBIX TpeOoBaHUI. DTO
3HAUYUT, YTO MOSIBATCS HOBBIE CBEICHUS O IIpernapare.

[IpeacraBneHHbIE JaHHBIE O JIEKAPCTBEHHOM MpernapaTe Oy IyT €XXEeroaHO MPOBEPATHCS U
JOTIONTHATHCS. HOBBIMHM CBEACHUSIMH, U TIO MEpPEe HEOOXOIUMOCTH JMCTOK-BKIAABII OyAEeT
OOHOBJIATHCS.>

<IIpenapar 3aperucTpupOBaH Mo NpoUeaype "pErucTpauuy B HCKIOUUTEIbHBIX Caydasx"
OTO 3HAYUT, 4TO <BCJIEACTBHE PEIKON BCTPEUAEMOCTH 3a00JIEBaHUS™> <HU3 HAayUYHBIX
COOOpaXeHHIT™> <HCXOAS W3 ATUUYECKUX COOOpPaKEHUI™, HEBO3MOXXHO TOJYYUTh BCE
HEO0OXOIMMbIE CBEJICHUS O Mpenapare.

[To aTOMYy NekapcTBEeHHOMY IMpernapary OyAeT MPOBOAUTHCSA IKCIEPTHU3a JHOOBIX HOBBIX
JAHHBIX, KOTOpPbIE MOTYT TOABIATHCS €XErogHo, W IO Mepe HEO0OXOAUMOCTHU
JMCTOK-BKJIQBIII Oy1eT OOHOBIATHCA.>

<IIpenapat 3aperucTpupoBaH M0 MpoUeAype "yCIOBHON perucTpanuu”. 3T0 3HAUYUT, YTO
MOSIBATCS HOBBIE CBEJEHUS O Mpernapare.

[IpencraBieHHbIE JaHHBIE O JIEKAPCTBEHHOM Ipenapare OyIyT eXEeroaHo MPOBEPATHCS U
JOTOJHATHCS. HOBBIMH CBEACHUSIMH, U TIO MEPE HEOOXOIMMOCTU JHUCTOK-BKIAABII OyAeT
OOHOBJISITHCS.>

<X COIEPKUT TO K€ JIEUCTBYIOIIEE BEIIECTBO U JEHUCTBYET TakK ke, Kak U "pedepeHTHBIH
JIeKapCTBEeHHBIN mpenapat". PedepeHTHbIl JeKapCcTBeHHBIN TTpenapat ObUT 3aperucTpupoBaH
1o mpoleaype "PErucTpay B UCKIIOUUTENBHBIX ClIydasx'. 9TO 03HAYaeT, YTO <BCJIEACTBUE
pEAKOI BCTpEUaeMOCTH 3a00JIEBAHMS™> <U3 HAYYHBIX COOOpaXKEHUIN™> <UCXOJS U3 ITUUECKUX
coo0OpakeHUIr™>, Bce HEOOXOANMBIE CBEICHHS O peEepeHTHOM JIEKapCTBEHHOM Ipernapare
MOJIyYUTh HEBO3MOXKHO. {HamMeHOBaHUE YIOJIHOMOYEHHOTO OpraHa rocyJ1apcTBa — 4ieHa
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a} €KEroJHO OyJeT MPOBOJIUThH SKCHEPTU3Y JIFOOBIX
HOBBIX CBEJICHUI O peepeHTHOM JEKapCTBEHHOM Ipernapare, a JaHHBIA JTUCTOK-BKIIA/IbIII
Oyner OOHOBIATHCSA IO Mepe HEOOXOAUMOCTH B COOTBETCTBUU C OOHOBICHUSMHU
JIUCTKAa-BKJIAIbIIIA peepeHTHOrO JIEKapCTBEHHOTO MpernapaTa™.

<[Ipourie UCTOYHUKHU UHPOPMAIITIT>



<IloxpoOHble CBeIEeHHs O TMperapaTe COACPKaTCS B €AMHOM PEeCcTpe JEKApCTBEHHBIX
cpeactB.> <MIMEIOTCs TakKe CCHIIKM Ha JAPYyrue BeO-CaWThl MO peIKuM 3a00JICBAaHUSIM H
BHJIAM JICUCHUI.>

<JIMCTOK-BKIIABINI TOCTYTICH Ha <BCEX SA3bIKaX rocyaapcTB — 4ieHOB EBpa3zuiickoro
YKOHOMHUYECKOTO COI03a> B €IMHOM PEECTPE 3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB
U Ha O(pUUIHAIBLHOM CcalTe YMNOJHOMOYEHHOTO oOpraHa (9KCIEPTHOW OpraHu3aliuu)
EBpazuiickoro 3KoHOMHUYECKOT0 COI03a {CalT YyIIOJTHOMOUYEHHOTO OpraHa (CallT OpraHu3aliym)

>

(JIUHMS OTPBIBA UJIK OTPE3a)
<Crnenyroniye CBeICHUS peAHa3HAUYCHbI UCKITIOYUTEIBHO ISl MEAUITMHCKUX paOOTHUKOB
>

IMTPMJIOXKEHHUE Ne 16
K TpebGoBaHUAM K HHCTPYKIMH IO
MEAULIUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPHUCTHKE JIEKapCTBEHHOTO
mpenapara Jyuis MEJUIHHCKOTO
MPUMEHEHHS

TIIOPAZIOK
3aIIOJIHEHA Ma0JI0Ha HHCTPYKIHH IT0 MEITUIIMHCKOMY IIPAMEHEHHIO JIEKapPCTBEHHOTO Ipenapara (
JIMCTKA-BKJIA IBIMIIA)

Cuocka. [Ipunoxenne 16 B penakunu pemenus Copera EBpaznilckoil 53KOHOMUYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KaJeHIapHBIX AHEU C
JaThl €r0 O(UIIUATIBHOTO OIMyOIMKOBAHUS).

[lenpto mpuMeHeHUs 1mabI0Ha SBIsETCS o0ecreueHne enMHo00pasus ohopmMiIeHus u
M3JIOKEHHS BCEX Pa3fiejlOB MHCTPYKIIUU MO0 MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara (JIMCTKa-BKJIAJbINIA) (Janee — JIUCTOK-BKIQIBIII) COTJIAaCHO TPeOOBAaHUSIM aKTOB
opranoB EBpasuiickoro sxoHoMuueckoro cotosza (namee — Coro3) B cdepe oOpauieHus
JIEKapCTBEHHBIX CPEJICTB.

Bmecto (TOproBoro) HaumMEHOBaHHS JIEKAPCTBEHHOrO IpemnapaTta B TEKCTE
JMCTKa-BKJIIbIIIA TpUMeEHseTCsl o003HaueHue "npenapar X"

Bo Bcex ciyuasx mpu HEOOXOIUMOCTH MCTIONB3YIOTCS CTaHAAPTHBIE 3aT0JIOBKH U (Ppasbl,
cojiepkaiuecs B 1mabnoHe. B oTAenbHBIX ciiydasx Juis ydyeTa crienudUuyHbIX JJI Ipenapara
TpeOOBaHUM 3asBUTENIb BIPaBE HE MCIOJIb30BATh 9TU 3arojOBKH ((pa3bl) U HCIOIH30BAThH
JpyTue albTepHATUBHBIC 3aroJIOBKU WU ¢passl (Hampumep, s MpernapaToB, BBOIUMBIX
MEIUIMHCKUMU paOOTHHUKAMU, CIOBO "mpuHUMaKTe" WK "MpUMEHsTe" MOXHO 3aMECHHTH
cioBoM "naercs" wim "BBOAMUTCA").



3asgBUTENI0 HEOOXOUMO OOOCHOBATh MCMOJIb30BAHUE AIBTEPHATHUBHBIX 3arOJIOBKOB (
HanpuMep, CCbUIKOM Ha Pe3yJbTaThl MOJIb30BATEILCKOTO TECTUPOBaHUs). JJIsI HEKOTOPHIX
MpenapaToB HE NPUMEHUMBI BCE JJIEMEHThl JIMCTKAa-BKJIAJbllla, B 3TOM Ciydae
COOTBETCTBYIOIIIMH 3ar0JIOBOK HE YKa3bIBACTCHI.

JluzaiiH ¥ pacrojioxeHne WHOOpMAIUHA SBISIOTCS KIIOUYEBBIMH DSJEMEHTAMHU
ya0004YMTaeMOCTH  TOTOBOTO  JIMCTKa-Bkjianbima. Mcmonb3oBaHue  mabioHa
JIMCTKA-BKJIAJbIIIIa 00ECeYnBaeT MOJ00UE JIMCTKOB-BKJIAABIINICH 3aperucTpupOBAHHBIX
JIEKapCTBEHHBIX MPEMAPATOB.

[To 3ampocy opraHu3anuil MALMEHTOB 3asABUTEIU HOJDKHBI IPEIOCTABUTH
JUCTOK-BKJIAJIBINT B popMare, MOAXOASIEM JJIsl CJICTIBIX WK craboBuasmux. Jlepxartensim
PETUCTPALIMOHHBIX YJOCTOBEPEHUNM HEOOXOJMMO yKa3blBaTh HaJW4ME MOJ00HBIX
TbTEPHATUBHBIX (JOPMATOB B KOHIIE JTUCTKA-BKIIA IBIIIA.

JIncTok-BKIQIBINI — I/IH(bopMauI/Iﬂ oI <malfHeHTa™> <HOTp€6I/IT€JI}I>
{(ToproBoe) HauMeHOBaHUE, JO3UPOBKA, JIEKapCTBEHHAs (hopma}
JleticTByromiue BemecTna: {/lelicTByromue BemecTra}

[lon naHHBIM MMOJ3ar0JIOBKOM HEOOXOIMMO YyKa3aTh (TOProBO€) HAaMMEHOBAHUE
JEKapCTBEHHOI'0 Tpemnapara, 3aTeM JIO3UPOBKY U JICKAPCTBEHHYIO (QopMy (Takke Kak B
paznene 1 oOmiedt XapaKTepUCTUKHU JIEKApCTBEHHOTO IIpernapara), OHHM BBIJCISIOTCS
MOy XKUPHBIM mpudToM. Jlanmee yka3pIBalOTCs JICUCTBYIOIIUE BEIIECTBA (B COOTBETCTBUU C
nyHkToM 4.2.1 npuioxkeHus Ne 12 k TpeOOBaHMSAM K HMHCTPYKIHMH MO MEIUIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOrO0 Mpernapara W oO0ueld XapaKTepUCTHUKH JIEKAPCTBEHHOTO
npemnapara s MEAULUHMHCKOrOo TNPUMEHEHMs, yTBEpkIAeHHbIM Pemenuem CoBera
EBpasniickoil skoHOMUUYecKOU Komuccuu OT 3 HosiOps 2016 r. No 88) mndopmanuio o
KOTOPBIX MOYHO MPEACTaBUTh CTPOKOM HUXe. B ocTaBuieics 4acTu JOKYMEHTa TOProBOE
HaUMEHOBAHUE HE CJEAYET BBIACIATH MOTYKUPHBIM WIH MOAUYEPKHYTHIM MIPUPTOM, CIEAYET
n30eraTh 4acTOro yKa3aHusi TOProBOro HAMMEHOBAHMS B TEKCTE.

TonbKO B OTHOIIEHUM JIEKAPCTBEHHBIX IMpemnapaToB, TPEOYIOUIUX JOMOJIHUTEIBLHOTO
MOHHUTOpPHUHTA 0OE€30MacHOCTH, HEOOXOJMMO YyKa3aTh B JIMCTKE-BKJIAJBIIIEC CIEIHaTbHbIN
CUMBOJI U nosicHeHus. CrenuaibHbI CUMBOJI MIPEACTABISET COO0M YepHBIN MepeBepHYTHIM

PaBHOCTOPOHHUHN TPEYTOJbHUK "", CHMBOJI JTODKEH OBITh MPOTOPIIMOHATICH KETIII0 mpudTa
MOCIISYIOIIETO CTAaHAAPTH30BAHHOTO TEKCTa, MPU ATOM MHUHUMAJbHAS JJTMHA KaXIOH
CTOPOHBI TPEYTOHHUKA JTOJDKHA COCTABJIATh HE MeHee 5 MM. [[J1sl OArOTOBKY JOTIOTHEHUH K
uHpopMaIuu o Tpernapare, MOXKAITyHCTa, BOCHOJB3YWTECh UYEPHBIM TPEYTOJIBLHUKOM,
COJIEpIKaIIMMCS B JTaHHOM I1a0JIoHe.

< "JlaHHBIH JIeKapCTBEHHBIH MPEenapar MOAICKHUT JOMOJHHTEILHOMY MOHHTOPHHTY. JTO
MMO3BOJIAT OBICTPO BBIABHTH HOBYIO HH(pOpMaIHio Mo 6e3omacHOcTH. MbI obpaiijaeMcs K
CIIENHAIUCTAM CHCTEMBI 3JIPABOOXPAHEHHS C IPOCHOOI co00IaTh O JFOOBIX 110/]03PEBACMBIX

HeXeJIaTeJIbHbIX peakiusiax.".



Criocob coobieHns 0 HeXXeaTeJIbHbIX PeakIHiAX OMHCAH B pa3/jesie 4 JIHCTKa-BKIabIIIA.

JInd JeKapCTBEHHBIX IPENapaToB, OTIIYCKAEMBbIX HCKIIOYUTEIBHO IO PELENTY,
HE0OXO0IMMO TTOMECTUTD B JIMCTOK-BKJIAJIBIII CJICIYIOIINE HAAUCH:
<llepex <mpuemom> <IPHUMEHEHHEM> IIpenapatra IOJHOCTBI IPOYHUTAHTE
JIMCTOK-BKJI4/IBIL, ITOCKOJIBKY B HEM COJEPKATCA BaXXHBIC JUIA Bac cBeeHuUA.

CoxpaHuTe TUCTOK-BKAaAbIII. Bo3mMoxxHO, Bam noTpebyeTcss IpOYUTATh €ro elle pas.

Ecin y Bac BO3HHKIH JJOMOJTHHTEIbHBIE BOIIPOCHI, 00pAaTHTECh K <JIedallleMy Bpady™> <,>
<un> <paOOTHHUKY allTeKu> <,> <HWJIH> <MEIHUILHHCKOH cecTpe>.

<IlIpenapar Ha3Ha4yeH uMeHHO Bam. He nepenaBaiite ero apyrum aroaimM. OH MOXKET
HaBpEeIUTh UM, JJaK€ €CJIH CHMIITOMBI HX 3a00J1eBaHHs cOBNaAaroT ¢ Bamumu.>, He cnenyer
BKJIFOYATh JIAHHOE YKAa3aHWE, €CIIM Mpemnapar MpPeIHa3HAdY€H TOJBbKO ISl IPUMEHCHUS B
ne4eOHO-NPODUTAKTUYECKUX YUPEKICHUSIX.

<Ecim y Bac BO3HHKJIH KaKHe-IHO0 HEKEJIATeIbHbIE peaKUH, OOPATHTECH K <JIeYalleMy
Bpauy> <,> <uan> <pabOTHHUKY anTeKku™> <,> <uwjian> <MEIHIHHCKOH cecTpe>. JlaHHas
PpEeKOMEeHIaIUs paclpOCTpaHIETCa HA JIFOObIe BO3MOXKHbIC HeXKeJlaTeJIbHble PeaKkIlud, B TOM
yHciie Ha HE IEPEYUCIIEHHbIE B pa3jese 4 JINCTKa-BKJIa/bIIIA.>.

JIns mekapCTBEHHBIX MPENapaToB, OTIHYyCKaeMbIX O3 perernTa, ClIeayeT YKa3bIBaTh
CICAYIOIIYI0 HH(POpMAIIHIO:
<llepen <mpuemomM> <IPpHUMEHEHHEM> IMpernapara IMOJHOCTBK MPOYHUTAHTE
JIMCTOK-BKJIA/IBIII, ITOCKOJIBKY B HEM COJIEPKATCA BaKHBIC /I Bac cBeaeHUA.

JlaHHBIH JIeKapCcTBEHHbIH MPENapar, ABJIAeTCs MPenapaToM, OTIycKaeMbIM 0€3 pellenTa.

Bcerna <npuamnmaiite> <upuMEHAHTE™> MpEnapar B TOYHOCTH C JaHHBIM JIUCTKOM HITH
PEKOMEeHAanHuIMH <Jledaulero Bpada> <,> <H/IH> <pa6OTHI/IK3 anrekn> <,”> <din> <
MEIULIHHCKOH CECTPhI™.

CoxpaHuTe TUCTOK-BKIaAbIII. Bo3moxxHO, BaMm noTpebyeTcs MpoYnuTaTh ero emnle pas.

Ecnu Bam Hy»HbI JOMOJHHTEJIbHBIC CBEACHHS HIH PEKOMEHIAI[UH, 00paTHTECh K
pabOTHHKY AIlTeKH.

Ecin y Bac Bo3HHKIH Kakue-IHOO HexenaTesbHble peakluu, 00paTUTECh K <JiedalljeMy
Bpady> <,> <uiau> <pabOTHHUKY anTeku> <,> <win> <MEJULHUHCKOH cecTpe>. JlaHHad
PEKOMEHAIHS PACTIPOCTPAHAECTCS HA JIFOObIe BO3MOKHBIC HEKEJIATEIbHbIC PEAKIIUH, B TOM
YHCJIe Ha HE IIEPEYHUCIIEHHBIE B pa3jee 4 JINCTKa-BKAabIIa.>

Eciu cocrossHue He yJIydIiaeTcss MM OHO yXyAmiaercs, <depe3 {uucio} aHer™> Bam
caeayeT oOpaTuThCs K Bpady.>

COI[CP)K&HI/IC JIMCTKA-BKJIaabIIla

TectupoBanue norpedbuTened moxkaszano, 4To OOJBIIMHCTBY MAllMEHTOB HEOOXOIUMO
MPEJICTaBUTh COACP)KaHUE JINCTKA-BKIIAIbIIIA, KOTOPOE JOJKHO OBITh YETKO BbIJIeNIeHO. Eciu
JIMCTOK-BKJIA I CTAHIAPTHBINA, OH OOBIYHO COCTOUT M3 6 OCHOBHBIX Pa3/IeioB.



. Uto u3 cebs nmpencrasiser npenapar X, ¥ 17 4ero ero NpUMeHsIOT.

. O ueM cnenyet 3HaTh nepes <IpHEMOM™> <[IPUMEHEHHEM™> Tipernapara X.
. <lIpuem> <npumeHeHHe> npenapara X.

. Bo3MOXHBIE HEXETaTeIbHbIE PEAKIUH.

. XpaHenue npenapara X.

. ConepxuMoe ymakoBKH U IIPOYNE CBEJICHU.

AN L W~

Onnako ecnu ucnolibdyercs ¢popMar OykieTa Ud CTaHAAPTHBIN JIMCTOK-BKJIAIBIII
COJIEPKUT MHOTO Pa3feNioB, JOMyCKaeTcs OoJiee MOAPOOHOE MPEACTABICHUE COACPKAHUS
JUCTKA-BKJANbIMa (C yKa3aHHEM HOMEPOB CTPAHUI[ WM KOJOHOK, ITO3BOJISIOIINX
noTpeOuTenssM OBICTPO HAXOIUTh HEOOXOAMMBIE UM CBEJICHUS, OTU JAHHBIC YKA3bIBAIOTCS
TOJBKO Ha MaKeTax).

1. Yo u3 cebs mpeacrasiger npenapar X, H I 9€ro0 €ro IpAMEHIIOT

ToproBoe HaMeHOBaHUE, AEUCTBYIONINE BEUIECTBA U (papMakoTeparneBTUIecKas rpymnmna
npenapara.

Crnenyer yka3aTb TOPrOBO€ HAaMMEHOBAHHE Ipemnapara U JOINOJHHUTh €ro, MpHu
HEOOXOMMOCTH, YKa3aHUEM JEHCTBYIOIIMX BelIecTB (Kak B pazaenax | m 2 oOuei
XapaKTepUCTUKU JIEKAPCTBEHHOrO IIpernapara), Hampumep, 'mpenapar X COAEPXKUT
nerictByroniee BemecTBO Y'". Heobxonumo ykaszaTh Takxke ¢apMakoTepaneBTUUYECKYIO
rpynmy (kak B pazzene 5.1 o0rieit xapakTepruCTUKH JIGKapCTBEHHOTO TIpenapara), u (i) Ha
YTO OH JIEUCTBYET (HapUMeEp, CTATUHBI (JJIs1 CHUIKEHUSI COJIEPKAHUS XOJIECTEPUHA)).

IlokazaHusg K MPUMEHECHUIO

3n1ech HEOOXOIMMO yKa3aTh MOKa3aHUs K MPUMEHEHHUIO, B COOTBETCTBHH C pazzesoM 4.1
oOlIell XapakTepUCTUKH JIEKapCTBEHHOro mnpenapara. HeoOxoammo ykazaTh, B KaKuxX
BO3PACTHBIX TIpyNIlax I[IOKa3aHO NPUMEHEHHUE Ipernapara ¢ YKa3aHUEM BO3pPACTHOIO
auana3zoHa, HalpuMep:

<npenapat X NPUMEHSETCA Y <B3pPOCIbIX> <HOBOPOXKJICHHBIX> <MJIQJICHIIEB> <AeTEH> <
MOJIPOCTKOB> <B Bo3pacTe {0oT X 10 Y}> <mer> <MecsiueB> s JieueHus {ykKas3aTb
MOKa3aHue} .

Ecnu npuMeHnMo, yKa3bIBaroT:

YTO Mpemnapar SBISIETCS BBICOKOTEXHOJOTHMYHBIM JIEKAPCTBEHHBIM MpEnapaTom,
COJIEpKAIIUM KJIETKH WM TKaHU (HEOOXOJMMO MPEJACTaBUTH OMHCAHUE ITHX KIETOK WM
TKaHel, WX MPOUCXOXKJCHUE (BKJIOYAs BHUJI >KUBOTHBIX, €CJIM OHU HEUEIOBEUYECKOIO
MIPOUCXOXKICHUS) B COOTBETCTBUU pazzienoM 2.1 oOlIieil XxapakTepUCTUKH JIEKAPCTBEHHOTO
npemnapara);

YTO Mpemnapar SBISIETCS BBICOKOTEXHOJOTHMYHBIM JIEKAPCTBEHHBIM MpPENapaTom,
coAepKaluM MEAUIUHCKUE H3JCNIUS WM aKTUBHBIE HMIUIAHTUPYEMbBIC MEIUITMHCKUE
m3aenus (HeoOXOJUMO MPEICTaBUTh OMUCAHUE ATUX HU3ACIUNA U UX IPOUCXOXKIACHUE B
COOTBETCTBHH C pazjieioM 2.2 001el XxapakTEpUCTUKH JICKapCTBEHHOTO Mperapara).



CBezneHus 0 M0JIb3€ IPUMEHEHUS ITpenapara

B nanHom paszerne nqomyckaeTcsl B MHAMBUIYAJTbHOM MOPAJIKE YKa3aTh CBEJICHUS O MOJIb3€e
MPUMEHEHUS TIpernapara Mpu yCIOBUU COOTBETCTBUS MH(GOPMAIINH B OOIIEH XapaKTepUCTUKH
JIEKapCTBEHHOTr 0 Mpernapara, MoJe3HOCTH Ji MalUMeHTa U OTCYTCTBUS JIIOOBIX JIEMEHTOB
peKkiIaMHOro xapaktepa. JlaHHbIe TPENCTABIAIOTCS MOJA OTIACIbHBIM TMOA3ar0J0BKOM,
HarpuMep, "Crioco6 neicTBus npemnapara X"

CeneHust HEOOXOIUMO U3JI0KUTh YETKO U KPaTKO.

Hampumep, cBeiennst MOTyT BKJIIOYaTh B CEOSI:

MPU3HAKU U CUMIITOMBI 3a00JIeBaHUsI, IPU KOTOPOM JIEKAPCTBEHHBIN MpenapaT MOXKET
MPUMEHSITHCSI, OCOOCHHO B OTHOIICHUW O€3pelenTypHBIX MpenapaTtoB, HO TaKkKe B
OTHOUIEHUH TpenapaTroB, IPUHUMAEMBbIX "MO TpeboBanuio" (Harpumep, npenapaTsl MPOTHUB
MUTPEHN);

CBEJICHUs O TO0JIb3€ MPUMEHEHUS Mpernaparta (HanpumMep, "mpenapaTr CHUXKaeT 00Jb Mnpu
aptpute", "mpemapaT CHHXXaeT COJIEp>KaHHE caxapa B KpPOBHU, 4YTO CIOCOOCTBYET
NpEeJOTBPALICHUIO OCJIOKHEHUM amadera"). ITO OCOOCHHO Ba)KHO [Ji MOBBIIICHUS
MIPUBEP>KEHHOCTH TMALMEHTa Teparuu, HalpuMep, MPU A0JITOCPOYHOM U MPOPUIAKTHIECKOM
nevyenuu. [Tonp3y npuMeHeHus npenapara MOKHO OIMKCAaTh ¢ TOYKU 3PEHUS MPEIOTBPALICHUS
OCJIO)KHEHHH 3a00seBaHus (HaNpUMep, TMa0eTUUECKUX), €CJIM OHAa MOJATBEpkaAeHa. MOXKHO
TaK)Xe yKa3aTh CPOK HACTyIUIeHHS d(QeKrTa oT necTBUS mpenapara (€Ciu 1enecooopasHo).
B mo0om ciywyae cBeneHUs JOJDKHBI COOTBETCTBOBaTh HHQOpManuu B 0O0mIeH
XapaKTEPUCTUKH JICKAPCTBEHHOTO mpemnapaTa (ocobeHHo pazzaeny 5.1 ol1ieit XxapakTepucTUKH
JIEKapCTBEHHOTO TIpenapara);

CBEJICHUS O BPEMEHHU, HEOoOXOoIMMOM il HacTymieHus sddexra npenapara (
00e300MMBaroIUi Tpenapar, aHTUACTIPECCAHT U T. [1.), €CIIU 3TO 3HAUUMO JJIs MMalUeHTA.
OO6si3aTenbHOM sABIETCS cieayoas (GopMyJIUpOBKa:
<Ecnu ynydiieHne He HACTYNUIIO Wik Bel uyBCcTByeTe yXyalIeHHe <depe3 {4ucio} JTHEH
>, HEOOXO0IUMO O0PaTUTHCA K Bpady.>

2. O geM ciemyeT 3HATH Iepe <mpreMOM™> <IpPHMEHEHHEM> npenapara X

B nannbiif pazgen HeoOXOAMMO BKIIOYUTH UHPOPMAIIMIO, O KOTOPOM JOJKHBI 3HATH
ManueHThl (MoTpeduTeNn) A0 Havyaia MpueMa npenapara U Ha IpOTSHKEeHUU BCEro Kypca ero
npuMeHeHusi. BcnenctBue O0dbIIOr0 pa3Mepa AaHHOTO paszjiefia JIMCTKa-BKIAJbIINIA Y
MalreHToB (MpU UX TECTUPOBAHWM) BO3HUKAIU HaMOOJbIINE 3aTpyaHeHus. [{ns yaoocTBa
HAXOXKJIEHUSI HY)KHON WH(OpMAIUU MMOJIE3HO BKIIOYEHUE JOTOTHUTEIBHBIX MO3ar0JI0BKOB (
HarpuMep, UHpopMaluu 00 OMNpeeNeHHON KaTeropuum mnorpedurteneil) ¢ coOoaeHuEM
MOCIIEA0BATEIbHOCTH YKa3aHHUsl UH(POpPMALMK B COOTBETCTBUU C €€ BaXKHOCTBIO.

IIpoTuBOmOKa3aHUA
He <npuHumaiire> <upumeHsiTe> npenapar X<:>



Heo6xoauMo ykaszaTh Bce MPOTUBOIOKA3aHUs, MEpEeUUCIeHHBIE B pa3aene 4.3 oOmein
XapaKTePUCTUKU JIEKAPCTBEHHOTO MpernapaTta, B TOM K€ TMOPSAJAKE, 4TO U B 0OmIeH
XapaKTEPUCTUKHU JIEKApCTBEHHOTro mpemnapara. OcTalbHble OCOOBbIE YKa3aHUS U MEPHI
OPEJOCTOPONKHOCTH CIEAYyeT MNPUBECTH B CIEAYIOIIEM pasjeie JUCTKa-BKIaJbIIa.
Heobxoammo BKITIOYUTE BCE CYIIECTBECHHBIC TSl MPUMEHEHHMSI TIperapaTa IpOTHBOIMIOKa3aHUS.
HenonyctuMo  ykas3plBaThb TOJIBKO OCHOBHBIE MJIM 4YacThie BCTpEYAIONIHECS
MpoTUBOMNOKa3aHus. He cienyer uCKI0UaTh MPOTUBONOKA3aHUE UCXO/I U3 TIPEIOJIOKEHUS,
YTO MAIUEHT HE MOMMET 3TO MPOTHBOIIOKA3aHUE.

<eciu y Bac amneprus Ha {eHCTByroIHe BENIECTBA,} HJIH JIFOObIC APYTHE KOMIIOHEHTHI
npenapara, (nepe4ucJeHHbIE B pa3jesie 6 JUCTKA-BKIa/bIIIA).>

B sToM npenynpexaeHun TakKe YKa3bIBalOT OCTATOYHBIC IPUMECH, €CITU ATO MPUMEHUMO

CoOTBETCTBYIOIIME MEPBI IPETOCTOPOKHOCTH, OCOOBIE YKA3AHHUS.
OcoOble yKazaHHsl U MEpbI IPEJOCTOPOKHOCTH
<Ilepen <npuemom> <IpHMEHEHHeM> rpernapara X NpOKOHCYJIbTHPYHTECh C JIedallluM
BpayoM <uin> <,> <paOOTHHKOM alTeKH> <,> <HJIH> <MEJULHHCKOH CecTpoi>>

B ciydae MIMHHOTO NEpedHs] MPENOCTEPEKEHUN PEKOMEHIYETCsl UCIIOJIb30BaHUE
€MHOTO0 OKOHYaHMsS (HAmpuMep, PEKOMEHAAUUMU O HEOOXOJUMOCTH KOHCYJIbTAlUH C
JIeYaIuM BpauoM WM paOOTHUKOM anTeKH JIMOO yKa3aHHe Mep IMPEAOCTOPOKHOCTH), UTOOBI
IIOBTOPSITH €0 HECKOJIBKO pas.

B nmanHOM paszgene HEOOXOOUMMO H3JO0XKUTh BCE OCOOBIE YKa3aHUS U MeEpbI
IPEIOCTOPOKHOCTH IpPU NPUMEHEHUHU Mpernapara, BKIIOYEHHble B paszzaen 4.4 oOuwein
XapaKTEpUCTUKHU JIEKapCTBEHHOro Ipemapara (Kak M B OOIIEHd XapaKTepUCTUKU
JIEKapCTBEHHOTO Ipenapara, MOPAIOK H3JIOKEHUS MHGOPMALMMU JIOJKEH OMNPEeesIThCs
BAXHOCTBbIO MH(OpManuu o 0€30IaCHOCTH); KPOME TOro, B pasjelie JMCTKa-BKiIajabima "
Oco0pIe yKa3aHHUS U MEPHI MPEIOCTOPOKHOCTH" HEOOXOIUMO YETKO yKa3aTh, YTO JIOJKEH
MPEANPUHSTH NAMEHT (MOTPEOUTENb) ISl TOr0, YTOOBI MUHUMHU3UPOBATH MOTEHIUATBHBIN
PHCK.

[Togpo6nyto nHpopManuo 00 OCOOBIX YKa3aHHUSAX M MeEpax IMPeJoCTOPOKHOCTH,
0OyCIJIOBJIEHHBIX HEXKENATENbHBIMHU PEAKIUSAMHU, KOTOPbIE MOT'YT BO3HUKATh MPU NMPUMEHEHUH
npenapara HalueHTOM, CIelyeT NMPUBECTH B paszzese 4 JIUCTKa-BKIJIAJbIMA (Hampumep,
CUMIITOMBI) C COOTBETCTBYIOILIEH MEPEKPECTHOM CCHUIKOM B paszesnie 2 TMCTKa-BKIaAblIa.

OcoOble yka3zaHMs, Kacarolluecs B3aUMOJEHCTBUN mpenaparta, (epTHILHOCTH,
OepeMEHHOCTH W TPYJIHOrO0 BCKapMIIMBAHUS, CHOCOOHOCTH YIPaBISATh TPAHCHOPTHBIMU
cpelcTBaMH U paboTaTh C MEXaHHW3MaMH, a TaK)K€ BCIIOMOTaTeNbHBIX BEIIECTB, CIEAYEeT
JaBaTh B COOTBETCTBYIOLIMX MOCIEAYIOIIUX pa3/esax JUCTKa-BKIAbIIA, €CIH TOJIBKO OHU
HE MPEJICTABISAIOT 0CO0YI0 BaXXHOCTh C TOUKH 3peHUsI 6€30MacHOCTH (IIPOTHUBOMOKA3aHKE), B
ATOM CIIy4yae UX CJIEIyeT OTPa3uTh BhIIIE, B pa3jieie JUCTKa-BKkiaapima "He <npunumaiire>
<npumeHsnTe> npenapat X".



Jlis nHpOpMalu O TOMOJIHUTEIBHBIX J1a00PaTOPHO-UHCTPYMEHTAIBHBIX UCCIIETOBAHUIX
, KOTOpble HEOOXOAMMO MPOBOJUTH B XOJI€ TEpaluu, AOMYCKAETCA MNPEAYyCMOTPETh
JOTIOTHUTENIBHBIN 110/13ar0JI0BOK.

Hetun <u moapoctxu>

Ecnu mpenapat nmokasaH JeTsM, MO TaHHBIM [TOA3ar0JIOBKOM CJIEIYET U3JI0KUTh 0COObIe
yKa3aHus M Mepbl NPEJOCTOPONKHOCTH, CHEUU(PUUHBIE JJIs JAHHOM NOMYJISIUU U
o0o3HaueHHbIe B paszzene 4.4 oOumeld xapaKTepUCTUKHU JIEKapCTBEHHOro mpenaparta. [lpu
HEOOXOJIMMOCTH, CIEIYEeT MPEeAYNpeanTh poAauTenel (yXaKMBarOIIMUX JIMI) O BO3MOXKHBIX
0COOBIX yKa3aHUAX A JeTed (MOJAPOCTKOB), BKIIOYEHHBIX B pa3Jiell JIMCTKAa-BKJIaAbIlIa
YnpapneHue TpaHCIOPTHBIMU CPEACTBAMH U paboTa ¢ MEXaHU3MaMu'".

n

Ecau nmpenapaT He mokazaH HEKOTOPBIM WJIM BCEM MOATPYyNIaM JIeTei, HeoOX0AMMO
MIPUBECTH CBEJICHUS, COJIeprKaluecs B pazzeine 4.2 00111eil XapakTepUCTUKHU JIEKAPCTBEHHOTO
npernapara, Halpumep:

<He pgaBauTe mpenapar AETAM B BO3pacTe OT X A0 y <JET> <MECSLEB> BCIEACTBUE <
pucka [...]> <aeadHeKTUBHOCTI> <TOT0, YTO MOTEHIMATbHAS M0JIb3a HE MPEBBIIIAET PUCKHA>
, <BEpPOATHOM HEOE30MaCHOCTH>.

B3aumopencTBUs ¢ APYTrUMU JIEKAPCTBEHHBIMU IIpEeNIapaTaMHu.
Hpyrue npenaparsl u npenapat X
<CoobmuTte neqanieMy <Bpady> <Hjin> <paOOTHHKY alTeKH™> O TOM, 4TO BpI <
IIpHHHUMAaeTe> <I[IPHMEHIETC>, HEAABHO <IIPHHHMA/IH> <[IPHMCHAIH> HJIH MOXXETE Ha4aTh <
MPUHUMATh> <[IPUMEHATH™> KaKHE-TH0O0 JAPYTHE PEnapaThl.>

B cooTtBerctBUM C pazzgenom 4.5 o01iel xapaKTepUCTUKH JIEKAPCTBEHHOTO Ipernapara
HEOOXOJMMO OMMCaTh BIUSHHE JIPYyTHX MpenapaToB Ha paccMaTpPUBAEMBIM Ipenapar u
paccMaTpuBaeMoOro Mmpernapara Ha Jpyrue mpenapathl. Jlpyrue mpenapatbl HEOOXOIUMO
yKa3bIBaTh Kak (apmakoreparneBTuueckyto rpymnmny win MHH (HeoOxoaumo yka3biBaTh
cHayaja obmeyrnorpeouTenpabie TepMuHbl 1 MHH B ckoOKkax, eciii TOIbKO B3aMMOJICHCTBHC
HE MPOUCXOAUT C OJHUM JIEHCTBYIOIIMM BELIECTBOM M3 BCETO Kjacca, HAaIpuMep,
MpaBacTaTUH (Mpenapar, TPUMEHSIEMbINA JJIsl CHHXKEHUS COJIEpXKaHMs XoJiecTepuHa)'"), mo

"

BO3MOKHOCTH.

B HekoTOpbIX ciiyyasx, €ciau 3TO OyJeT MOJE3HO MalMEeHTy, MOKHO KPAaTKO OMHCaTh
HOCNIEJCTBUSA B3auUMoOJEWCTBUs mpenaparta. Hampumep, mis o003Hau€HUs NpenaparTos,
KOTODPBIE HENB3SI IPUMEHATH C JAHHBIM IpenaparoM: "He npuHuMaiite npenapaTr X BMECTE €
Y (mpenapaToM, NpUMEHSIEMOM NP Z), IOCKOJIBKY 3TO MOKET IPUBECTH K <CHUKEHUIO €T0
s Pexra> <HexenaTeabHOU peakiuu>".

JUist mpenapaToB, KOMOMHALUM C KOTOPBIMHU clienyeT u30eraTh, M IMpEnaparos,
KOMOMHAIUK C KOTOPBIMM TpEOYIOT OIpPEAECICHHOW MIPEeAOCTOPOKHOCTH (HAmpuMep,
KOPPEKLIMHU A03bl, B JTHUX CIydYasX CIEIyeT NaThb NEPEKPECTHYIO CCBUIKY Ha paszen 3
JaucTKa-Bkiaasima). Hampumep, ecin umeercss BEpOATHOCTb, YTO B peE3yJbTare
B3aUMOJICMCTBUSL TOPMOHAJIBHBIM NEPOPAIBHBIA KOHTPALENTUB NOTEPSET CBOIO



3¢ (EeKTUBHOCTbD, MALIUEHTY CleAyeT PeKOMEHI0BATh UCIIOJIb30BaTh JPYTrOM JOMOJIHUTEIbHbIHN
METO/1 KOHTpauenuuu (Hanpumep, 6apbepHble KOHTPALIETITUBHI).

CBeneHuil 0 B3aMMOJEHUCTBUU TIpernapara ¢ pacTUTEIbHBIMU WM aJbTEPHATUBHBIMU
BUJIaMHM TEpanuM yKa3bIBalOT MPU WX HAIU4YUMU B paznene 4.5 oOuiedl XapaKTEepUCTUKHU
JIEKapCTBEHHOTO IIperapara.

BzaumopeiicTtBue ¢ nmuieil 1 HalMUTKaMH.
[Ipenapar X ¢ <pumern> <> <u> <HanuTKamu> <,> <p> <aJKOrojem>

[Ipu HanmMuuu COOTBETCTBYIONIMX yKa3aHUU B pazaerne 4.5 o0lieil xapakTepucTHKU
JEKapCTBEHHOr0 Tpenapara HEO00XOJAMMO NPUBECTH CBEAEHHS O JpPYyrUX BHIAX
B3auMojeiicTBusa. Hampumep, manueHThl HE JOJDKHBI YHNOTPEOJSATh MOJIOKO BMECTE C
TeTpAalMKIUHAMU, AJIKOTOJb MpH JedeHuu OeH3zoauazenuHamMu. B sToMm paznene He
IIPUBOJATCS PEKOMEHJALNM O IPUEME Ipenapara 10, BO BpeMs WM MOCIIE €/bl, TIOCKOJIBKY
X HEOOXOIUMO BKJIIOUWTH B paszzen 3 JUCTKA-BKJIAbIIA, HO TPUBOAMUTCS MEpEeKpecTHas
CCBUIKA Ha YKa3aHHBIN pa3Jes JIMCTKA-BKIabIIIA.

[IpumeHeHre OepeMEHHBIMU U KOPMSIIMMU TPYAbIO KCHIIMHAMH, CBEICHUS O
(hepTUIBLHOCTH.
bepeMeHHOCTh <H> <,>TpyAHOE BCKapMJIMBaHUE <H (hepTHILHOCTH>
Ecnu cBenenust 0 MpMMEHEHHUH TIpenapara CyIIeCTBEHHO pa3jinyaroTcs, nH(opmanus o
OepeMEHHOCTH, KOPMJICHUHU TPYyAbi0 U (EpPTHIBHOCTH MPEICTABIAETCS MOJ OTAEIbHBIMU
0/A3ar0JIOBKaMH.
Heo0x0oauMo BKIIOYUTH B JIMCTOK-BKIIA I PE3IOMUPYIOIINE CBEACHMS, IPUBEICHHbBIE B
paznene 4.6 o01ei XxapaKTepUCTHKH JIEKaPCTBEHHOTO MpernapaTa, a TakKe CIeayolee:
<Eciu Bbl 6epeMeHHbI HIH KOPMHUTE TPYAbIO, MPEANoaaracte, 4ro 3ab0epeMeHeIH, Ul
1aHupyere 6epeMeHHOCTh, Mepe] Ha4aaoM NMPUMEHEHHS IIPenapara IpoKOHCYIbTHPYHTECh
¢ <J1e4alquM BpadoM> <HJIH> <paOOTHHUKOM alTEKH.>
Ecnu npenapart npoTuBomnokasaH npu 0epeMEeHHOCTH U (WJIH) TPYAHOM BCKapMJIMBAHUH,
BO BceX paszjenax JucTka-Bkianpima ("depTusibHOCTh, OEPEMEHHOCTh M JIaKTalus'")
npeacTaBigeTcs oauHakoBas uHpopmanus ("He npunumaiite (nmpumensiite) npenapar X"), a
TaK)Ke BKJII0YaeTCsl MHGOpMAIIHs O TEPATOreHHOCTH MPU HATHYHUH.

BiusiHue Ha criocoOHOCTH yNpaBisATh TPAHCHOPTHBIMU CPEICTBAMU HIJIM paboOTaTh C
MEXaHU3MaMH.

VYrpaBieHue TpaHCIIOPTHBIMU CPEACTBAMH U pad0Ta ¢ MEXaHU3MAMHU

[Ipu wanuuuum B pasnpene 4.7 oOuiedl XxapaKTepUCTHKU JIEKAPCTBEHHOTO Mpemnapara
NpeAyNpeIUTENIbHBIX PEKOMEHIAlM MX HEOO0XOIMMO yKa3aTh Ha IMOHATHOM MAIlUEHTY
Pa3rOBOPHOM S3BIKE.

Jlep>KaTenu perucTpalluOHHBIX YIOCTOBEPEHHM TOKHBI YUYUTHIBATh, YTO JIEKAPCTBEHHBIC
npemnaparbl, NpPUHUMaeMble JeTbMHU, MOTYT TpeOOoBaTh YKa3aHUS CIEHHaTbHbIX



pexomennauuii. Hanmpumep, B yacTu 6€30MacHOCTH JOPOKHOTO JBHKEHUsSI (HECMOTpS Ha TO,
YTO JAETSM B NPUHLHUIIE HE pPa3pelieHO YIpaBliATh aBTOMOOWIIEM, CIEAYeT yKa3aThb B
JIMCTKE-BKJIAJIBIIIE MOTYT JIM JIETH KAaTaThCsl HA BEJIOCUIIEE, CAMOKATE U T. I1.).

PexomeHnmanuu AOMKHBI BKIIOUATh OOBSICHEHUS MPUYUH HEXKEIATENbHOCTH YIIPABICHUS
TPAHCTIOPTHBIMH CPEACTBAMH UM pabOThI C MEXaHM3MaMU MallMeHTaM, a TaK)Ke yYKa3aHue Ha
HEOOXOAMMOCTh KOHCYJIbTALMHU C JIEYAIIUM BPauoM, €CJIM MallUEHThI 3aX0TAT BBIITOJIHATD 3TH
NEUCTBHSL.

OcoOble yKa3aHus, KacarolUecs: BCIOMOTaTeIbHbIX BEIIECTB.

<IIpenapat X coaepkuT {HAUMEHOBaHHUE BCIIOMOTaTeAbHbIX(0r0) BELeCcTB(a)}>

Ecnu nmpumeHumo, B 1aHHOM pa3jiesie He0OXOAMMO MPUBECTH 0COObIe yKa3aHUs O TeX
BCIIOMOTATENbHBIX BEIIECTBAX, CBEIECHHUS O KOTOPBIX HEOOXOAMMBI AJisi 0€30MacHOTO U
3¢ (HEeKTUBHOrO MPUMEHEHHUS U KOTOpbIe BKIIOUYEHBI B mpuioxkeHue Ne 1 k TpeGoBaHUAM K
MHCTPYKIMM O MEAMIMHCKOMY IPHUMEHEHUIO JIEKapCTBEHHOTO Ipemnapara M o0Imiei
XapaKTEPUCTUKE JIEKAPCTBEHHOr0 Ipenapara s MEIULIHUHCKOTO MPUMEHEHHUs, U B pa3feln
4.4 oOwmel XxapakTEpUCTUKHM JIEKApCTBEHHOTO Impenapara. JlaHHBII paszjgen cieayer
UCKJIIOYUTh, €CJIM TMpenapar He COAEPKUT BCIIOMOTaTEIbHBIX BELIECTB C H3BECTHBIM
neicteueM. Ecinu npuBOASTCS CCBUIKM HA IPYTOM pa3fen JMCTKa-BKJIaJplma (Hampumep, B
CBSI3M C HAJMYHMEM B COCTaBE ajJKoross), Tpedyercss oOpaTHas CChUIKA M3 ATUX Pa3JiesioB
JIMCTKAa-BKJIA/IBIIIA HA OCOOBIE YKa3aHUsI O BCIIOMOTaTENbHBIX BEIIECTBAX U BbI3bIBAEMBIX MU
AEUCTBUAX (HAlpUMEp, BIUSHUE HA CIOCOOHOCTh YNPAaBIATH TPAHCIOPTHBIM CPEACTBOM,
OepeMEHHOCTh U TPYJHOE BCKApMIIMBAHKE, ACHCTBUE HA JAETEN).

3. <IIpmem> <IIpnmeHeHME™> npenapaTta X

B npocThix ciiydasx caeayromue 3 3J1eMEeHTa MOKHO 0ObEIMHUTD B OAMH a03all.
1. do3za (pa3znen 4.2 o0rieit xapakTepUCTHUKU JIEKapCTBEHHOTO IIpernapara).
JIns1 ieKapCTBEHHBIX MPENapaToB, OTIIYCKAEMBbIX MO PELENTy, JOJKHbI ObITh CAEIaHbI
CIEAYIOIINE YKA3aHUS:
<Bcerna <upuHumante> <IPHUMEHAHTE™> INpenapar B IOJHOM COOTBETCTBHH C
PEKOMEHIallHAMHM JIeYallero Bpadya <wjiu paOOTHHKA anTekwu™. IIpu MOSABJIEHHH COMHEHHH
MIOCOBETYHTECH C <JIeHalllUM BpadyoM™> <HJIH> <paOOTHHKOM allTCKH>.
<PekoMmeHayemas n03a: ...>
JIyist nekapCTBEHHBIX MPEnapaToB, OTIMYCKAEMbIX 0€3 perenTa, H0KHBI ObITh CIeTaHbl
yKa3aHus:
<Bcerpa <npuHumanTe> <IpUMEHIHTE> JAHHBIH IPENapar B IIOJHOM COOTBETCTBHHU C
JaHHBIM JIHCTKOM HJIH C PEKOMEHJIAalUAMH JIeyallero Bpada <paOOTHHKAa anTekun> <
MEIHLUHCKOH CeCTpbl>. IIpu MOSABIEHHH COMHEHHH MTOCOBETYHTECH C <JICHAIIUM BPad4oM> <,
> <pnn> <,> <paOOTHUKOM alTEeKH> <HJIH MEIUIHHCKOH cecTpoi>.
<PekoMmeHayemas no3a: ...>



Heo0xomuMo yka3zaTh CBEICHHS O MaKCUMaJIbHOW OJHOKPATHOM, CyTOYHOU U (WJIN)
oOmeit (KypcoBoil) no3e npu Hamuuuu. Eciym pexkuM A03WpPOBAHUS TPU PA3TUUYHBIX
MOKAa3aHUAX WJIM Yy Pa3JIMYHBIX MOMYJSLUNA (HAaOpUMEp, Y MOXHWIBIX, MalUEHTOB C
HapylieHueM (QYHKIUU NEYEHH, MOYEK) OTJIMYAETCs, CJIEeAYyeT ClieNaTh JOMOJIHUTENIbHbIE
no3aroyioBku. Heo0xommumo yka3aTh peKOMEHIYeMYI0 103y U MPH HEOOXOAMMOCTH BpeMmsl, B
KOTOPOE MperapaT MOKHO WIH CIEAYET IPUMEHSTb.

<[IpumeHeHHe y AeTeH <H MOAPOCTKOB™>

Ecnu npenapaT noka3aH pas3IMYHbIM BO3PACTHBIM IPYIIAM C Pa3IMYaOIIUMHUCS 103aMH,
cnoco0aMH €ro MPUMEHEHHMs, YaCTOTOM BBEACHUS WIM MPOJOHKUTENIbHOCTBHIO TEparuu,
HEOOXO0MMO JaTh MHCTPYKIIMH 110 IPUMEHEHUIO MpernapaTa Jjs Kaxa0i BO3paCTHOM IpyIIIIbI

[Ipu Hanuuum OoJiee MOAXOASAIIEH NIl MPUMEHEHHUS JO3UPOBKHU U (WJIN) JICKAPCTBEHHOM
(GbopMBI 711 HEKOTOPBIX WIJIM BCEX MOATPYII JAETel (HarmpuMep, pacTBOp ISl IpUeMa BHYTPh
IUISL IeTel ), Ha 3TO CIIEAyeT yKa3aTh, HAPUMeEp:

<Jlpyras(ue) ¢opma(sl) mpemapata MOXKET Jydllle MNOAXOIUTH JETSM,
MPOKOHCYJIBTUPYUTECH C JIEUALIUM BPAauOM WJIU paOOTHUKOM anTeKu™>.

2. Ilytb u (unn) crioco® BBeaeHUs (pazaen 4.2 obiei XxapakTepUCTUKU JIEKapCTBEHHOTO
npermnapara).

[Ipy HEOOXOIUMOCTH YKa3bIBAETCS MyTh BBEACHUS U MPUBOJATCS MOHSITHBIE NAIUCHTY
O0OBSCHEHHUS.

Crioco6 BBeneHMs (PEKOMEHAALMH TT0 TPAaBUILHOMY MPUMEHEHUIO MpernapaTa (Halpumep
, "He nmpornateiBath", "He xeBatp", "BeTpsixnyTs nepen npumenenuem")). Crneayer ykasaTh
MPUYHMHY TOJA00HON pekoMeH1auuu (Harpumep, "He paznampiBaTh U HE KPOIIUTH TaONIETKY(H
). B IpOTUBHOM Cilyyae BO3HUKAET yrpo3a IepeJo3UPOBKH, IOCKOJBKY ITpenapar MOCTYIH!T B
OpraHu3M O4eHb ObICTPO").

Heobxonumo mpuBecTu onucanue (BO3MOXKHO, C MIUTIOCTPALMEH) crioco0a BCKPBITUS
MEPBUYHBIX YIIAKOBOK, 3aIlUIIEHHBIX OT JeTeH, WU JAPYruxX IEPBUYHBIX YIIAKOBOK,
OTKPBIBAIOIIMXCSA HEOOBIYHBIM CIIOCOOOM, €CIIH IPUMEHUMO.

Heo6xoquMo nmpuBecTd peKOMEH Il OTHOCUTEIBHO IpUEMa Mpemnapara ¢ €101, BO
BpeMsd U (WIM) 10 MpUeMa MUY WIH YETKO yKa3aTh, YTO MHILA HE OKa3bIBAECT BIMSIHUE HA
npernapar u Jp., €CJId 3Ha4UMO.

<Jlunus pazioma (pucka) npeJHa3Had4eHa HCKIIOYUTEIbHO /I pa31aMbIBAHUS TA0JIETKH
C LIeJIpF0 00J1eryeHus NporjaaThlBaHHA, a HE /U pa3/ieJIeHHd Ha PaBHBIE JTO3bL.>.

<JIuHus paznoma (pucka) He IpeIHA3HAYEHA /U1 pa3/ieJIeHUus TaOJIeTKH.>.

<TabieTKy MOXHO pa3/eJIuTh Ha paBHbIC JO3bL.>

3. IlpogomxuTenbHOCTh Tepanuu (pasnen 4.2 oOuiel XapakTepuCTUKH JIE€KapCTBEHHOTO
npemnapara).

Ecan nmpumenrnMo, 0COOEHHO B OTHOIIEHUU TMPENAPATOB, OTIYCKAEMBIX 0€3 pelenrTa,
HE00XOAMMO MTPUBECTU YETKUE PEKOMEHAALINH O:



CTaHJAPTHOM JIUTEIBHOCTU IPUMEHEHNS,
MaKCUMaJIbHOW JUTUTENBHOCTH IPUMEHEHHS;
HEOOXOIMMBIX MHTEPBAJIAX MEXKY KypCAMHU JICUEHUS;
Cilyyasix, TpeOYIOIHUX OrpaHUYCHUS ATUTEILHOCTH IPUMEHEHUS.
Ecnu s nmekapCTBEHHBIX NpenapaToB TpeOyeTcsl BKIOYEHHE B JAAHHBIM pasjeln
JIMCTKA-BKJIA/IBIIIA JOTIOJHUTEIBHBIX CBEEHUM, UCIIOJIB3YIOTCS CIECIYOLINE 3ar0JOBKH:
<Ecau Bbl <apuHAIH> <OpUMEHHIH> npenaparta X 00JibIIe, YeM CI€]0BaI0>
Heobxonumo onucarh KIMHUYECKHE CUMITOMBI, €CJIM IMPOU30LLUIA NepeA03UpOBKa, U
Croco0 KyNMUpPOBAHUS MEPEO3UPOBKM B COOTBETCTBUM C OOIIEH XapaKTepHCTUKOM
JIEKapCTBEHHOTO IIpernapara.
<Ecsau BbI 3a06b1TH <OPUHATH> <IIPUMEHHUTH> X>
Heo0xoaumo naTh 4eTKUE yKa3aHUsl MALMEHTaM, YTO CIEAYET JeNaTh IPU HEPETYISIPHOM
IPUMEHEHUH TIperapara, HaupuMep, yKa3aTb MaKCUMAJIBHBIN HHTEPBAJI, B TEUEHHUE KOTOPOIO
MOKHO MPUHATH 3a0BITYIO 103y (B COOTBETCTBHUH C pa3AesioM 4.2 oOuied xapakTepUCTUKH
JIEKapCTBEHHOT'O IIpenapara).
<He npuHUMalNTe JBOHHYIO /103y, YTOOBI KOMIIEHCHPOBATh NPOMYIICHHYIO <Ta0IEeTKy> <
A03y> <...”>.
<Ecuu Brl npekpatuin <mpuem™> <[IpHMEHEHHE> npernapara X>
OnummuTe CUMOTOMBI CHHApPOMA "OTMEHBI" U CITOCO0 UX MUHUMU3AINN B COOTBETCTBHH C
paznenom 4.2 u (unn) pasaenoM 4.4 o01ell XxapakTepUCTUKH JIEKAPCTBEHHOT'O Ipernapara.
Ecnu npumeHnMo, ciaeayer onucarb BO3MOKHBIE ITOCIEACTBUS TOCPOYHOIO NMPEKPAICHUS
Kypca JIeYeHUs U HEOOXOAUMOCTh IPENBAPUTEIbHON KOHCYJIBTALMU C JIeYalllUM BpadoM,
pPaOOTHUKOM arTeKH WK METULUHCKON CECTPOU.
JlaHHBIHN pa3nien 3aBepluaeTcs CaeAyOIUM HHPOPMAIIMOHHBIM (pparMeHToM:
<[lpu Hanu4YUU BONPOCOB 110 IPUMEHEHHIO IPEnapara, o0paTuTeCh K <JiedalleMy Bpady>
<,> <um> <pabOTHHKY alTeKH> <,> <HJIH> <MEHUIIHHCKOIH cecTpe>.>

4. Bo3MOXXHBIE HeXelaTeIbHbIE PeaKIun

Onucanue HexenaTeIbHbIX PEaKIUi.
JlaHHBII pa3zien JIMCTKa-BKIaAbIIA CIeyeT Ha4aTh CIeAYIOIUM a03aleMm:
<Ilonob6HO BceM JEKapCTBEHHBIM MpenaparaMmM MpernapaTr MOXKET BbI3bIBATh

HEXEJIaTeJIbHbIE PEAKIIHH, OJHAKO OHH BO3HUKAIOT HE y BCEX.>

JlaHHBIN pa3zien JTUCTKA-BKIIAbIINA, KaK MPAaBUIIO, CAEAYET pa3AeiuTh Ha 2 4acTH, TaK KaK
HE0OXOAMMO TIPEICTaBUTh JOCTATOYHO MOHSATHOE MAlUEHTY OMUCAHUE SIBHBIX KIMHUYECKHUX
MPU3HAKOB U CUMIITOMOB, MO3BOJISIIONIEE €My paclo3HaTh BCe 0003HAUCHHBIC B pazjene 4.8
oOmell XxapaKTepUCTUKHU JIEKapCTBEHHOTO Mpemnapara HeXelnaTelbHbIe PeaKIuu, KOTOPhIC
MOTYT BOSHUKHYTb.

Braugane HeoOX0auMO BEIIETUTh HaNOOJIee CEPhE3HbIE HEeXKETATSIbHBIC PEAKIINHN U JaTh
NalMeHTaM YeTKHEe MHCTPYKIIMU OTHOCUTENIbHO MPUHUMAEMBIX Mep (HarpuMmep, MpeKpaTUTh



MpUEM Tpernapara u (W) HEMEIJICHHO 00paTUThCA 32 MEIUIIMHCKON MOMOIIBIO, TIPH 3TOM
1esecoo0pa3Ho UCIOJIb30BaTh CJIOBO "'cpa3y" wiu "HeMeaJieHHO").

3aTeM B JINCTKE-BKJIAJIbIIIE MPUBOJUTCS MEPEUECHb BCEX OCTAJbHBIX HEXEIATEIbHBIX
peakiui ¢ yKa3aHMEeM 4YacTOThl MX BO3HUKHOBEHHUS, HauMHas ¢ HauOosee yacThix (0e3
MOBTOPEHUS HauboJIee CEPhE3HBIX).

B pamkax kaxaoro 3 3TUX pa3JeioB HEKEIATEIbHbIE PEAKIUU CIEAYET CrPYIIUPOBATh
0 MX YacTtore. PekoMeHyeTcs clieayronias rpafgaus 4acTOThI:

OUYEHb YaCTO — MOTYT BO3HUKATh OoJiee yeM y 1 dyenoBeka u3 10;

4acTo — MOTYT BO3HUKATh He OoJiee ueMm y | uenoseka u3 10;

HEYacToO — MOT'YT BO3HHUKaTh He Oosiee ueM y 1 uenoreka u3 100;

peIKO — MOTYT BO3HUKATh He Oojiee yeM y 1 uenoBeka u3 1 000;

OYEHb PEJIKO — MOTYT BO3HUKATh He Oosiee ueM y 1 uenoseka uz 10 000;

4acTOTa HEU3BECTHA — HA OCHOBAHUHU MMEIOLIUXCS JAHHBIX OLIEHUTh HEBO3MOXKHO.

JlaHHYI0 rpajaluio 4acTOThl HEXKENIATEeIbHbIX PEaKLUUd HE CIIeyeT yKa3blBaTh Mepe]
NEPEUYHEM HEXKENATENIbHbIX pEakKIMid, IMOCKOJbKY OHAa, KaK I0Ka3aJl0 TECTUPOBAHUE
NoTpeOuTENe, MOXKET BBOAUTH MALIUEHTOB B 301y XK ACHHE.

B nro6oMm cnydae npu ykazaHUU BEPOSTHOCTH BO3HUKHOBEHUS HEXKETATEIbHBIX PEaKIui
HE00XOAMMO MO BO3MOKHOCTU J]aTh OMUCAHUE W MPUBECTU YUCIIOBBIE JIAHHBIE. YUHUTHIBAS,
YTO TECTHPOBAHHE MAIMEHTOB MMOKA3aj0, YTO TaKWe MPEIJIOKECHUS, KaK "BO3HHKaeT Ooiiee
yeM y 1 u3 100, HO meHee uem y 1 u3 10" HE coBceM MOHATHBI MALIMEHTaM, UCIIOJIb30BATh UX
He crnenyer. He ciemyer Takke yka3blBaTh Ha3BaHUSI CHCTEMHO-OPraHHbIX KjaaccoB. OHAKO
€CJIM YacTOTa HeXeJaTeJIbHBIX peakIuii Heu3BeCTHa (Hampumep, s JEKapCTBEHHBIX
[penaparoB, JAJIUTEIbLHO OOpaIIatoNIMXCsl HA PBIHKE M MO3TOMY HE UMEIOIIUX PE3yJbTaTOB
y4eTa 4acTOThl BOBHMKHOBEHUSI HEXKENATEIbHbBIX PEAKIIMN B pAMKaX COBPEMEHHOW CUCTEMBI
(apmakoHaa30pa) B KAUE€CTBE 3aroJIOBKOB JIOMYCKAETCA MCIOJIb30BAaTh MOHITHBIE TAIIUEHTY
cJ10Ba, 0003HAYAIOIIUE OPraHbl YEJIOBEKA, HAPUMEDP, KOXKa, KETYIOK U KUILIEYHUK U JIp.

</lorioIHUTEIbHBIE HEXEAATEIbHBIC PEAKIIUH Y JIeTeH <H MOJPOCTKOB>

Ecnu npuMeHnnmo (B COOTBETCTBHUH CO CBEAEHUAMHU, COJIEpKAIUMHU B pazjene 4.8 oomieit
XapaKTepUCTUKU JIEKAPCTBEHHOTO TMpenapara), B JaHHOM paszlielfie JIMCTKa-BKJIaJbIIa
HE00X0AMMO 0003HAUYHTh BCE KIIMHUYECKU 3HAUMMbIE PA3JIMUMsl B HEKEIATEIbHBIX PEAKIUAX
B JIFOOBIX TOJTPYIINAX JAETEH M0 CPaBHEHUIO C APYTUMH MOATPYIIAMU TN B3POCIBIMHU.

JIns Bcex JIEKapCTBEHHBIX IMpenapaToB B KOHIE pasjaena 4 JUCTKa-BKIIAJAbIIIA
HE0OXOMMO yKa3aTh CIEIYIOIIHI M03ar0JIOBOK U TEKCTOBBIN ()parMeHrT.

CooO1ieHue o HexenaTeNIbHbIX PEeaKIHIX

<Ecnu y Bac BO3HHKAIOT KaKHE-THOO0 HeKeaaTeIbHbIe PEaKIIHH, IPOKOHCYIbTHPYHTECH C
<Bpauom> <,> <uan> <pabOOTHHKOM anTeKku> <,> <HJIH MEAHIHHCKOH cecTpoi>. /laHHAag
PEKOMEHAAIHA paclpOCTpaHsIeTcs Ha JIF0ObIe BO3MOXXHbBIE HEKEJIATCIbHbBIC PeaKIHH, B TOM
yHpcje Ha He INEepeqyHCICHHbIe B JIHCTKE-BKJIAAbIIIE. BBl Takxe MOeTe COOOHIHTh O
HE)XEJIaTeJIbHbIX PEAKLHAX HANPIMYIO 4E€pe3 CHCTEMY COOOLICHHH TrocylapCTB — YJIEHOB



EBpa3zurickoro 3kOHOMH4ECKOTro coro3a {yka3aTh MOpAAoK JdocTyna k cucreme)}. Coobujas o
HE)XeJaTeJIbHbIX peaklHAX, Bbl momoraere nmosay4uTs 0OJIbIlEe CBEAEHHH O 0e30MacHOCTH
npenapara.>

Bxiroyats B e4aTHbIE MaTEPHAIIbI CCHUIKY Ha CUCTEMY COOOIIEHUHN TOCYAapCTB — YWICHOB
EBpa3uiickoro 3xoHOMHUYECKOr0 coro3a (fanee — rocyaapctBa-uieHsl, Coro3) He Tpedyercs.
[IpuBeneHHBIM BbIMIE (QParMEeHT CCBUIKHM, 3aKJIIOUYCHHBIA B (QUTypHBIE CKOOKH {},
MCIIOJIB3YETCs JIMIIb B OMYOIMKOBAaHHON 0JJOOPEHHOI BEPCUM HH(POPMALIUU O JIEKAPCTBEHHOM
npenapare.

[IpencraBiieHHbIE HUXKE MPUMEPHl peanu3alid TAKOW CCBUIKM HE SBISIOTCA
VCUYEPNBIBAOIINMY, JU3allH U PaCIOJIO0KEHUE CBEACHUM B JIMCTKE-BKJIAJBIIIE JIOJKHBI
OTpa)kaTh MOJPOOHBIE CBeNECHMs. B 3aBUCMMOCTH OT mpaBUJI IPaMMaTUKH UCIOJIb3yEMOTO
A3bIKA MOKET MOTPEOOBATHCS JIMHIBUCTHYECKAs IIPABKA.

Ecnu nannbie o cucTtemMe cooOIIeHHH KpaTkue (Hampumep, TOJIbKO CaWT B
MH()OPMALIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTu "WHTepHeT"), MOXXHO BKIIOUHTH 3TH
JAHHBIE B TEKCT, HAIIPUMED:

<Ecnu y Bac BO3HUKAIOT Kakhe-Tu00 HexXenaTelIbHbIE PEaKUH, IPOKOHCYJIbTUPYHTECH C
<Bpauom> <,> <uJn> <paOOTHUKOM aNTeKu> <,> <WJIn> <MEIUIMHCKOHN cecTpoir>. K HuM
TaK)K€ OTHOCSTCS JIIOObIE HEXeaTellbHbIE PEakliK, HE YKa3aHHbIE B JIMCTKE-BKJIA bIiIe. Bol
TaK)K€ MOXKETE COOOILIUTH O HEXKENATENbHBIX PEAKIUAX HAMPAMYIO Yepe3 WWW.XXX.XX.XX.
Coob1iast 0 HeXelaTelbHBIX peakuusix, Bol momoraere mosyyuTh OOJIbIIe CBEIECHHUM O
0e30MacHOCTH MpemnapaTa™.

Ecnu nannubie o cucteme cooOuieHud oObEMHBIE, HANpuMep, aapec, CauT B
MH(})OPMAMOHHO-TEIEKOMMYHHUKAIMOHHON ceTn "WHTepHeT" M anbTepHAaTUBHBIE CIOCOOBI
IJI TOCTaBKU MHQOpManuu, U (WIN) JUCTOK-BKJIAAbIII INpUMEHseTcs 0ojiee 4eM B OJHOM
rocyJapcTBe-4ieHe, JOMyCKaeTCs CIEeyOIUN BapuaHT U3J10KEeHN HH(POpMalUu:

<Ecnm y Bac BO3HUKAIOT KaKHe-Tu00 HeXKeIaTeIbHbIE PEAKIUH, TPOKOHCYIBTUPYHTECH C
<Bpauom> <,> <uJn> <paOOTHUKOM aNTeKu> <,> <WJIn> <MEIMULMHCKOHN cecTpoir>. K HuM
TaK)Ke OTHOCATCS JIOOBIE HEeXelaTelbHbIEe PEaKIui, He YKa3aHHBIEC B JIMCTKe-BKIa IbIIe. Bl
TaK)Ke MOXETE COOOIIMTh O HEXEJIATeNbHBIX PeaKIHsIX Hanpsmyro (cM. Huxe). Coob1as o
HEeXeJaTeNbHBIX PEeaKUuaX, Bbl momoraere nojay4uTh OOJbIIE CBEAEHUI O 0€30IacHOCTH
npenapara.

{l'ocynapcTBO — uieH EBpa3uiickoro 5KOHOMUYECKOTO COr03a |

{YnonHoMoueHHbI opraH (YIOJIHOMOYEHHas OpraHu3allys) rocygapcrBa — 4JieHa
EBpa3zuiickoro 3kOHOMUYECKOI0 COI03a}

{Anpec: uHJEKC, TOPO/I, YA, HOMEP 37aHUs }

{Tenedon}

{®Dakc}

{OnexTpoHHas moura}

{CaiiT B H”HPOpPMalIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTH "NHTepHeT" }



5. Xpanenue npemnapara X

<XpaHHUTE JICKAPCTBEHHBIN IIpeIapaT B HEAOCTYIIHOM Ul IETEH MeCTe.>
JlaTta ucTeueHus: Cpoka roJJHOCTH (CpOKa XpaHEHHUS).
Ecnu B MapKupoOBKEe MCIONb3YETCA CIENHATBHOE COKpALIEHUE AaThl UCTEUEHUSI CPOKa
TOJTHOCTH, €T0 CIEAYET PO yOJINpOBaTh JAHHOM pa3/elie JUCTKA-BKIaIbIIIa.
<He npumensiiite npenapar Mnocjae UCTEYEHUsS CPOKAa FOJAHOCTH (CpoKa XpaHEHHs ),

yKa3aHHOTo <B> <Ha> <MapKUpPOBKE> <KapTOHHON mnauke> <duakoHe> <...> <mocye {
COKpAIlleHHUE, UCTIOJIb3yEeMOe ISl 1aThl HICTEUEHUS CPOKA TOJTHOCTH | .>

<JlaToil ucTeueHus cpoka rOJHOCTH SBJISIETCS MOCIEAHUM I€Hb TAHHOTO Mecsa.>

VY ci10BUs XpaHEHUS.

CBeneHus NOJKHBI COOTBETCTBOBATH pazjaeny 6.4 oOmeil xapaKTepUCTUKHU
JIEKapCTBEHHOTO Tpemnapara, CTaHIapTHbie POPMYITUPOBKH JIJIsl yKa3aHUS yCIOBUN XPaHEHUS
npenapaTtoB NpUBEJACHBI B MpuiiokeHMH Ne 6 Kk TpeOOBaHUSIM K HHCTPYKIHUHU IO
MEJIUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOIO TMpernapaTa MW OOIeld XapaKTepUCTUKE
JIEKapCTBEHHOTIO Mpenapara JJjisl MEIULMHCKOTO IPUMEHEHUS.

Cpok rogHOCTH (CpOK XpaHEHHs) MOCJI€ BOCCTAHOBJIEHHMS, Pa3BEICHUS WU IOCIHE
MIEPBOTr0 BCKPBITUS IEPBUYHON YIIAKOBKH (€CIIA IPUMEHUMO).

CBeneHuss NOJKHBI COOTBETCTBOBATH pazjaeny 6.3 oOmeil xapaKTepUCTUKHU
JIEKapCTBEHHOTO Tpernapara U yKa3aHusM npuiiokeHuss Ne 7 k TpeOOBaHUSM K UHCTPYKITUU
0 MEIULIMHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOI'O Mpernapara ¥ oOlleld XapaKTepUCTHKE
JIEKapCTBEHHOTI'O IIpenapara Juisi MEIUIIMHCKOTO IPUMEHEHMS.

[Ipenynpexaenuss o mpu3HaKaxX HENPUTOJHOCTH Mpenapara K NPUMEHEHUIO (B
COOTBETCTBYIOIIMUX CIydasix).
<He npumeHnsiiTe npenapar, eciu Bbl 3ameTwin {onucaHue BUIUMBIX MPU3HAKOB
HEMPUTOAHOCTHU Mpenapara sl IpUMEHEHHs | .>
<He BwiOpachiBaiiTe (HE BBUIMBAWTE) Mpenapar B KaHAIM3AIMUIO <BOJOMPOBO>.
YTounute y pabOTHHMKA anTeKH, Kak CIEQyeT YTUIM3UPOBATH (YHUUYTOXKATh) MpENaparsl,
KOTOpBIE 0OJIbIIIe HE TOTPEOYIOTCSA. DTH MEPHI MO3BOJIAT 3ALUTUTH OKPY>KAIOLIYIO0 Cpeay.>.

6. ConmepixnMoe YIaKOBKH M JOMOTHUTEIIEHBIEC CBEICHUA

[TonHoe nepeunciieHre TEUCTBYIOMNX BEIIECTB U BCIIOMOIaTEIbHBIX BEIIECTB.
[Ipenapar X conepkut
Heobxonumo yka3zaTh JNEHCTBYIOIIME BEIIECTBAa (C yKa3aHUEM HX COJEep KaHUS

KaueCTBEHHO W KOJIMYECTBEHHO) W MPOYUE KOMIOHEHTHI (C yKa3aHUEM HUX COACpPKaHUS
KaueCTBEHHO), C UCIOJIb30BAHUEM MX HAaUMEHOBaHUM, MPHUBEJAEHHBIX B paznenax 2 u 6.1
oO11eil XxapakTepUCTHKHU JEKapCTBEHHOTO MperapaTa, a TaKKe Ha TOM s3bIKe, Ha KOTOPOM
COCTAaBJIEH JIMCTOK-BKJIAbIILL.

</leticTByromuM(UMH) BEILIECTBOM(aMHU) ABIAETCA(IOTCA). ..>



Harpumep, <Kaxmas <rabiueTka> <karcyia> COIACPKUT X <rpamMm> <MUJUTUTpaMM>. .. {
JICUCTBYIOIIETO BEIIECTBA | >,
<I[Ipoyum(u) <uHrpeaueHToM(aMu)> <(BCIIOMOTraTeJbHbIM(H) BEIICCTBOM(aMH))>
ABJIACTCA(FOTCA). . .>
Ecnu npumenumo, clieqyeT NMPUBECTH MEPEKPECTHYIO CCBUIKY Ha pasaen 2
JIMCTKa-BKJIAIbIIIA!

<IIpenapat X cOIEpKUT {HAUMEHOBAHUE BCIIOMOTaTEILHOTO BEIIIECTBA } >,

JlexapcTBeHHast popma, XapakTep U COACPKUMOE MEPBUYHON YMAKOBKH IO Macce,
00beMy WM €TMHUIIAM JO3UPOBAHUS.

Bremnunit Bua npenapara X v COAEPKUMOE YITAKOBKHU

JlekapctBeHHast opMa yKa3bIBaeTCsl B COOTBETCTBUU ¢ HoMeHKIIaTypoil JekapCTBEHHBIX
dbopwm, yrBepxkaeHHOM Pemennem Komnernn EBpasuiickoii 5KOHOMHUYECKOW KOMUCCUU OT 22
nekadbpst 2015 r. Ne 172, u AOMOJHUTENIHBHO MPUBOAUTCS MOHATHOE MAIMEHTY OOBsICHEHHE (
npu HeoOxoauMocTH). Eciu Ha mepBUYHON YMaKOBKE MCIIOIL3YETCS MOHSITHBIN MAIlUEHTY
TEPMUH, €r0 HEOOXO0IMMO PUBECTH B CKOOKaX.

HeoOxoauMo onucath (pU3MUECKHUE XapaKTEPUCTUKHU, HanpuMmep, Gopmy, LBET, BUJ,
TPaBUPOBKY U T. 1. B COOTBETCTBHH C pa3jiesioM 3 O0IIeil XapaKTePUCTUKU JIEKAPCTBEHHOTO
npemnapara.

Heob6xonumo omwmcaTh BCe pa3Mephl YIIAKOBOK JaHHOW JEKApCTBEHHOW (OPMBI H
JI0O3UPOBKU B COOTBETCTBUM C pa3feioM 6.5 o0mieil XapakTepuCTUKU JEKapCTBEHHOIO
rpemnapara, ¢ yKa3aHHueM BCEX JOMOJHUTEIIbHBIX JJIEMEHTOB, BIIOKEHHBIX B YIIAKOBKY, TAKHX
KaK UTJIbI, TAMIIOHBI U T. JI. B OTHOIlIEHUH TpyNIOBON YIAKOBKH HEOOXOAMMO YETKO YKa3aTh
COAEPKUMOE YIIaKOBKH, Harpumep '"mpenapat X JOCTYIIEH B YIIAKOBKaX, coaepKammx Y, Z
win W TablIeToK, ¥ B TPYIIIOBON YIIaKOBKE, COCTOSIICH u3 N KapTOHHBIX Madek, Kakaas u3
KOTOPBIX coAepkuT M TabmeTox".

[Ipu HE0OXOAMMOCTH YKa3bIBAE€TCS, UTO HE BCE pa3Mephl YIIAKOBOK MOTYT HaXOJUTHCS B
obopore. JlomyckaeTcst yKa3bIBaTh MEPEKPECTHBIC CCHIIKKU Ha APYTHUE JIEKAPCTBEHHBIE (POPMBI
Y IO3UPOBKH.

Kareropus oTIrycka JiekapCTBEHHOTO IIpernapara

VYKa3pIBaeTCs MPUHAJIEKHOCTD JICKAPCTBEHHOIO Ipenapara K OJHOM W3 CIIEAYIOIINX
KaTeropui OTIycKa:

<JlekapCTBEHHBII Mpenapar OTHOCUTCA K KaTeropuu OTmycka <0e3 peuenta> <mo
penenTy>, <B yCIOBHUAX JICUSOHO-MTPOPUITAKTUICCKUX YUPEIKICHUN>.>.

VYKa3bIBalOTCSl YCJIOBUS WM OTPAHWYCHUSA, KACAIOUIMECS MOCTABKU U UCIOJIb30BAHUS
JEKapCTBEHHOr0 Impenaparta (mpu Hamuuuu). Eciu peructpalilMoOHHOE YJIOCTOBEpEHUE
JIEKapCTBEHHOT'O TMpernapara ObUT0 BBIJIAHO MPU YCIOBHUH BBIMOIHEHUS ONPEIEICHHBIX 0COOBIX
00513aTENbCTB, pacCMaTpUBAEMbIN JIEKAPCTBEHHBIM MpemnapaT MOKET IPUMEHSATHCA B



OTIpEeENIEHHBIX CIydasX, TOJBKO MOJ CTPOTrUM METUIMHCKUM HAOII0JeHUEM (B YCIOBMSIX
ne4eOHO-TpOPUIAKTUYECKUX YUPEXKACHUN), a B cllydyae paaunodapMaieBTUUYECKUX
IpenapaToB — M0 HaOII0ACHHEM UMEIOIIETO COOTBETCTBYIOIIEE pa3pellieHue JINLa.
HanmenoBaHue 1 afpec aepKaTensl perUCTPAllMOHHOTO YI0CTOBEPEHUS M IPOU3BOAUTENS
, OTBETCTBEHHOTI'0 32 BBITYCKAIOIINKA KOHTPOJIb KA4E€CTBA, €CIIM OHU HE PA3IUYAOTCS.
Jlep>kaTenb perucTpallMOHHOTO YIOCTOBEPEHUS U MPOU3BOAUTEND!
{HanmeHOBaHHE H aJpec)
<{rem.}>
<{cpaxc}>
<{anpec >JIeKTpOHHOH MOYTHI}>
HanmenoBaHue u afpec aepKaTens peruCTPallMOHHOTO YI0CTOBEPEHUS M IPOU3BOUTENS
, OTBETCTBEHHOTI'0 32 BBITYCKAIOIINKA KOHTPOJIb KA4E€CTBA, €CIIM OHU PA3INYAOTCA.
JeprkaTens perucTpandOHHOrO YAOCTOBEPEHHSA
HeoOxoauMo yka3aTh HaMMEHOBAaHME WU aApeC JEpiKaTellsl PErucTpalliOHHOTO
yJIOCTOBEPEHUsI B COOTBETCTBUM C pa3ziesioM 7 oOIeld XapaKTepUCTUKHU JIEKapCTBEHHOTO
npenapara 4eTKO UISHTU(DUIIMPOBAB €0 KaK JepKaTess PErucTPallMOHHOIO yI0CTOBEPEHHS,
HaIpuMep,
{Ha3BaHue cTpaHbl Ha A3bIKE H3JI0KEHHS TekcTa JIB} HazBanue cTpaHbl IPUBOAUTCS Ha
A3bIKE, HA KOTOPOM cocTaBliicH JIB.
{HaumeHOBaHHE JlepKaTeJId pErHCTPALHOHHOTO YI0CTOBEPEHHA |
{IOpuaudeckuii ((pakTudeckuii) aapec}
<{rem.}>
<{paxc}>
<{anpec 3JIeKTpOHHO MOYTHI }>
HaumeHnoBanue cTtpanbl U aapec HEOOXOAMMO yKa3blBaTh Ha SI3bIKE, HA KOTOPOM
COCTaBJIEH JIMCTOK-BKJIaAbI. [l pepxkarenel perucTpaluoOHHBIX YAOCTOBEPEHUU,
PacnoIOKEHHBIX HA TEPPUTOPUU TPETHUX CTPAH CJIEAYET UCIOIb30BaTh JATUHCKUM alipaBuT.
Jlommyckaercs ykazaTtb HOMepa TeneoHoB, (pakcoB 1 agpeca MEKTPOHHOU MOYTHI (BeO-CalThI
U DJIEKTPOHHYIO TIOUTY, CBSI3BIBAIOIIYIOCS C BeO-caliTaMu, YKa3bIBaTh HE JOIYCKAETCH).
IIpom3Bogurens
HeobxonuMo yka3aTh HaMMEHOBAHUE U apeC MPOU3BOAMUTEINS, OTBETCTBEHHOIO 3a
BBIITYCKAIOIIMN KOHTPOJIb KAayecTBa Ha SA3BIKE, HA KOTOPOM COCTAaBJIEH JINCTOK-BKJIAJBIII,
HaIpuMep:
{Ha3BaHue cTpaHbl Ha A3bIKE H3JI0KeHHS TekcTa JIB} HazBanue cTpaHbl IPUBOAUTCS Ha
A3bIKE, HA KOTOPOM cocTaBliicH JIB.
{HaumeHOBaHHE JlepKaTeJId pErHCTPALHOHHOTO YI0CTOBEPEHHA |
{IOpuaudeckuii ((pakTudeckuii) aapec;}
HasBanue ctpanbl U agpec HEOOXOAUMO yKa3bIBaTh Ha SI3bIKE, HA KOTOPOM COCTaBIICH
JIMCTOK-BKJIAABINIL. [{J1s 1epakaTenei perucTpaqoOHHbIX YIOCTOBEPEHNN, PACIION0KEHHBIX HA



TEPPUTOPHUH TPETHHUX CTPaH, CIEIyeT UCTIOIb30BaTh JIATUHCKUH andaBUT. YKa3bIBaTh HOMEPA
TenedoHoB, pakcoB U ajipeca SIESKTPOHHON MOYTHI HE JIOMYCKAETCS.

Ecnu nepxxatenb perucTpaiioOHHOTO YJOCTOBEPEHHUS U MTPOU3BOIUTEID SIBISETCS OJHUM
U TEM K€ JIHMIIOM, JOIYCKaeTCs WCIO0Jb30BaTh OONUM 3arojioBok "Jlepkarenb
PErHCTPALlMOHHOrO YIOCTOBEPEHHUS U TPOU3BOAUTEID' .

Ecnu npousBoauTeneii, oCymecTBISIIONIUX BBITYCKAIOMUNA KOHTPOJIb KayecTBa, Oojee
OJIHOTO, UX HEOOXOJUMO yKazaTh 3/IeCh (C cepoi 3aJuMBKOW wiin 0€3 B 3aBUCHUMOCTH OT
BapuWaHTa Te4YaTH JUCTKa-BKiaabiia). OgHako B TMEYATHOM BEPCUU JIMCTKA-BKJIAJbIIIA
JIEKapCTBEHHOTO Mpenapara HeoOX0AUMO YETKO yKa3aTh MPOU3BOAUTEINS, OTBETCTBEHHOTO 3a
BBIITYCKAIOLIMKA KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHOT O IIpenapara.

Ecnu nexapcTBeHHBIN Mpernapar 3aperucTpUpOBaH MO Pa3IUYHBIMH TOPTOBBIMU
HaMEHOBAHUSIMH B TOCYJIapCTBax-ujeHaX, B JJAHHOM pa3jesie Takke MPUBOASAT MEpeueHb
BCEX HAMMEHOBAHUMH.

[lepedyenp mnpeacTaBuTeNed JepKaTesisi PErUCTPALIMOHHOIO YJIOCTOBEPEHUS Ha
TaMokeHHoM Tepputopuu Coro3a:

a) mepedyeHb MPEACTABUTENCH JepiKaTeiss perucTPallMOHHOIO YJIOCTOBEpPEHHS Ha
TaMOXXeHHOU Tepputopuu Coro3a sBisieTcsi 00s3aTeIbHBIM TpeOOBaHUEM, B CiIydae €Clu
Jep>KaTeab PErUCTPAllMOHHOIO YIOCTOBEPEHUSI HAXOJIUTCS HA TEPPUTOPUU TPETHUX CTPaH.
IIpu ero ykazaHuu NMpUBOMASITCS CBEIAEHUS O MPEACTABUTENSIX AEPKATENSI PErUCTPAMOHHOTO
yIOCTOBEPEHHUsI NJII BCEX TOCYNapCTB-4JIeHOB. BMmecTe ¢ TeM mpeacTaBUTENb JepiKaTels
PETHCTPAIIMOHHOTO yIOCTOBEPEHUS MOKET OBITh OJMH IS HECKOJIBKUX TOCYAapCTB-YJICHOB,
UM TaK)K€ MOXET SIBJIATHCS JIePKATENIb PETUCTPALIMOHHOTO YAOCTOBEPEHUS HETTOCPEICTBEHHO
, €CJIU IpyTrue MpeACTAaBUTENIN HE YKa3aHbl. ECIIM OIMH U TOT K€ MPeACTaBUTENb padOTaeT B
HECKOJIBKUX TOCyJapCTBax-4i€HaX, JaHHbIE O HEM YKa3blBAIOTCA OJIMH pPa3 Mo
HaMEHOBAHHUEM COOTBETCTBYIOIIUX TOCYapPCTB-YWICHOB,;

0) ecnu TpeNCcTaBUTENb JIePKATENS PETUCTPAIMOHHOTO yIOCTOBEPEHUS HAXOJUTCS Ha
TEPPUTOPHUH FOCYAAPCTBA-WICHA, OTIIMYHOTO OT rOCyAapCTBa-4wieHa B KOTOPOM oOpaliaeTcs
JIEKapCTBEHHBIN Mpemnapar, TO MPH yKa3aHUM ajJipeca B HEro HEOOXOJUMO BKIIOUHUTH
HAaUMEHOBAHUE TOCYJapCTBa-yjeHa HAXOXKACHUS JepXkKaTels PEerucTpanoHHOTO
YIOCTOBEpEHUsI HA TOCYJApCTBEHHOM S3BIKE (SI3bIKAX) rOCyJapcTBa-ujieHa, B KOTOPOM
OCYUIECTBJISIETCS] OOpalleHHe JIEKapCTBEHHOTO Mpernapara;

B) B LIEJISIX 3aMEHBbI IOJHOTO HAaMMEHOBAHMSI TOCyJapCTBa-djieHa B 3arojOBKE
HCIIONBb3YIOTCS. KOJIBI CTPAH B COOTBETCTBUU C MEXIyHapoaHbIM cTaHgaprtoMm I[SO 3166-1 "
Koapl s npencrasinenuss HaumeHoBanuii ctpad. Yacte 1. Koasl ctpan”;

r) B LEIIX SKOHOMHHM MECTa B Hale4aTaHHOM JIMCTKE-BKJIAJbIIIE MPEACTaBUTENICH
JieprKaTessl peruCTPalMOHHOrO Y0CTOBEPEHUS JOMYCKAETCsl YKa3bIBATh MOCJIEI0BATENBHO, a
He B Qopme Tabmun. Eciu AUCTKU-BKIAABIIN SIBISIIOTCS MHOTOSI3BIYHBIMH, IMEPEUYECHb
MECTHBIX MIPEICTaBUTEINICH MTeYaTaeTcsl OJJHOKPATHO B KOHIIE JIMCTKA-BKJIA/IbIIIIA;



1) JOIYCKaeTCs yKa3blBaTh TOJbKO HAaWMMEHOBaHWE, HOMEp TenedoHa U ajapec
AIEKTPOHHOW mouThl (1O BBIOOPY) NpPEACTABUTENS JEpikKaTelsd PEerucTpaluoHHOrO
ynoctoBepenus. [Ipm Hammuuym MecTta yKas3bIBaeTCs MOYTOBBIM aapec. Beb-caliTel u
AIIEKTPOHHYIO MOYTY, CBSA3BIBAIOIIYIOCS C BeO-calTaMM, YKa3bIBaTh HE JIOMYCKACTCS;

€) €CJIU MPEJCTaBUTENb JIEpHKATEIs PETUCTPAIMOHHOTO YIOCTOBEPEHUSI HAXOJIUTCS 32
npenesaMu rocyJapcTBa-4wieHa B KOTOPOM OCYIIECTBISIETCA OOpallleHHue JeKapCTBEHHOTO
npernapara, yKa3blBaeTCsi HAMMEHOBaHUE TOCYIapCTBa-4JieHa, HA TEPPUTOPUU KOTOPOTO OH
HaXOJUTCHI.

<3a jrob60¥ uH(popmanuer o mpenapatre cjaeAyeT o0pamarbci K MECTHOMY
MIPENCTABUTEIO JI€PKaTes PETUCTPALIHOHHOTO YI0CTOBEPEHHUS:

{Ctpana}

{HanmeHOBaHHUE OpraHU3allluH}

{Anpec: {HaceseHHbIH MyHKT} {IOYTOBBIH HHAEKC} — CTpaHa)

Ten: + {Homep TenegoHa}

<Aapec 371eKTpOHHOH MOYThI>>

JOomOTHUTEIbHBIC CBEACHUAA

Ecnu nekapcTBEHHBI mOpenapaT 3aperucTPUPOBAH C YCTAHOBIECHUEM
MOCTPETUCTPALIMOHHBIX MEp, HEOOXOIMMO YKa3aTh CIAEAYIOIIEE:
I JIEKApPCTBEHHBIX MPENapaToB, 3apEruCTPUPOBAHHBIX C YCTAHOBICHUEM
JOTIOTHUTENIbHBIX TPEOOBaAHUIA:
<IIpenapar 3aperucTpupOBaH C yCTAHOBJICHHEM JOINOJIHHUTEIbHbIX TPeOOBaHHUH. DTO
3HAYHT, YTO MOSABATCS HOBbIE CBEJCHHUS O Ipernapare.

IlpencraBiaeHHble JaHHbBIE O JIEKapCTBEHHOM Ipenapare OyayT exKeroqHo MPOBEPAThCI U
JOIOJIHATECS HOBBIMH CBEJACHHSAMH, H IO Mepe HEOOXOMIHMOCTH JTUCTOK-BKIaAbIII OyJIeT
OOHOBJIATHCA.>

JUIS1 JIEKAPCTBEHHBIX MPENapaToB, 3aPErUCTPUPOBAHHBIX 10 MPOLEYPE PETUCTPALINU B
HCKJTFOYUTEIBHBIX CITydasx:

<IIpenapar 3aperucTpupoOBaH 110 nponeaype "perucTpaliid B HCKIIOYUTEIbHBIX Cy4dasx"
. DTO0 3HA4YHUT, 4TO <BCJIEJACTBHE PEAKOH BCTpedaeMOCTH 3a00JCBAHHUSI> <H3 HAYYHBIX
co00pakeHu™> <HCXOAd H3 ITHYECKHX COOOPaKeHHIH™> HEBO3MOXHO IOJYYUTb BCE
HEeoOXOJUMBbIE CBEJCHHS O Mpernapare.

Ilo sTomy sekapcTBEeHHOMY npenapaty OyAeT MPOBOAUTHCA SKCIIEPTH3Aa JTFOOBIX HOBBIX
JAaHHBIX, KOTOpBIE MOTYT MOABIATHCSI €XEroJHo, H 10 Mepe HeoOXOAUMOCTH
JIHCTOK-BKJIa/1bIII Oy1eT OOHOBIATHCA.>

JJIsl JIEKApCTBEHHBIX MPENapaTroB, 3apErUCTPUPOBAHHBIX MO MPOILEAYPE YCIOBHOM
perucTpanuu:

<[Ipenapat 3aperucTpupoBaH 110 npoieaype "yciaoBHas peructpanus”. 310 3HAYUT, 4TO
MOSABATCS HOBbIE CBEJICHHSA O MPENapare.



IlpencraBieHHple AaHHBIE O JIEKAPCTBEHHOM Mpenapare OyIyT MNpOBEpPAThCI H
JOMOJHATHCA HOBBIMH CBEJIEHUAMH €XETOJHO, H 110 MEPE HEOOXOIUMOCTH JTUCTOK-BKJIa /b
OyreT OOHOBIATHCS.>

JInsi BOCHpPOU3BEIAEHHBIX JIEKAPCTBEHHBIX MpPENapaTtoB, €cClIu pedepeHTHbIN
JIEKapCTBEHHBIN TMpenapar OBl 3aperucTpUpOBaH IO Mpoueaype "perucrpauus B
UCKJTIOUYUTEIBHBIX CiTy4asx', He0OX0IUMO yKa3aTh CIEAYIOIIEe YTBEPKICHHE:

<X coaepKHUT TO k€ JeHCTBYIOII[ee BELIECTBO H JCHCTBYET TaK ke, KaK H "pepepeHTHbIH
JIeKapcTBEHHBIH nipeniapat". PehepeHTHBIH 1eKapCTBEHHBIH npenapat ObLT 3aperucTPUPOBAaH
o nponeaype "peructpaluu B HCKJIOYHUTEABHBIX CIy4asax". 9To 03HA4aeT, YTO <BCJIEJICTBHE
PeaKOH BCTpedaeMOCTH 3a00JI€BaHUA™> <H3 HAYYHBIX COOOPAKECHUH™> <HCXOII U3 ITHIECKHX
coobpaXkeHHi>, Bce HeOOXOJIUMBIE CBEJCHHUA O pehepeHTHOM JIEKapCTBEHHOM IIpernapare
MOJIYYUTh HEBO3MOXHO. {HauMeHOBaHHE YNOJHOMOYEHHOIO OpraHa rocyaapCTBa — 4YJI€HA
EBpa3suiickoro 5KOHOMHYECKOT0 COr03a} eXeroJHo OyAeT MPOBOAUTH SKCIEPTH3Y JIFOOBIX
HOBBIX CBEJIEHHH O pe)epeHTHOM JIEKapCTBEHHOM Mpernapare, a JaHHbIH JTHCTOK-BKJIAbIII
Oyner OOHOBJATHCS IO Mepe HEOOXOJHUMOCTH B COOTBETCTBHH C OOHOBJICHHAMH
JINCTKA-BKJIa/IbIIa PEPEPEHTHOIO JIEKAPCTBEHHOI O MPENapaTa™.

<[Ipoyre HCTOYHHUKH HHpOpMAI[HH>

B nanubIil pa3znen cieayeT BKIOYUTH CChUIKM Ha JPYTHMe MCTOYHUKH MH(OpMaINH,

KOTOpbIE MOTYT OBITh TOJIE3HBI MAIUEHTy. OTH HCTOYHUKH HWHOOpMAIUU JOJDKHBI
COOTBETCTBOBATh OOIIEH XapaKTEPUCTUKE JICKAPCTBEHHOTO Mpenapara U He JIOJKHBI HOCUTh
PEKIIAMHOTO XapaKTepa:

a) JaHHBIE O TOM, KakK MaIMeHThl MOTYT MOJYYUTh JOCTYN K HHPOpMAIUU B
albTEpHATUBHBIX (hopMmaTax, Takux Kak mpudt bpaitns, aynuo, nudpoBoi TUCK WK KpyHHas
neyaTh JINCTKA-BKIAAbINIA. JTH JaHHBIC YKa3bIBAIOTCS KPYIHBIM MIPUGTOM, YTOOBI MAIUEHTHI
C HapyLICHHEM 3pEHHs] 3HAJIU O BO3MOXKHOCTH AbTEPHATUBHOrO (opmaTa MOIYyUYEHUs
uHdopmanuy;

0) cchllIKa Ha €IMHBIN peecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB:

<IllonpobHbie cBeACHUS O JaHHOM MpPENnapare CoAEepKarcs B eIHHOM peecTpe™> <HmeroTcs
Tak)ke CCbUIKH HA JAPYTHE BeO-CaHThI IO PEAKUM 3a00JIeBAHUAM H BHJAaM JedeHH.™> Bropas
4acTh IaHHOTO OJIOKAa MPUMEHUMA UCKIIFOYUTENIbHO K Op(aHHbIM IIpenapaTam.

<JIucToK-BKIaJbIII JOCTYIIEH HA <BCEX A3bIKAX rocyAapcTB — 4ieHOB EBpa3uiickoro

9KOHOMHYECKOTO COK03a> B €IHHOM PEECTPE 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
U Ha OQHUIHATILHOM CaHTe YMOJIHOMOYEHHOTO OpraHa (9KCHEepTHOH OpraHH3aIluH)
EBpas3utickoro 5)KOHOMHIECKOTO COr03a {CalT YIOJHOMOYEHHOTO OpraHa (CaluT OpraHu3aI[HH)
}>

Bce »Tu cBeneHus B HarleuaTaHHOM MaTepualie TOJDKHBI ObITh OTUETIUMBO PA3IMYUMBbI U
JIETKO YATAEMBL.

(JIUHUS OTPBIBA UJIK OTPE3a)



J7st mapeHTepaibHBIX MPENapaToB U IPYTUX JEKAPCTBEHHBIX MPENApPaTOB, UCIIOIb3YEMbIX
MPEUMYIIECTBEHHO B JIeY€OHO-MPODMIAKTUYECKUX YUPEKICHUSIX, B HCKIIOUUTEIbHBIX
CiIy4asX JJig SKCTEMIOPAIbHBIX MpenapaToB (IIPU YCIOBUM YTO OHM MOKAa3aHbI IE€TSIM U IPU
OTCYTCTBHHM BO3MOXHOCTHU Pa3pabOTKH JIEKapCTBEHHOW (POpMBI, MOAXOsAlIeH AeTsAM (Ha
OCHOBAaHUU CTPOTUX HAYyYHBIX OOOCHOBAHUWI)), B JaHHBIA pa3/iesl BKJIIOYAIOTCS TaKue
3HAUYUMBbIC JIJI1 MEIUIMHCKUX PAOOTHUKOB MPAKTUYECKUE CBEICHMS, KaK MPUTOTOBJICHHE U (
WIM) paboTa C IpernapaToM, HECOBMECTUMOCTb, PEKUM JI03UPOBAHUS, NIEPEAO3UPOBKA, MEPHI
KOHTpOJIsI, JTabOpaTOpHbIE aHANIM3bI, TP HEOOXOIUMOCTH, C TMEPEKPECTHON CCHUIKOW Ha
pasnen 3. B aTom cityuae paszen cieayeT Hadath Gppa3oi:

<Crnexyromiue CBeJACHHUA NPEIHA3HAYCHBI HCKTIOUYHTEIBHO JIIT MEHUITHHCKUX pAOOTHHKOB
>

Ecnu B ymakoBKy mpenronaraetcsi BIOXKHUTh JOTIOJHUTEIbHYIO0 HAYUYHYIO0 HH(HOPMAITUIO
JUTSL METULIIMHCKUX PAOOTHUKOB, 3TO HEOOXOJIMMO C/IeNIaTh CIEAYIOIIUM 00pa3oM:

a) BJIOKMB B YIIAKOBKY JIEKAPCTBEHHOr'O Mpenapara MoJHYK OOIIYI0 XapaKTepUCTUKY
JIEKapCTBEHHOTI'O MPEINapaTa B KAY€CTBE OTJAEIbHOIO TOKYMEHTA WIH
0) 100aBUB MOJIHYIO OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mpernapara B KaueCTBE
OTPBIBHOT'O pa3/iejia B KOHIE HAN€YaTaHHOIO JIMCTKA-BKJIAJbIIIA, JJIS1 YETKOTO pa3AesieHus
uHdOopMaUu I MalMeHTa OT UHPOPMaLUU JUIsl MEAUIIMHCKOTO pa0OTHHUKA.
3asBUTENb JOJDKEH OOOCHOBATH BKIIOYEHHE TMOJTHOW OOIIel XapaKTEePUCTHUKU
JIEKApCTBEHHOTO Mperapara B YIAKOBKY M CHOCOO BKJIIOYEHHUS, a TAKXKE yKa3aTh B KOHIIE
JOTIONTHeHNE 0e3 (aKTUIECKOTO0 TOBTOPEHUS IOJHOTO TEKCTa OOMIeld XapaKTepUCTUKH
JIEKapCTBEHHOT'O MpEnapara B MOCIEIHEN PEAAKIINH.
3asiBUTENN JOKHBI BHUMATEJIbHO MPOAHATU3UPOBATH HEOOXOJIUMOCTH BKIIOUECHUS
M0I00HOM Hay4YHOUM MH(POPMAIIUU B YIIAKOBKY, C Y4€TOM CBOMCTB JIEKAPCTBEHHOTO MIpemnapara
. Uadopmanus o 1ekapCTBEHHOM Ipenapare MpeICTaBIsIeTCs UICHTUYHBIM 00pa3oM Ha BCEX
S3bIKaX TOCYJapCTB-YICHOB.

TpeboBanus kK 0POPMIICHHUIO TTPOEKTA JTUCTKA-BKJIA IbIIIA

OO6mue TpeboBaHuUs

Pasmep u opuenrtanus crpanuubl: popmar A4, OpueHTAIUS KHIKHAS.

[Tons: mo 2 cm ¢ KaKI0M CTOPOHBI.

[IpudTt: Times New Roman, pazmep: 12 0T, CTHIL 0O0BIYHBIN, MEKOYKBEHHBIN HHTEPBAII
OOBIYHBIH, 1[BET YepHBI. B Tabmuiax qomyckaeTcst HCIOJIb30BaTh MIPUQPT MEHBIIIETO pa3Mepa
. CHOCKH, TOANUCH K TpadukaM, JuarpaMMaM BBITIOJHSIFOTCS ¢ pazmepoM mipudTa 10 nT.

BripaBauBanue: 3arosiopok "JIucTok-BKiIaAbil — HHGOpMAIUs IS TamnueHTta',
3arosioBku ("ToproBoe HanMeHOBaHKE, T03UPOBKA, JiekapcTBeHHas (popma'; "JlericTBytromee
(ne) BemiectBO (a):" pacmonaraloTcs MO IEHTPY, BCE€ OCTaJbHbIE 3arojOBKH U
MMOBECTBOBATEIbHBIN TEKCT — 10 ITUPHUHE.

WNutepBanel: ab3annbiii orctyn 0 cM, MEXCTPOUYHBIM MHTEPBAJI OJAUHAPHBINA, HHTEPBAI
MeXIy ab3amamu 6 NT, HUHTEPBAJI MEXK]Y 3arojJOBKOM M TEKCTOM — CM. MH(OpMaLHIO MO



0(OPMJICHUIO 3aTr0JIOBKOB HUKE, HHTEPBAJI MEXIY CUMBOJIaMU (KEPHUHT) — 4YTOOBI U30€KaTh
pa3pbIBOB B TEKCTE. B HEKOTOpBIX Cllyyasix ClEAYyeT MPUMEHSATh HEepa3pbIBHBIM mpoden (
HalpuMep, MEXJIy YUCIaMU W OTHOCSAIIMMHCS K HHUM €JIMHULAMH H3MEPECHUS, MEKIY
3HakaMu %, Ne 1 OTHOCSIIMMUCS K HUM LM(paMu) U HEpa3pbIBHBIN Aeduc.
Hymepanus cTtpaHui: HyMEPYIOTCsS BCE CTpaHMIBI Kpome nepBod. Homepa crpanun
IPOCTABIISAIOTCS apaOCKUMK lUPpamMu 0e3 TOUKU B CEpeIMHE HIXKHETO KOJIOHTUTYJIA.
TpeboBanus K OPOPMIICHHUIO 3ar0JIOBKOB

3aronoBok <JIMCTOK-BKJIAIBIII — I/IH(bopMauI/Iﬂ UId <1marueHTa> <HOTpe6I/ITeJIH>>
opopmisieTcss CTPOUYHBIMM OykBaMM (KpoMe MEepBOM), CTHIb WPUPTA TONLYKUPHBIH,
MHTEpBaJIbI 12 NT nepes 3aroaoBKOM U 6 IIT OCJIE 3ar0JIOBKA.

3aronoBok <ToproBoe HaMMeHOBaHUE, JO3UPOBKA, JieKapcTBeHHas: Gopma> opopmisieTcs
CTpOYHBIMH OyKBamMu (KpoMme TIEpBOiA), CTHIIh MIpUTa MOTYKUPHBIN, pa3mep mpudTa 12 nr,
MHTEpBAJIBI 12 IIT mepen 3aroJoBKOM U 6 IIT OCJIE 3ar0JIOBKA.
3aronoBok <JlelcTByromiee (ue) BemecTBO (a): {meicTByroliee BEIIECTBO |>
opopMIIIeTCs CTPOYHBIMU OyKBaMU (Kpome MepBoOi) CTUib mpudTa OOBIUHBIN, pasmep
mpudta 12 nt, uaTEpBaiIbl 6 OT NMEpes] 3aroJoBKOM U 12 NT nocie 3arojioBKa.

[lepBoe mpeasioxxeHue oOed MpeaynpeauTeNbHO HHPOPMAUK AJi MalUeHTOB
opopmisieTcss CTPOUYHBIMM OykBaMH (KpoMe MEpBOM), CTHIb WIPUPTA MONLYKUPHBIH,
MHTEpBaJIbI 12 NT nepes 3aroa0BKOM U 6 IIT TIOCJIE 3ar0JIOBKA.

3aronoBok "CojepxkaHue JTUCTKa-BKIaAbIIA" oQOpMIIIETCS CTPOUYHBIMU OyKBaMH (KpoMe
NEepBOM), CTUIIb MIpU(Ta MOTYKUPHBII, HHTEpBaJIBI 12 OT mepea 3arojloBKOM U 6 MT mocie
3aroJoBKa

3aroJioBKM pas3ziesioB 0POPMIISIOTCS CTPOUYHBIMU OyKBaMH (KpoMe€ MEPBOM), CTHIIb
mpudTa MoTy>KUPHBIA, UHTEpBaJIb 12 NIT Iepe1 3aroJ0BKOM U 6 TIT MOCTe 3arojioBKa.

3arojgoBOK HyMepyeTcs apaOckumu nudpamu no nopanky (B ¢gopmare 1., 2. u T. ).
Mesxty HOMEPOM M Ha3BaHUEM pa3/iesia IPUMEHSATh HEPAa3phIBHBIN MPOOEII.

3aroJIoBKM MOJAPa3/eyoB (3aroJIOBKH) OPOPMIISIOTCS CTPOUYHBIMH OyKBaMu (Kpome

MepBoil), cTuiIb mpudTa NONYKUPHBIA, 0e3 Hymepauuu. B KOHIIE 3aroJIOBKOB TOUKH HE

CTaBsTCH.
IMPMJIOXKEHHUE Ne 17

K TpebGoBaHUAM K HHCTPYKIMH IO

MEAULUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit

XapaKTEePHUCTHKE JIEKapCTBEHHOTO

npenapara JuIs MEJULIUHCKOTO
MPUMEHEHHS

Cuocka. IIpunoxenue 17 ¢ usmMeHeHneM, BHECEHHBIM penieHnem Cosera EBpasuiickoit
sKoHOMHUYEeCKOM komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIY IO UCTEYEHUH 6 MECSIIEB C
JaThl €r0 O(UIIUAIBHOTO OIMyOIMKOBAHUS).



ITPABUJIA
obecnedeHns y10609IMTacMOCTH IACTKA-BKIIaJBINA ¥ MapKUPOBKH

1. O6mue monoxenus

Cnocka. Paznen 1 penakuuu pemenus Coera EBpa3uiickoil 95KOHOMUYECKONH KOMUCCUU
ot 21.02.2025 Ne 18 (Bcrynaer B cuiy no ucteueHuu 30 KajleHJAapHBIX HEW C AaThl €ro
0(HUIIUATIBHOTO OITyOITMKOBAHUS).

NHCcTpyKIMs MO MEAUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO mpenaparta (
TUCTOK-BKNaAbI) (nmanee — JIB) mpenna3znaueHa juisi manueHTa (motpeduTens). Xopoiio
COCTaBJICHHBIN U YETKO H3JIO)KEHHBIN JIB 103BOJISIET MaKCUMaJIbHOMY KOJIMYECTBY JIFOACH
BOCITOJIb30BaThCS 3TOM MHGOpPMAIHMEH, BKIIFOYas ATl CTapIIero BO3pacTa, U IMOJPOCTKOB,
MaJOTPaMOTHBIX JIMIl U JIMIl C HapylleHueM 3peHus. YToObl AM3ailH MO3BOJISLT JIETKO
opueHtupoBatbcsi B JIB u oOecrneumBan AOCTYNMHOCTb HH(OpMaluu, Npu BbIOOpE
¢bupmennoro ctuis JIB nmomyckaercs oOpanieHue KOMIAHUW K CHEHHATUCTAM IO
MH(OPMAITMOHHOMY JAM3aNHY.

Hacrosimue [IpaBuiia comepxat ykazanus 1o coctaieHuto JIB, obecneunBaromme ero
y10004YUTaEMOCTb.

2. Kernp u rapautypa mpudTra

Crnenyet BbIOMpPATHh TAPHUTYPY, KOTOpast Jerko ynutaercs. CTUIM30BaHHbIE TAPHUTYPHI,
KOTOpbIE TPYJAHO YUTaTh, UCIOJb30BATH HE CIEAyeT. BaxkHO BHIOpATh TaKyl TapHUTYPY
mpudTa, B KOTOPOH Takue CcX0oxkue OyKBbI W IUQpPHI, Kak "s", "
OTJIMYUTH JIPYT OT Apyra.

". 1 "1" MOXHO JIETKO

1
Kernp mpudra momkeH ObITh KaK MOXHO OOJBIIMM, YTOOBI MOMOYbL UYUTATEINIO.
MuHuManbHbIM cuMTaeTcst pa3mep kerib 8 nT wpudt Times New Roman 6e3 kypcuBa ¢
MEXKIYCTPOUYHBIMH MHTEPBAJIaMH, paBHbIMH MO MeHbIIed mepe 3 mm (ans JIB, xoTopsiil
OyJlleT BKJIAJbIBAThCS B MHAUBUIYAJIbHYIO YIIAKOBKY JIEKAPCTBEHHOIO MpEapara).
JIJ1s BBIZIEJICHUS KJIFOUEBBIX CBEJICHUM M COJICMCTBUSI OPUEHTUPOBAHUIO B pa3jeiiax TEKCTa
CJIEIyEeT MOJIB30BATHCS PA3IMYHBIMHU pa3MEpPaMH TEKCTa (HalpuMep, B 3arojIOBKax).

Ecnu nexapcTBEHHBIN penapar NpUMEHSETCs MpHU 3a00I€BaHUAX, COIPOBOKIAIOLIUXCS
HapyIIEHUEM 3pEHHUs, HEOOXOAMMO UCIIOIB30BATh 00Jiee KPYMHBINA IPUPT.

He cnenyet 310ynoTpedisTh UCIOIB30BAHUEM 3arjlaBHbIX OyKB. JlJisi KpynHBIX OJIOKOB
TEKCTa CJeAyeT UCIOIb30BaTh CTPOUYHBIE OYKBBI. TeM He MeHee, UCIIOIb30BaHNE 3arIaBHBIX
OYKB 11eJ1ecC000pa3HO /I pACCTAHOBKHU aKI[EHTOB.

He cnenyer ucnosib30BaTh KypCHUB M MOJYEPKUBAHUE, MMOCKOJIBKY OHU 3aTPYIHSIOT
YUTATEIo pacrno3HaBaHue Gopmsbl ciioB. OHAKO JUIs YKa3aHUsI JIATUHCKUX TEPMHUHOB KYpPCUB
JOITYCTHUM.

3. JluzaiiH u pacnojoxxeHue nHpopmanuu
Hcnonb3oBaHue BEIPOBHEHHOT'O IO IIUPUHE TEKCTA, KaK MPaBUIIO, HE IOy CKAEeTCsl.



JIOJOKHBI YETKO IPOCIIEKUBATHCS MHTEPBAIBI MEXIY CTpPOKaMH. MEXCTpOUHBIE
MHTEPBaJIbl — BaXXHBIA (haKTOp, BIMSIOMIMNA HAa MOHUMaHUE TekcTa. [lo oOuuM mpaBuiam
MEXCTPOUYHBIE MHTEPBAJIBI 0 BO3MOXXHOCTH HE JOJKHBI OBITH MEHBINIE YeM TOJIyTOPHBIN
pa3Mep UHTEpBaa MEXy OyKBaMH B CTPOKE.

BaxxHBIM SIBISIETCS HAIMYKE KOHTPAcTa MEXAY TeKCToM B (hoHOM. ClleTyeT yUUTHIBATh
Takue (aKkTopbl, Kak IUJIOTHOCTh OyMmaru, pasmep, LBeT Oymaru u Tekcta. HebGosnbiioi
KOHTPAcCT MEXIy TEKCTOM M (OHOM OTPHULATEIBHO CKAa3bIBAETCA HA JIOCTYMHOCTH
uHpopmanuu. 3a TEKCTOM HE CleAyeT MmoMemarh (POHOBbIE N300pakeHUs, TOCKOJIbKY OHH
MOT'YT CHI)KaTh YETKOCTh UH(POPMAITUU U 3aTPYIHATH €€ MPOUYTEHUE.

dopmaT TeKcTa ¢ HECKOJbKUMHU KOJIOHKaMU MOXET CIIOCOOCTBOBATH OOJIETYEHHIO
OpUEHTHUPOBAHUS YUTAIOUIETO. PaccTosiHMEe MEXTy KOJIOHKAMH JOJKHO OBITh IOCTATOYHBIM
JUTSL TOTO, YTOOBI HAJJIeKAIKUM 00pa3oM pa3faeiauTh TEKCT. Eciu mMecTo orpaHuyeHo, s
pa3fenieHuss TEKCTa JOIMYCKAaeTCs HCHOJIb30BAaTh BEPTHUKAIBHYI JIMHUIO. CXO0XKYIO
MHQOpMaLUIO CHEAYeT YKa3blBaThb MOCIEAOBATEIbHO, UYTOOBI CTPOKH TEKCTa JIETKO
NepexXoquin ¢ TEeKylleld KOJIOHKH K cienyromeil. Cienyer paccMOTpPeTh BO3MOKHOCTh
MCITIOJIb30BAaHUS albOOMHOW OPUEHTAIIMU TEKCTA, MOCKOIBKY 3TO MOXET OMOYb MMalIUEHTAM.
Ecnu npencraBnen JIB Ha pasHBIX fA3bIKaxX, HEOOXOIMMO YETKO pa3leiuTbhb S3bIKH;
nH(pOpMaIIMs HA Pa3HBIX SA3bIKAX JOHKHA OBITh UJICHTUYHOM.

4. 3aronoBku

Caocka. Pa3gen 4 ¢ u3sMeHeHneM, BHECEHHBIM pemieHnem CoBeta EBpaszuiickoil
skoHOMUUYecko komuccuu oT 21.02.2025 Ne 18 (BcTymaeT B cuiy no ucredeHuu 30
KaJIeHJAPHBIX THEH C IaThl €ro OPUIIMAIBHOTO OIyOJIUKOBAHMS).

BaXXHBIM 2J€MEHTOM SIBISIOTCS 3arOJIOBKM, KOTOPBIE MOTYT IOMOYb ITAlMEHTaM
OpUEHTHPOBATHCS B TekcTe. CreoBaTeabHO, MOMYKUPHBIN mpUdT U (WIn) Apyrol 1BET
3arojioBKa BbIAENSAET 3Ty uHdopmanuu. PacctosiHue 10 U nociie 3arojioBkoB B JIB nomkHO
OBITh ONUHAKOBBIM. J[7is yn00CTBa YWTaTENss 3arojOBKHM OJHOTO pa3Mepa CileayeT
UCIIOJIB30BaTh IOCJIENOBATENbHO (HYMEpPOBAaHHbBIE M HEHYMEpPOBAHHBIE CIHMCKH, IIBET,
OTCTYIIBI, TAPHHUTYPA, pa3Mep, U Keriib mpudTa).

K ucrnonb3oBaHuio OOJBIIOTO KOJIMYECTBA 3ar0JIOBKOB Pa3HOIo pa3Mepa clielyer
MOAXOJUTHh C OCTOPOKHOCTBIO, MOCKOJBKY HCIIOJb30BaHUE WIpU(Ta pa3HOTO paszMepa
3aTpyAHSIET OPUEHTHUPOBAHUE YHUTaTeNs B TekcTe. OAHAKO MpU HEOOXOJUMOCTH JOBEICHHUS
CJIIO)KHOM HHQOpMAIIMU MOXET NOTpeOOoBaThCsi OOJbIIEe KOIUYECTBO Pa3MEPOB TEKCTa
3aroJ0BKOB.

B kadecTBe MHCTpyMEHTa OpPHUEHTUPOBAHMS BO3MOKHO HCIIOJIb30BAaHUE JIMHUMH,
pa3AeNAoNIMX Pa3InYHbIC Pa3Ieibl TEKCTA.

JIB cocrapnsiercst Ha ocHoBanuu OXJIII u momkeH BkiIouath B ceOsi mHGOpMAIIHIO,
yKa3aHHyI0 B nojpasneinax 4.2. — 4.8 npunoxxkenus Ne 12 k TpeOOBaHUSM K HHCTPYKIMH TIO
MEJUIMHCKOMY TPUMEHEHUIO JIEKApCTBEHHOrO Ipernapara M oOIel XapaKTepucTHKe
JIEKapCTBEHHOT'O IIpernapara Uil MEAUIMHCKOTO NpuMeHeHns. Hanpumep, npu oTcyTCTBUM



uH(OpMAIUU O BCIOMOTATEIbHBIX BEIIECTBAX C U3BECTHBIM BIUSHUEM Ha OPTaHU3M, JAHHBIH
pasnen JIB MoxeT ObITh UCKITFOYEH.

5. LIBeT neyatu

JlocTymHOCTh UH(POPMALIUK OTIPEJEISETCS HE TOJIBKO pa3MepoM IIpudTa, KOTOPHIM OHA
Hareyatana. CUMBOJIBI MOKHO HameyaTaTh B OJTHOM WJIM HECKOJIBKUX I[BETaX, YTO MO3BOJISET
YETKO OTJIUYUTH UX OT OCTaJIbHOTO TekcTa. Vcnonb3oBanue mpudra pasHOro pazmepa Uiu
[BETAa — OJIMH W3 CHOCOOOB NPHUIAHUS 3arojOBKaM WJIM JIPyrod BaXKHOW WH(OpMauu
O0JIbIIICH BRIPA3UTEIBHOCTH.

CoueTaeMOCTh HCNOJIB30BaHHBIX IIBETOB BakHA TaK e, Kak U caMm 1BeT. Kak npasuio,
TEMHBIN TEKCT JOJKEH ObITh HarmedyaTtan Ha cBeTiIoM (one. OHAKO B HEKOTOPHIX CIydasXx,
HampuMep, JJIsS BBIJICJICHUS OINPEACICHHBIX MPEAYNPEKICHUN MOXKHO HCIOJIb30BaATh
oOpareHne 1BETOB (CBETIBIM TEKCT Ha TeMHOM (one). B Takux cimydasx HE0OXOIuMO
TIIATEJIbHO OTCJEKUBATh KadeCTBO Me€YaTH, IIOCKOJIbKY MOXKET MOTpeboBaThCA
UCIIOJIb30BaHUE Oo0Jiee KPYITHOIo pa3Mepa IIpudTa Wiau BBIIEIECHHUE TEKCTa IMONYKUPHBIM
mpudrom. He cremyer ucmnonap30BaTh CX0KKE IBETA ISl TEKCTa U (POHA, MOCKOIBKY B 3TOM
clly4ae CHIXKaeTcs pa300punMBOCTh TEKCTA.

6. CuHTakcuc

HexoTopsie n10AM MMEIOT MJIOXHE HABBIKM UYTEHUS WIU IJIOXO pa3ouparoTcs B
MEUITMHCKUX BOIPOCAX, OITOMY HEOOXOIMMO MCIOJIb30BaTh MPOCThIC MOHSATHBIE CIIOBA C
HEOOJIBIINM KOJIMYECTBOM CJIOTOB.

He pekomenayercst UCnosib30BaTh JJIMHHBIE TpeAioKeHusA. JJIMHHOE MpeasioKeHue
1eaecoodpa3Ho pa3zduTh Ha 2 MPENJIOKEHUS, OCOOCHHO €CIH OHO COJIEPKUT HOBYIO
UH(}OpMaLHIO.

I'pomo3akue abG3arpl MOTYT BBOJAHWTH UWTATeNedl B 3a0iyxieHHE, OCOOCHHO TPHU
MCIIOJIb30BAHUM JITMHHBIX MPEIIOKEHUNH NPU yKa3aHUM HEXKeJaTelbHbIX peakuuil. bonee
MOJAXOSIIINM B TaKUX CIy4asix SIBJISETCS MCIOJIb30BAHHE HEHYMEPOBAHHBIX CIUCKOB. I1o
BO3MOYKHOCTH PEKOMEHTyeTCsl UICI0JIb30BaTh HE OoJiee 5-6 MO3UIIUi B CIIUCKE.

[Ipu yka3aHUM HEXKENIATENbHBIX PEAKIUd OCOOCHHO Ba)KHO OMPECIUTh MOPSAI0K UX
nepeyurciaeHus1, YTo0kl cienaTh HHMOOPMAIUIO [ TAMEHTOB (OTpeOuTeNel) MaKCUMaIbHO
none3Hoi. C 1enbl0 JOBENEHUA JO0 MNAUMEHTOB (moTpeOuTeneil) ypoOBHS pHCKA
HEXENATeNbHBIX PEaKIHi, Kak MNpaBUIIO, MUX PEKOMEHAYETCS YKa3blBaTh B MOPSJIKE
YMEHBIIICHUSI YaCTOThl BOSHUKHOBEHHUS (HAUUHAS C HAUOOJIBIIIEH YaCTOTHI).

I'pamarnus 9acToThl HOMKHA OBITH OOBSICHEHA TaKMM 00pa3oM, YTOOBI OBLIO IMOHSATHO
nauyMeHTam (moTpedouTensm), Hanpumep, "oueHb yacto — Oonee yem y 1 mamuenta u3 10".
OpnHako MpU HATUYUU CEPHE3HOM HEXKENAaTeNbHOW PeakIuu, KOTopas TpeOyeT MPUHSATUS
NanueHToM (MoTpeduTeneM) HEOTIOXKHBIX MED, €€ CIEAYET BbIACIUTh U IOMECTUTh B HAYAJIO0
pasnena JIB, He3aBHCMMO OT €€ 4YacTOThl. YKa3aHME HEXEJIATEIbHBIX PEAKLIHUMU I10
CUCTEMHO-OPTraHHbIM KJIacCaM HE PEKOMEHIYEeTCsl, TOCKOJIbKY MalUeHTHI (IOTPEOUTENN), KakK
MpaBUJIO, HE 3HAKOMBI C 3TOU Kilaccu(uKanuen.



7. Ctuib
B npennoxxeHusix peKOMEHAYETCsl UCIOJIb30BaTh AKTUBHBIN (J€HCTBUTENbHBIN) 3aJI0T
BMECTO TaCCUBHOTO 3ajiora. Hampumep:

"mpumuTe 2 TabneTku" BMECTO "AO0HKHO OBITH MPUHSATO 2 TabJIeTKH";

"BBI JOJDKHBL..." BMeCTO "Heo0xoaumo...".

IIpu ykazaHuM nanyeHTaM O MpeANPUHUMAEMBIX AEUCTBUIX HEOOXOIMMO YKa3blBaTh UX
npuunHy. CHavala He0OXOJUMO JaTh MHCTPYKIIMH, 3aT€M HMX OOOCHOBaHUE, Hampumep: "
€CJIM y Bac acTMa, coOJIt0JaliTe OCTOPOKHOCTD MPU NMPUMEHEHHUH TTpenapaTa X, MOCKOJIbKY OH
MOXET BBI3BATh MPUCTYyN".

BmecTo moBTOpEHHsI TOProBOro HAMMEHOBAHUS IIpenapara cieyeT yKka3blBaTh ''penapar
, TaHHBIN npenapat” U T. [., €CJIH U3 KOHTEKCTa MOHATHO, YTO KIMEHHO OH UMEETCSI B BUJLY.

[To BO3MOXHOCTH HE ClIeIyeT UCIONB30BaTh aO0peBUaTyphl U cokpaieHus. [Ipu nepsom
YIOMHMHAHUM B TEKCTE€ MX HEOOXOJMMO IMOJHOCThIO paciiudpoBarh. Ciemyer usbderartb
WCIIOJIb30BaHMUsl MAaTEMaTHYECKUX CUMBOJIOB (HAmpuMep, > WIM <), €CJId OHH IIJI0XO
HOHUMAEMBI.

MenuuuHcKre TEPMUHBI CIEAYET NEpPEeBECTH Ha IMOHATHBIA MalUeHTaM S3bIK.
Heobxoaumo co0iII0CTH NpeeMCTBEHHOCTh OOBSCHEHUsS TEPMUHOB, MPHUBOJAS CHaudala
HenpodecCuOHAIbHOE OMHMCAaHMWE, a 3aTeM COOTBETCTBYIOIIUN MEIUIIMHCKUN TepMuH. B
noclieayromneM, no Bcemy Tekcty JIB st moctuxeHuss yao004UTaeMOCTH JOIYCKaeTCs
UCIIOJIb30BaTh Hanboyiee NOAXOAAUIMN U3 TEPMUHOB (HENPO(ECCUOHANBHBIN WM
meauiuHckuit). HeoOxonuMo yOenuThesi, YTO HCIONb3yeMas TePMHUHOIOTUS (HOPMHUPYET
HAaCTOPOKEHHOE OTHOLIEHUWE YWTATeNIsi KO BCEH Ba)XKHOW ajid Hero HMHPoOpManuuu HU
MpEeACTABISAET JOCTATOYHO MOAPOOHYI0 MH(OPMALMIO O TOM, KaK Pacro3HaTh BO3MOXKHbBIE
He)KeJlaTeJIbHbIe peakluu U NPUHATh HEOOXOAUMbIE MEPHI.

8. bymara

bymara momxHa OBITH OCTAaTOYHO MJIOTHOHM, YTOOBI CHU3UTH MPO3PAYHOCTb,
3aTPYIHSIONIYI0 YT€HHE, 0OCOOCHHO MpH HEOOoJIbIIOM pa3zMepe mipudTta. ['nsHIeBas Oymara
OTpPa)aeT CBET, U TEM CaMbIM 3aTPYJHSET YTEHUE, IO3TOMY PEKOMEHAYETCSA HUCIIOIb30BATh
MaToBYyIO Oymary.

Heobxoaumo ybeauthbes, uto npu crubanuu JIB u3nom He cHUKaeT yao004ynTaeMoCTh
uHOpMaIINH.

9. Ucnonb3oBaHME CUMBOJIOB M MUKTOTPamMM

JlonyckaeTcsi UCIOIb30BaHNE M300paKeHUM, MUKTOTpaMM U APYTHX IpaduuecKux
AJEMEHTOB, OOBSCHAIOUIMX CMBICH HHPOPMALMHU, OJHAKO OHHM HE JOJKHbI HOCHUTH
pekiaamMHblil xapakTep. CHUMBOJIBI U MUKTOTPAaMMBI MOTYT OBITh IOJIE3HBI, €CJIM 3HAUYEHUE
CUMBOJIa TIOHSTHO, a pa3Mep rpaduyeckoro sjaeMeHTa yaobouutaem. Mx cruenyer
UCIIOJIb30BaTh JIMUIb JUISL yJAy4YIIEHUS OpPUEHTALMH, NOSCHEHHUS WM BbIJICICHUSA
OTIpE/ICNIEHHBIX aCMEeKTOB TEKCTA, OHU HE JOJDKHBI 3aMEHATh TEKCT. MOXKeT moTpedoBaThCs
MOATBEPKICHUE, 00OCHOBBIBAIOILIEE, YTO MX 3HAYEHHUE B LIEJIOM XOPOIIO MOHMMAEMO, HE



BBOJIUT B 3a0iiyX7eHUE U HE cOMBaeT ¢ TOJKy moTpeburtens. [Ipu Hanmuum Kakux-mmdo
COMHEHUM OTHOCUTEJIILHO 3HAUCHUS OINPEACICHHOM NUKTOrpaMMbl, OHA MPU3HACTCS
Henoaxosauiei. HeoOxonumo cobmonarh 0coOyl0 OCTOPOXKHOCTh NPU MHEpPeHOCEe U
UCIOJIb30BAHUM CHUMBOJIOB B JPYTHX S3BIKOBBIX Bepcusx JIB, MoCkolbKy MOXKET
MOTPeOOBATHCS JOMOJIHUTEIHHOE TECTUPOBAHUE TOTPEOUTEIICH.

10. JlonoJIHUTEIbHBIC CBEACHUS

10.1. AccopTuMeHT npemnapara.

HeobOxoaumo, kak mpaBUIIO, COCTABIATHh OTIENbHBIN JIB Ha Kaxayro TO3UPOBKY H
JIEKapCTBEHHYIO (OpMYy JIeKapCTBEHHOro mpenapara. OJIHaKO rocy1apcTBa-4ieHbl MOTYT B
WHIUBUAYAIBHOM TMOPSJAKE pa3pelIuTh HUCIOJb30BaHUE €IUHBIX JIB 1id pa3nuuHbix
JO3UPOBOK M (WMJIM) JIEKApCTBEHHBIX (QopM (Hampumep, TaOJETOK M Karcyid), eciu
JOCTIKEHHE PEKOMEHIYEeMOU 03Bl TpeOyeT KOMOMHUPOBAHUS PA3IMYHBIX TO3UPOBOK WU
€CJIM J103a B 3aBUCUMOCTH OT KIIMHUYECKOTO OTBETA KaX bl J€Hb MEHSETCS.

Bo3MOXHBI IPOCTHIE CCHUIKU Ha APYTUe JHO3UPOBKHU U JEKAPCTBEHHBIE (DOPMBI TOTO Ke
npenapara, €cid OHM HeoOXOAMMBI s Tepanuu. Hampumep, HeqomycTUMa CChUIKa Ha
JIPYTyI0 JO03UPOBKY WUiU cchlika B JIB Ha TabieTky, HE MOAXOIAIIYIO JJIsl MPUMEHEHUS Y
JeTEN, HAa HAJTMYUe pacTBOpa IJIs MpUeMa BHYTPb, IPEIHA3HAYEHHOTO JIJIsl IPUEMa JIETbMHU.

10.2. ITIpenapaTsl, BBOAUMBIE METUIIMHCKUM PaOOTHUKOM WJIM IPUMEHSEMBIEC B YCIOBUSIX
CTalMoHapa.

B xonue JIB npenapara, BBOIMMOTO MEIUIIMHCKUM PAOOTHUKOM, MOKHO MPHUBECTH
ceenenus n3 OXJII (Hanmpumep, CBEEHHS MO NPUTOTOBIECHUIO U NPUMEHEHHIO), B BUJE
OTPBIBHOM yacTH, oTAensemMoil A0 nepenayu JIB nmanuenty. B xauecTBe anbTepHATHBHOTO
BapHaHTa B ayky BMecTe ¢ JIB MoxkHO BioxuTh nosiHyro OXJIII.

JIns mpenapaToB, yakOBKa KOTOPBIX MpEIHAa3HAauY€Ha JIJIsl UCIIOJIb30BaHUs B CTallMOHape (
T. €. YHakoBKa coJepxkuT Ooinee 1 ¢uakoHa), mo 3ampocy cieayeT NpeaoCTaBIsTh
nononuutenbabie JIB (B gomonHeHune k BiIokeHHOMY B mauky JIB), uToObl obecreunThb
Ka)KJIOTO TaI[MeHTa, MOJIy4alollero npenapar, nojaHol nadopmanuei.

11. [lTabnons! JIB

Bocnonb3oBaBmuch npeacTaBieHHbIMU B pHIoKeHus X Ne 4 u 5 Kk TpeOOBaHUAM K
MHCTPYKIIMU 1O MEIUIIMHCKOMY TNPUMEHEHUIO JIEKapCTBEHHOrO IMpemnapara u oOuien
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MpernapaTa s MEIUIIMHCKOr0 MPUMEHEHHU 1abioHaMH,
Jep>KaTeI PEerucCTPalluOHHBIX YIOCTOBEPEHUM JOJKHBI CBEPCTATh OKOHYATENIbHBIM TEKCT B
COOTBETCTBYIOIIIHE MMOJTHOIBETHBIE MaKeThl Wi 00pasisl JIB. [Ipu aToM 3asBUTENAM ClieyeT
YYUTBIBATh, YTO UCIOJIH30BAHUE ITOTO IIa0JIOHA caMo Mo cebe HeJ0CTaTOuHO, U TOTpedyeTcs
MPOBEJICHHE KOHCYJIbTALMK C IEJIEBBIMU TPYyNIaMU MAllMEHTOB, UCIOJIb3Ys MOJHOIBETHBIM
MmakeT uiu obpasent JIB B coorBeTcTBUM ¢ priiokeHreM Ne 3 K TpeGoBaHUSAM K MHCTPYKIIMH
0 MEAUIMHCKOMY MNPUMEHEHUIO JEKapCTBEHHOTO Mpernapara M OOIIeH XapaKTEpUCTHUKE

JICKApPCTBCHHOI'O IIpCIiapaTa JJIsI MCOAUITUHCKOT'O IIPUMCHCHUA.
[MPHUJIOXKEHME Ne 18



K TpeOOBaHUSIM K HHCTPYKIIUH MO
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Jyisi MeJJUIIHHCKOTO
NPUMEHEHHS

KPUTEPUN
Ka4eCTBa JIMCTKA-BKJIA/IbIINA

Cuocka. IIpunoxenue 18 ¢ nsmenenueMm, BHeceHHBIM pemeHnemM Coera EBpasuiickon
skoHOMHUYecKkor komuccuu ot 21.02.2025 Ne 18 (Bcrymaetr B cuiy mo ucredeHuu 30
KaJICHJAPHBIX THEW ¢ AaThl €ro 0(pUIUaIbHOTO OMyOIUKOBAHUS).

ITokazaTens bamn
WHaukaTopsl, XapaKTepH3yIOIIHe MpoIiece

1. TloxTBepkaeHWE TMPUBICUYCHUS K pa3pabdoTKe

[aLMEHTOB:
€CTh MOJITBEPKICHHUE 1
HET MOATBEPKACHUS 0

2. HOI[TBCp)K)IeHI/Ie TOro, 4YTO YYTCHLI HOTpe6HOCTI/I
0COOBIX TpynIl NanueHTOB!:

o0cyX/eHne B 0COOBIX TPYIIax IPOBOAMIOCH 1
o0cyxJIeHHE B 0COOBIX IPYIIaxX He IPOBOAUIOCH 0

3. Tlomb3oBaTenbckOoe TECTHPOBAHUE MPOBEACHO (

COKpAIIICHO):
Aa 1
HET 0

WHauKkaTopsl, XapaKTepU3yIOIIKUE TUCTOK-BKIIAbIII

A. OreHka momadd Marepuana: ymao00YNTaeMOCTh
TEKCTA M JIETKOCTH HaBUTaInu |

Al. Bribop mpudra, Kerib 1 rapHUTypa
YETKHUH U YI0OOUUTACMBII TEKCT 1
Jr00BIe 3aTPyAHEHNUS IPH IPOYTEHUN 0

A2. HcnonwszoBanue mpu oOoG(GOpPMIIEHHH TEKCTa
3arjiaBHbBIX OyKB, KypCHBa, TOAYEPKUBAHUS, PAMOK H T.

I.

OTCYTCTBUE HEHAJIEKAIIETO UCIOIb30BaHUs 1
moboe HEHaJJIeXallee HCIONb30BaHUE TaKOTO 0
odopmieHns

A3. KoHTpacT MeXy TEKCTOM U ()OHOM, I[BET

XOpOILUN KOHTPACT 1
IJIOXOM 1BETOBOI KOHTPAcCT 0
A4. ®opmatupoBaHHE U MEXCTPOUHBIN HHTEPBAI
HaJUIe)Kalllee UCII0JIb30BaHHE HHTEPBAIOB 1

YIZIOTHEHHBIA TEKCT 0



AS5. Hcnonp3oBaHue KOJOHOK, 00OOCHOBAaHUE W JJIMHA
CTPOK, MPEUIOKEHU U ab3a1eB

HET CJIy4acB HCHAJICKAICTO IPUMCHCHU A

HaJIUYHE XOTS ObI OQHOr'o Cliydass HCHAIJICKALICTOo
IPUMCHCHUA

A6. Mcrionb30BaHuE 3ar0JI0BKOB

HCITONIb30BaHUE IOJ3ar0JIOBKOB  (JOMOTHUTEIBHBIH
OOHYCHBIN 0ama 3a YeTKoe U OCMBICICHHOE
HCIOJIb30BAHUE  3aroJIOBKOB, CIIOCOOCTBYOIIUX
HaBUTAIAH)

HUCIIOJIb30BAHUEC TOJIBKO OCHOBHEBEIX 3aroJIOBKOB
maboHa JIMCTKa-BKJIaJbIlIa

A’7. Vicionp30BaHNe CUMBOJIOB U U300paKeHHMA

HaJyle)Kaliee  MCIOJHEHHe  (ZOMOJHUTEIbHBIN
OOHYCHBI 0aylI, ecld HMMEeTCs Hajajiexaliee
000CHOBaHME HMX NPHMCHEHUS WIH INIPH HaTHYUH
YEeTKHUX TpapUIecKuX HHCTPYKITUH 110 TPUMEHEHHIO)

HEHaJIexkKallee MCIoIHeHne 0e3 yueTta HOTpe6HOCT€ﬁ
NaIrCHTOB

b. Ouenka cogepxuMoros

bl. Vka3zaHus WCTOYHHUKOB JOIOJHHUTEILHOH
“HpOPMAIHH:

HaJIM4He CCHUIOK;
OTCYTCTBHUE CCBUIOK.

B2. Yka3anne Ha Hamn4ne anbTepPHATHBHBIX (JOPMATOB:
HaJIMuue yKa3aHWsL;

OTCYTCTBHE yKa3aHHUSI.

b3. Hcnonp3oBaHHE MOHATHBIX TEPMUHOB BMECTO
MEAUIUHCKON TEPMUHOJIOTUH:

MPEVMYIIECTBEHHO MOHATHBIE MPOCTBIM JIIOISIM
TEpPMHHBI;

COXpaHEHHE MEIUIIMHCKON TEPMHUHOJIOTHH.
Bb4. BxiroueHne 3arojgoBKOB:

HaJIN4YHE 3aT0JIOBKOB;

OTCYTCTBHE 3arOJIOBKOB.

B5. Bxirouenue cBeleHUH O M0JIb3e:
HaJJIeXallye CBEICHU O M0JIb3E;
OTCYTCTBHUE CBEJICHUH O MOJIb3E.

Bb6. I'pynnupoBka HeskeNnaTeNbHBIX PEaKIU:

yKa3aHue MOpsAKa HeXeJaTelIbHBbIX peakluil, Koraa
HEXENlaTeIbHbIE PEaKIUu CIEAYIT TMepBBIMUA  (
JIOTIOJTHUTENbHBIM OOHYCHBIA Oyl 3a BBIICICHHE
KITFOYCBBIX HEXKCIIATCIBHBIX pPEaKIMid, TPEOYIOUIHX
TIPUHSTHS MEP);

MOJTHOE OTCYTCTBHE Tpajalli¥ HeXeJlaTelbHbIX
peakuuii;



HCIOJIb30BAHUC CUCTEMHO-OPraHHbIX KJIACCOB. 0

b7. BxkurodeHne U NOPEACTABICHUE YaCTOTHI
BO3HHUKHOBCHHS HCKCIATCIIbHBIX peaKuHﬁ:

YKa3aHHUEC 4aCTOThI; 1

OTCYTCTBHUE YKa3aHUA YaCTOTBI HJIN OTCYTCTBUE 0
00BsICHEHUS rpaganyvun 4aCToOThI.

HUTOIO:

IIpumedanme. bamibsl npucyXaaroTcs ciaeayromuM odpa3zoM: 1uioxas npaktuka — 0
OamioB, mpuemisieMas — 1 Oai, B ciayyae HaJuIeKallell MPaKkTUKH MO JII0OOMY KPUTEPHUIO
HavKcIsAeTcs 10 3 OOHYCHBIX 0aJTOB (MaKCUMAJILHO TOJIBKO 32 1 KpUTEPUid)JOTOTHUTENBHO.

MakcumanbHbl cueT no oreHke nokasarenei — 20 6annoB (10 GannoB 3a mogauy
Mmartepuaia u 10 6amioB 3a cofepKaHue).

NHaukaTopbl, XapaKTepU3yIOIIHUE PE3ybTar.

Hamnenennocts Ha coOmntoieHNEe — UHPOPMHUPOBAHHBIE NEUCTBUS MPU NMPUMEHEHUU
npernapara B COOTBETCTBUU C PEKUMOM JIO3UPOBAHUS U MPU HEOOXOIUMOCTU IPUHSATUSI MEP
JUISI MUHUMU3AIA PUCKOB.

CypporaTtHble MepbI:

COOOIIIEHNE O HEKEATEIbHBIX JIEKAPCTBEHHBIX PEAKIUAX BCICACTBUE HEMPABUIBLHOTO
NPUMEHEHHUS;

CBEJICHUS, MOJTYUYEHHbIE IO pe3yJibTaTaM HUCCIECIO0BAHUNA JOCTYIHOCTH U MPUMEHEHHS,
BKJIFOYAs CBEJICHUSI O HA3HAYEHUH, TyOJIUKyeMbIe YIIOJTHOMOYEHHBIMHU OpraHaMH TOCYAapCTB
— yjeHoB EBpa3uiicKOro 3KOHOMHYECKOrO COI03a; ONMYyOJIMKOBAaHHBIE HCCleN0BaHUs (B
MEPUOANYECKON HAyYHOU MeYaTH U T. I.);

NoJIy4eHHE 0J00OPEHUS OT YIOJIHOMOUYEHHBIX OPTaHOB FOCYJapCTB-UJICHOB (MPU HATUYUHN)

’KaJI00bl OOIIECTBEHHOCTH M MEAMIMHCKUX PaOOTHUKOB B YIOJHOMOYEHHBIE OPraHbI
roCcyJapCTB-4IEHOB 00 OTJENbHBIX JIMCTAB-BKIAAbIIIAX;
MEpbl, IPUHUMAEMbl€ KOMIIAHWEW, HAaNpHUMEDP, NMPEICTABICHUE IOIOJIHUTEIbHBIX
CBEJICHUH, ropsiune TejaedOHHbIC TUHUU, BOIPOCHI MOTpeOUTENeH U T. 11.;
KOMMEHTApUU OT OpraHu3aluil ManueHTOB, MEIULUHUHCKUX pPaOOTHUKOB H
OOLIECTBEHHOCTH, Kacalolluecs OTACNIbHbIX KaTEropuil B paMKax IIaHUPOBAHUS IEPECMOTpa

KaTCropum.
MPUJIOXXEHHUE Ne 19
K TpeOOBaHHUSAM K HHCTPYKLHUH 110
MEIUIUHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO IIpernapara u
o0l1eit xapakTepucTruke
JIEKapCTBEHHOTO MpernapaTa s
MEJHUIHCKOTO IPUMEHEHUS



Cnocka. TpeboBaHus TOMOIHEHBI MpHIOKeHUEM 19 B cooTBeTCTBHM ¢ penieHueM CoBeTa
EBpasuiickoii skoHOMHUeckor komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIy IO
UCTEUCHUHN 6 MECSIIEB C JaThl €ro OPUIIMAIBLHOTO OIMYOJUKOBAHUSA).

YKA3AHWA

10 TOJIFOTOBKE TEKCTa IMpeaympexaaomei napopmanmu 06 HHPEKIMOHHBIX areHTax B 00mux
XapaKTEepHUCTHKAX JICKAPCTBEHHBIX IIPENapaToB U JIMCTKaX-BKIAJbIIAX JIEKAPCTBEHHBIX
IpenaparoB, MOTyIeHHbIX 3 KPOBH HJIM IUTa3Mbl KPOBH 9EJIOBEKa

I. O6mue monoxenus

Hacrosmue VYkazanus copaepxar craHIapTHble (DOPMYIUPOBKU TEKCTa
npeaynpexaaronieid ntHpopMaluu 0 pucKe nepeayu ¢ KpoBbio U (MJIM) €€ KOMIOHEHTAMHU
BO30OyauTene MHGEKIUNA, KOTOPHIA JOJKEH OBITh BKJIIOYEH B OOIIME XapaKTEPUCTUKHU
JIEKapCTBEHHBIX MPENapaToB U JUCTKU-BKIAIBIIIN JEKAPCTBEHHBIX MTPENapaToB, MOJTYUYECHHBIX
13 KPOBU WJIM IJIa3Mbl KPOBH YEJIOBEKA.

[Ipu BBeIeHNM JIEKApPCTBEHHBIX MPENApaToOB, MOJYYEHHBIX U3 KPOBU WJIH IJIa3Mbl KPOBU
YeJI0BEKa, HEBO3MOXKHO MOJHOCTHIO HCKJIIOUHTH Tepelayy T€MOKOHTAaKTHBIX areHTOB U
pa3BuUTHE UHPEKIIMOHHBIX 3a00I€BaHUIA.

Mepbl, npuHUMaeMble ISl TPEAYNPEXKICHUS Nepenadyd ¢ KpoBblO U (WIH) ee
KOMIIOHEHTaMHU B030yauTenell MHOEKUUi Nnpu NMPUMEHEHUH PacCMaTpPUBAEMON TPYyMIIbI
JIEKapCTBEHHBIX MpEnapaToB, BKIOYAIOT OTOOpP JAOHOPOB, CKPUHUHT WHJIMBUYaJbHBIX
JOHALMWA U MYJIOB IJIa3Mbl HA COJEPKAHUE MAPKEPOB U3BECTHBIX BUPYCOB, MEPEIAIOIINXCS
yepe3 KPOBb U €€ KOMIOHEHTHI, M BKIIOUCHHE CTaIui MHAKTUBALMU U (WUJIK) SIIMMUHAIIUN
LIIMPOKOTO CIIEKTPa BUPYCOB.

B oOmel xapakTepuCTHKE JIEKapCTBEHHOr'O Ipernapara W JIMCTKE-BKJIAJbIIIe
JIEKapCTBEHHBIX IMpenapaToB, MOJYYEHHBIX U3 KPOBU WM IUIa3Mbl KPOBHU YEIOBEKA
UCIIOJIb3Y€eTCs CTaHIapTHast (hOPMYJIUPOBKA C LENbI0 HH(POPMUPOBAHUS Bpaueil U MallMeHTOB
O pUCKE Mepeiadyn Bo30yauTeNnel BUpYCHbIX MH(MEKIUA, 00YCIOBICHHOM BBEACHUEM JIFOOBIX
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBH YEJIOBEKA.

TekcT mpeaynpexaatoiieid nHGopMaIli O PUCKE Mepeiadud Bo30yaAuTEIeH BUPYCHBIX
MH)EKIUH MOCTOSHHO TIEPECMATPUBALETCS C 1ENIbI0 0OOHOBICHHS. TekcT nHGOPMAIINK TaKKe
M3MEHSIETCSl B Clyuyae, €ClIM HEKOTOPhIE MPEAYNPEKICHUS MePEeCTaHyT ObITh aKTyaJbHBIMU
JUTsl KOHKPETHOTO MPOyKTa U3 KPOBU WJIU IJIa3Mbl KPOBU YEJIOBEKA.

B cooTrBercTBHM ¢ TnaBoi "OneHKa KayecTBa JEKaPCTBEHHbBIX MPENapaToB, MOJIYYEHHBIX
3 IU1a3Mbl KpoBU 4yenoBeka" IlpaBun mnpoBeneHUsT HCCIEIOBAaHUN OHMOIOTHYECKHUX
JIEKapCTBEHHBIX CpeACTB EBpa3niickoro 3KOHOMUYECKOIO COK03a, YTBEPKACHHBIX Pemennem
Cosera EBpazuiickoil 3xoHOMHUYECKOW KoMHuccHH OT 3 HOAOps 2016 r. Ne 89, menuunHCKOMY
MEePCOHANTY HEOOXOAMMO JOKYMEHTHPOBATh HAMMEHOBAHUE M HOMEDP CEPHH JIEKAPCTBEHHOTO
npenapara Mnpu KaxJaoM BBEACHUH €ro NallMeHTy ¢ UEbI0 MoAIepKaHusl 0OpaTHOU CBSI3U.



[TarmmenTsl Takxke HHGOPMHUPOBAHBI O HEOOXOAUMOCTH JOKYMEHTHPOBAHUS
HAaMMEHOBAHUS U HOMEpPA CEpHUM JIEKAPCTBEHHOT'O Mpernapara IpHu KaXJIO0M €ro BBEJICHHUH C
LEeJbI0 TMOJACpXKAaHUs OOpaTHOM CBSI3U IMOCPEACTBOM MNPEAyNpPEKIAIONIEro yKa3aHUs B
JIMCTKE-BKJIA/IbIIIE JIEKAPCTBEHHBIX MPENapaToB, MOJIYYEHHBIX U3 KPOBU WJIM TJIa3Mbl KPOBU
YeJIoBeKa.

[Ipenynpexnatomas uHGopMalus O pHUCKe Mepeaadyd BO30yIUTeNIe BUPYCHBIX
MH(EKIMI BKIIOYaeTCs B OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTr0 Ipernapara B pasjaen 4.4,
COJIepKalllui KIIMHUYECKU Ba)KHBIE YKa3aHUS U MEPbI MIPEJOCTOPOKHOCTU MPHU TPUMEHEHUU
JIEKapCTBEHHBIX MPENapaToB, MOJTYYEHHBIX U3 KPOBU WJIH IJIa3Mbl KPOBU YEJIOBEKA.

B cBsi3u ¢ 3TUM naHHYI0 (OPMYITMPOBKY HE JOMYCKAECTCS PACHIUPATH 3a CUET IPYTHUX
CBEJICHUH, HE SIBISAIOMIMXCS OCOOBIMU YKa3aHUSIMHU WJIM MEpaMu MNPeAOCTOPOKHOCTH (
HapuMep, OMHUCAHMEM CTaJWil WHAKTUBALMU W (WJIM) DJIUMHHALIMK BUPYCOB WIIH
UCIIBITAHUSAMM Ha OTJENIbHbIe BUPYCHI). PaccMoTpeHHas GopMyiaupoBKa OTHOCUTCS M K
o0beMy HH(pOpMaALUU AJIs NOTPEOUTENEH, BKIIFOUaEMOM B JIMCTOK-BKJIA/IBIII JIEKAPCTBEHHBIX
npenapaToB, MOJIYYEHHBIX U3 KPOBH HIIH IIa3Mbl KPOBU YEJIOBEKA.

Hacrosimue Ykazanus comep:kaT JBa M3MEHEHUS B CPAaBHEHUU C TPAJUIIMOHHBIM
NOAXOJOM IO COCTaBJCHHUIO Mpenynpexaarouel MHGopManuu O pUCKE Neperadu
BO30yAuTENeld BUPYCHOU HH(DEKIUU:

He TpeOyeTcs CChUIKAa Ha KOHKPETHBIC 00s3aTeNIbHBIE MEPHI, ITOCKOJIBKY OHA HE SBIISICTCS
NpeaynpexxJIeHUeM WM Mepoil O€30MaCHOCTH, U YKa3aHHbIE CBEJACHUS JOCTYIHBI B JPYTUX
UCTOYHHKAX (0Os3aTenbHble MEphl MYyOIUMKYIOTCS B 4YacTHOM cratbe dapmakonen
EBpasuiickoro sxoHomuueckoro corosa (nanee — @apmaxonesi Coroza) "[lnasma yenoBeka
st pakuMOHUPOBAaHUA", a B cllydae OTCYTCTBUSI 3TOM CTaThbM — B YAaCTHBIX CTaThIX
dbapMakomneld TocylapcTB — WICHOB EBpa3wilckoro 3KOHOMHUYECKOTO colo3a (maiee —
rocyJ1IapCTBa-4JICHBI));

npeaynpexaaronias nHpopMaius COAEPKUT cBeaeHHs 00 o0mel 3P heKTHBHOCTH BCEX
Mep, NPUHATHIX AJI 00ecriedeHus: BUpYCHOM 0e30MacHOCTH JIEKapCTBEHHOrO Ipenapara us3
KpPOBU HJIM TUIa3Mbl KPOBHM YEJIOBEKa, U HE COJAEPKUT cBeAeHUs 00 3(PeKTUBHOCTH
OTJIEJBHBIX CTAANN MHAKTUBALMU U (W) SJIMMUHAIIMU BUPYCOB B MpOIlecCce MPOU3BO/ICTBA.

Nudopmanus, oTHOcsImasACsa K MpoleaypaM HHAKTUBAUMU U (UJIW) DJIMMUHAIUH,
crioco0OHa BBOJUTH MOTPEOUTENS B 3201y I€HHE, OCOOCHHO B OTHOIIEHUU NTapBoBupyca B19.

Hamnpumep, eciu B mpoliiecce mMpou3BOJICTBa IpeaycMoTpeHa 3PGeKTUBHAS CTaaus B
oTHoOIIeHUH napBoBupyca B19 (To ecTh cTanus, ciocoOHasi CHU3UTh Ha HECKOJIBKO TOPSIKOB
YPOBEHb BUPYCHOW Harpy3ku), OJHAKO BO3MOXHOCTH CTaJuu OyAYyT 3aBBILIEHBI B Clyyae
BBICOKOM BUPYCHOM Harpy3Ku B ITyJI€ IUIA3MBbl.

[Ipenynpexnaroniee ykazaHue cooOUIaeT O MOTEHIMAJbHOM pHUCKE Nepeaayu
BO30yIUTENIe BHUPYCHBIX HWH(EKIUHA TpH MPUMEHEHUW JICKAPCTBEHHBIX IPENapaToB,
NOJYYEHHBIX W3 KPOBU WJIHM IUIa3Mbl KPOBU 4YejaoBeka. OCHOBHOW TEKCT JOKYMEHTA
pPa3bsICHSAET MCIOJb30BAHUE NPEAYNPEKIAIOMUX YKa3aHUM, TPUBEICHHBIX B HACTOSIIUX



Vkazanusx. B Tekcre npemymnpexparonieii MHPOpMAIMU YIOMUHAIOTCS OMpeeIeHHBIC
BHUPYCHI, KOTOPHIE B MPOIILJIOM NEPEIaBAIUCH NPU TPUMEHEHUH JIEKAPCTBEHHBIX MPENnapaTos,
MOJIYYEHHBIX U3 KPOBH WJIH IJIa3Mbl KPOBU YEJIOBEKA.

Mepsl, npyHUMaeMble JJI MPEAYNPEKICHUS epeaund TaKuX 000JI0UE€YHbIX BUPYCOB,
Kak BUpyc uMMyHoae¢puuurta yenoeka (BUY), supyc renarura B (BI'B) u Bupyc renatura
C (BI'C), paccmaTpuBatotcs B kKauecTBe 3(h(PEKTUBHBIX JJIs1 BCEX KOMMEPUYECKUX MPenapaToB.
Takue 6e300010ueuHbIe BUPYCHI, Kak BUpyc renatuta A (BI'A) u mapsoBupyc B19, tpynxo
MOJJAIOTCS WHAKTUBAUM U (WMIW) JMUMUHAIMU, a 2G()EKTUBHOCTH MEp YyIaJCHHS
0€300010Y€YHBIX BUPYCOB OTJIMYAETCS AJI Pa3HbIX JIEKAPCTBEHHBIX MPENapaToB.

B cBsi3u ¢ 3TUM CBelieHUs, COMepKAIIUecs s MOTpeduTenel B o01eil XxapakTepucTUKe
JIEKapCTBEHHBIX MPENapaToB U JIMCTKE-BKJIAAbIIIE JIEKAPCTBEHHBIX MTPENapaToB, MOJIYYEHHBIX
M3 KpPOBM WM TJa3Mbl KPOBHU YEIOBEKA, JOJIKHBI COJEpkaTh HHGOPMALUIO O
NOTEHIMAIBLHOM pUCKe Tiepeaaun 0e3o00o0moueunbix BupycoB (BI'A u mapBoBupyca B19) ¢
YYETOM NPUHUMAEMBIX Mep 0€30MacHOCTH M PE3yJIbTAaTOB UCCIEAOBAHUN MHAKTUBALUU U (
WIN) 3JIMMUHAIIMY BUPYCOB, MTPOBEACHHBIX JIEPXKATEIIEM PETUCTPAIIMOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpenapara, NoJIy4eHHOr0 U3 MIa3Mbl KPOBU YEJIOBEKA.

HeB03MOKHO COCTaBUTH OT/IETBLHOE YKa3aHHUE O MOTEHIIMATHLHOM pUCKE HHOUIIUPOBAHUS
0e3000104ueyHBIMU BUpYcaMH. B mponecc mpou3BoACTBa BCEX JICKAPCTBEHHBIX MpEnapaToB
W3 KPOBH WJIU TUIa3Mbl KPOBH YEJIOBEKA JOJDKHBI OBITh BKIIOUCHBI dP(HEKTUBHBIC CTaINU
WHAKTUBALUU U (UJIM) SIMMUHAIIMY IIHPOKOTO CHEKTpa BUPYCOB, 00JIaalOMIUX Pa3HBIMU
(GU3UKO- XUMUYECKUMU CBOMCTBaMH. DTO JaeT YBEPEHHOCTh B 3(P(HEKTUBHOCTH HHAKTHUBAIIH
U (UIM) PIUMHUHAIUM BUPYCOB, HE H3BECTHBHIX B HACTOSIIEE BpEeMs WM HEIaBHO
MOSIBUBIIUXCSL.

Bupyc nuxopanku 3anagnoro Huna nosisuiics B CeBepHOM AMEpPHUKE U IepeiaBajics
yepe3 KOMIIOHEHTHI KpoBU. BMmecTe ¢ TeM ciiyuau mepenayu BUpyca JUXOpPaaKHu 3anagHoro
Huna yepe3 nekapcTBEHHbIE Ipenaparbl, MOJTYYEHHbIE U3 IJIa3Mbl KPOBU YEJIOBEKa, HE
3apeructpupoBanbl. Mcrnosib3yemble B HAcTosllee BpeMs CTaauW WHAKTHUBAUUMU U (WUIIN)
ANMMHMHALIMKA JTOCTAaTOYHBI ISl oOecredeHus] 0e30MacHOCTH JIEKapCTBEHHBIX MPENapaToB,
NOJIYYEHHBIX U3 IUIa3Mbl KPOBU YEJIOBEKA, B OTHOIIEHUHU BHpYyca TUXOopaku 3anagHoro Hua

C ydeToM 3TuX (aKTOpPOB B MPEAYNPEXJIAOMINX YKa3aHUIX HUHPOpMaIUsi O JaHHOM
BHUpYCE HE YKA3bIBACTCS.

PaccmarpuBaeTcst Bompoc 0 HE0OOXOAUMOCTH OTAEIBHOIO YIOMUHAHUS O BapUAHTHON
oone3nu Kpeittudenpara — Sxkobda (BBKS) B mpenynpexnaromux ykazanusx. [Ipunsaro
pelIeHne O Helesleco0Opa3HOCTH BKJIIOYEHHUS OTAEIBbHOTO YIMOMHHAHHUS O IMOBBIIICHHON
OMACHOCTH B CBSI3U C NOTEHUMAJIBHOW Iepenadyeil Bo3OyAuUTENss BapUaHTHON Oo0Je3HU
Kpeiitidensara — SIkoba yepe3 neKapCTBEHHBIE Mpenaparhbl, MOJTYYEHHBIE U3 KPOBU HIIU
IUIa3Mbl KPOBH UY€JIOBEKA, U MPOJOJIKEHUH MPAKTUKU MPEACTABICHUS YaCTHBIX CBEJCHUI B
APYTUX TOKyMEHTaX.



Nudopmanus B npeaynpekIaoiieM yKa3aHUu COACPKUT 00IIee mpeaypexacHue o
HEBO3MOYXHOCTH TIOJTHOTO MCKJIFOYEHUS Mepeiadynd BO30YyAUTENeH BUPYCHBIX MH(EKIUN TTpU
NIPUMEHEHHUH JIEKAPCTBEHHBIX IIPENapaToB, IMOJYYEHHBIX W3 KPOBU WM IUJIa3Mbl KPOBH
YEJI0BEKA.

Coo0bmenns 00 MHPUITMPOBAHUU BHPYCaMU MPU BBEJCHUH JIEKAPCTBEHHBIX MPENapaToB
HAa OCHOBE albOyMHHA, TOJYYEHHBIX CTaHAAPTHBIMU METOJAAaMU U COOTBETCTBYIOIIUX
(dbapmakonelnbiM cTathaM @Papmakonen Coro3a, a IpU OTCYTCTBHUU B HEW — CTaThbsIM
(dapmakoriell rocy1apcTB-4JICHOB, HEe TIocTymnaiu. Ecinu anb0yMuH UCTIONB3yeTCsS B KAUECTBE
BCIIOMOTATEILHOTO BEIIECTBA B IPYTUX JICKAPCTBEHHBIX IIpenapaTax, He TpeOyeTcs BKII0YATh
Kakue-mu0o OTAENbHBIC MPEAYNPEKACHUS, UYTO OOBSICHACTCS IUTEIBHON HCTOpHEH
0e30macHOTO TPUMEHEHHUS JIEKapCTBEHHBIX IMpenapatoB Ha OCHOBE albOymuHa. B
PACCMOTPEHHOM CiIydae albOyMHUH YKa3bIBA€TCS B TMEPEYHE BCIIOMOTATEIHHBIX BEIIECTB,
UCITOJIb3YEMBIX JJISI IPOU3BOACTBA APYTOr0 JEKAPCTBEHHOTO MpErapara.

II. TIpexynpexnenue 06 HHPEKTUOHHBIX areHTax B 00melH XapaKTepUCTHKE JIEKapCTBEHHBIX
IpenapaToB, MOTydeHHBIX H3 KPOBH WIIH ILIa3MbI KPOBH 9eJI0BEKa

B oO0mieii xapakTepucTuke JIeKapcTBEHHOTo ipenaparta B pazjeine 4.4 "OcoOble ykazaHus
U MEpPBI MPETIOCTOPOKHOCTHU TIPU TPUMEHEHUU" BHIOOP (OPMYITHPOBKH, 3aKIFOYEHHON B < >,
3aBUCUT OT 3 (PEKTUBHOCTU MEP B OTHOIIICHUU COOTBETCTBYIOIIETO BUpYCa.

1. JIexapcTBeHHEIE IpENapaTHl, HOXYICHHEIE U3 KPOBY MM IUIa3MEI KPOBH 9EJIOBEKA (32
ACKIIIOYCHAEM HMMYHOITIOOYJIMHOB U anb0yMuHA)

"CraHzapTHble MEpbI IPEAYNPEKICHUS PA3BUTHS BUPYCHBIX HH(DEKIUH, 00yCIOBIEHHBIX
IIPUMEHEHHUEM JIEKAPCTBEHHBIX IPENapaToB, MOJYYEHHBIX U3 KPOBU WM ILIa3Mbl KPOBHU
YeJioBeKa, MpeycMaTpruBatoT 0TO0p TOHOPOB, CKpUHUHT MHAUBUAYAJIbHBIX JOHAIMM U ITyJI0B
I1a3Mbl Ha crenu@uueckre Mapkepbl HHPEKIHUNA U BKIIOUYEHHE B MPOIECC MPOU3BOJICTBA
3¢ (PEeKTUBHBIX CTaUN MHAKTUBAIIMU U (WJIM) JIMMHUHAIIMU BUpYycoB. HecmoTps Ha 310, Npu
BBEJICHUH JIEKAPCTBEHHBIX IIPENAPATOB, ITOJYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBU YEJIOBEKA,
HEJIb3s1 IOJHOCTBIO UCKIIFOUUTh BO3MOXHOCTD I€peiaul BO30yIuTeNel BUPYCHBIX UH(EKIHIA
, 0OCOOCHHO B OTHOLIEHUY HEU3BECTHBIX U HOBBIX BUPYCOB, a TAKXKE IPYTUX NaTOTE€HOB.

[TpunsThIe MEpBl cUUTAIOTCS () (PEKTUBHBIMU B OTHOIIEHUN TaKUX 000J0YEUHBIX BUPYCOB
, Kak BUpyc uMmmyHojeduuura yenoseka (BIY), Bupyc renatura B u Bupyc renatura C.

<, a TaKkKe B OTHOIICHUH 0€3000I04eYHOTO<BIX> BUPYyca<oB> <rematutra A> <p> <
napBoBupyca B19>>.

<I[IpuHsTHIE MEPHI HE CYUTAIOTCS JOCTATOUHO 3(HPEKTUBHBIMU
B OTHOIIICHUH TaKuX 0€3000JI04€UHBIX BUPYCOB, KaK <BHUPYC renaTuta A> <u> <mapBOBHUPYC
B19>>.



<UndunuupoBanre mnappoBupycom B19 omacHo misi GepeMeHHBIX KEHIIUH (
MH(UIIMPOBaHUE MJIOAA) U JIMIL ¢ UMMYHOAE(PUIUTOM HJIM MOBBIIIEHHBIM 3PUTPOIOI30M (
HaIlpuMep, IpU FeMOJUTUYECKOM aHEMHHM)™>. YKa3aHue O TPylIax pHCKa M0 NapBOBUPYCY
B19 Bkitouare He TpeOyeTcs, €cild MPHUHAThIE MEphl PACIEHUBAIOTCS B KadyecTBE
s dexTuBHBIX B oTHOIICHNH B19.

[Ipu xaxxqoM BBEIEHUHU MAIMEHTY {HAaWMMEHOBaHUE Mpernapara} TOKYMEHTUPYETCS €ro
HAaMMEHOBAaHHE U CEPUIHBIA HOMEP B LIEJIAX COXPAHEHUS CBSI3M MEXAY MMAallUEHTOM U Cepuein
npemnapara.".

IIpumeppr.
Mepel, 5¢h¢pexkTHBHBIE B OTHOIIIEHHH BHpYCA refaTuTa A u nmapBoBupyca B19:
"[IpunsiThie Mepbl cUUTAIOTCS 3(P(PEKTUBHBIMU B OTHOIIEHUU TAaKUX O0O0JOYEYHBIX
BHUPYCOB, KaKk BUpyc nMMmyHoedunuta genoreka (BUY), supyc remarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takke B OTHOIIEHUWU TaKUX 0€3000J0YEUHBIX BUPYCOB KaK BUPYC
rernaruta A u napsosupyc B19.".
Mepel, 5¢h¢pekTHBHBIE B OTHOIIIEHHH BHpYCA rernaTtuTa A, Ho He napBoBupyca B19:
"[IpunsiThie Mepbl cUUTAIOTCS (P(PEKTUBHBIMU B OTHOIIEHWU TAaKUX O0OJOYEYHBIX
BHUPYCOB, KaKk BUpyc uMMmyHojedunurta yenoreka (BUY), sBupyc renarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takxe B oTHOIIEHHH 06€3000104e4HOro Bupyca renatuta A. [IpunsTeie
Mepbl HE CYMTAIOTCSA JAOCTATOYHO 3(PPEKTUBHBIMU B OTHOIIEHHUU TaKUX 0€3000JI04€YHBIX
BUpYCOB, Kkak mnapBoBupyc B19. Mudunuposanue mnapsoBupycom B19 omacho s
OepeMEeHHBIX JKeHIIMH (MHQUIUpOBaHWE IIOAA) U JIMI C HMMMYHOJICPHUIUTOM WU
MOBBIILIEHHBIM 3PUTPOIIO330M (HAIPUMEp, TPU TeMOJIUTHYECKON aHeMun).".
Mepel, HEa(phekTHBHBIE B OTHOLLIEHHH BHpYCa IeflaTuTa A H napBoBupyca B19:
"[IpuHATHIE MEpbl CUUTAIOTCS 3PPEKTUBHBIMU B OTHOIIEHMHM TAaKUX O00OJOUYEUYHBIX
BHUPYCOB, KaK BUPYC UMMYHOJe(hULINTA YeloBeKa, BUpyc remarura B u Bupyc renarura C.
[IpuHsATBEIE Mepbl HE CUMTAIOTCS JOCTATOYHO S()PEKTUBHBIMU B OTHOILIEHHH TaKHUX
0€3000J104eUHbIX BUPYCOB, KaK BUpycC renatura A u mapoBupyc B19. Mudunuposanue
napBoBupycoMm B19 omacHo jisi 6epeMeHHBIX KEeHIMUH (MHPUIIMPOBAHUE TUIOAA) U JIUIL C
UMMYHOAE(UIIMTOM I MOBBIIIEHHBIM 3pUTPONO330M (HAIpUMeEp, NpU FEMOJIUTHUECKOM
aHeMum).".

2. TomomauTenbHas GOpMYIHPOBKA UL PEryJIApHO U (WIM) HOBTOPHO BBOAUMEIX JIEKAPCTBEHHBIX
IpenapaToB, MOTydeHHBIX H3 KPOBH WM ILTa3MbI KDOBH 4EJI0BEKa, 32 HCKIIIOYCHHEM
AMMYHOTJIOOY/IHHOB

B oTHomenun npenapatoB GakTOPOB CBEPTHIBAHMS KPOBH, MPENapaToOB aHTUTPOMOUHA U
IPYTUX PETYJISAPHO U (WIM) NOBTOPHO BBOJMMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOITYYEHHBIX
U3 KPOBM WJIM IIa3Mbl KPOBU YEJIOBEKA, 3a MCKIIOUYECHHEM HMMYHOTJIOOYJIHWHOB, TMEpes



MOCJIEAHUM TMPEIOKEHUEM O JOKYMEHTUPOBAHMHM HAUMEHOBAHUSA UM CEPUMHOIO0 HOMEpa
JIEKapCTBEHHOr0 TpenapaTra HEOOXOJIMMO TMPUBECTU CHEAYIOUIYIO JAOMOJHUTEIbHYIO
(bOpMyITHPOBKY:

"[TariueHTOB, PETYSPHO U (WJIM) MOBTOPHO MOJIYYAIOIINX {KJIACC MpernapaToB, HapUMep,
npenapatsl gakropa VIII, mpemapatsr aHTUTpOMOWHA}, TTOTYUYEHHBIE U3 KPOBU WIIH TIJIa3MbI
KPOBH YeJIOBEKA, HEOOXOAMMO BaKIIMHUPOBATh OT renatutoB A u B.".

3. ImMyHOTITOOYJIMHED

CBeneHus 1O JIGKAPCTBEHHBIM TIpemnapaTaM, OTHOCSIIUMCS K MMMYHOTJIOOYJIHHAM,

JOJKHBI BKJIKOYATh CIIEAYIOUIUE NPeIypeKIaonue Haanuc 1 UHPOpMaLHIO.
"CraHIapTHBIE MEPBI MPEAYNPEeKACHUS pa3BUTHUS UH(EKINH, 00yCIOBICHHBIX

MPUMEHEHUEM JIEKapCTBEHHBIX MpPENapaToB, MOJYYEHHBIX M3 IJIa3Mbl KPOBH YEOBEKa,
MpeyCcMaTpuBaloT 0TOOp IOHOPOB, CKPUHUHT MHAWBHIyaJIbHBIX JOHAIMHI U MyJIOB IIa3Mbl
Ha cnenuduyHble MapKepbl HHOEKIUN U BKIIOYEHHE B IIPOLIECC MPOU3BOACTBA 3 (HEKTUBHBIX
CTaAui WHAKTUBAIMU W (MJIM) AIMMUHALMM BUpycoB. HecMOTpsi Ha 3TO, pu BBEACHUU
JIEKapCTBEHHBIX IPEINAapaToB, MOJYYEHHBIX U3 KPOBH WJIM IUIa3Mbl KPOBH UYEJIOBEKA, HEJb3S
HCKJIIOUYUTh BO3MOXKHOCTh Tepe/laud Bo30yauTeneil nHQpeKiuii, 0COOCHHO B OTHOIICHUU
HEU3BECTHBIX U HOBBIX BUPYCOB, a TaKXKE€ APYIHX MTATOT€HOB.

[TpunsiTHIE MEpBI cunTaIOTCS 3PPEKTUBHBIMU B OTHOIIEHUH TAKUX 000JI0UE€YHBIX BUPYCOB
, kKak BUpyc nMmyHoedunura yenoseka (B1Y), sBupyc renatura B u Bupyc renatura C.

<, a TaK’Ke€ B OTHOIIEHUHU 0€3000I04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <p> <
napoBupyca B19>>,

<IIpuHATBIE MEPHI HE CUUTAIOTCS JOCTATOUYHO IP(HEKTUBHBIMU
B OTHOILIEHUU TaKUX 0€3000J104€YHBIX BUPYCOB, KaK <BUpYC renatuta A> <u> <mnapBOBUPYC
B19>>.

HakormieHn 1octatoyHblii KIMHUYECKHUH OTNBIT OTCYTCTBHUS MEpeayu BUpyca renatuta A u
napBoBupyca B19 npu BBeneHMNM MMMYHOTJIOO0YJIMHOB, KPOME TOTrO, MPEANOIAraeTcs, 4yTo
HaJu4Ke Crelu(pUYeCKUX aHTUTEN BHOCUT 3HAUMTENIbHBINA BKIIAJl B 0OecieueHre BUPYCHON
0€30IacHOCTH.

[Ipu xaxj0M BBEJEHUU NMAIMEHTY {HAWMMEHOBAHME IMpernapara} JOKYMEHTUPYETCS ero
HaMMEHOBAaHHE U CEPUIHBIA HOMEP B LIEJIAX COXPAHEHUS CBSI3U MEXAY MAallUEHTOM U Cepuei
npemnapara.".

4. Ais6ymuH

CBeieHHs TI0 JIEKApCTBEHHBIM TMperapaTaM Ha OCHOBE albOyMHHA JOJHKHBI BKIIOYATh
CJIeIyIOLME TPeIyIpekIaloIIe HaIUCH U HHPOPMALIHIO.

"CtanmapTHbIE MEpBI TPEAYNPEKICHUS pPa3BUTHS BUPYCHBIX 3a00J€BaHUM,

00YCJIOBJICHHBIX MPUMEHEHUEM JICKAPCTBEHHBIX MpPEnapaToB, MOJIYUYEHHBIX U3 KPOBH WIIH



MJ1a3Mbl KPOBU Y€JIOBEKa, MPEAYCMATPUBAIOT OTOOP JOHOPOB, CKPUHUHT MHAMBUIYATbHBIX
JIOHAIIMH | ITYJIOB TIa3MbI
Ha crnenuuyHble Mapkepbl UHOEKIUNH 1 BKIOYeHUE A(H(PEKTUBHBIX MPOU3BOICTBEHHBIX
CTaauil WHAKTUBAIMU W (WJIW) DJIMMUHAIMK BUPYcOB. HecMoTpst Ha 3TO, IpU BBEACHUU
JIEKapCTBEHHBIX MPEMapaToB, MOJIYICHHBIX U3 KPOBH WJIU TUIA3MbI KPOBU YEIIOBEKA, HEIb3S
UCKIIIOYUTh BO3MOXKHOCTh TMEpenaud BO30yAHUTENe BUPYCHBIX HMHQEKIIHI, 0OCOOEHHO B
OTHOIIICHUU HEM3BECTHBIX M HOBBIX BUPYCOB, a TAKXKE IPYTHUX MATOTCHOB.

Coo0mienrs 00 UHPUIIMPOBAHUU BUPYCaMU MPU BBEJCHUU JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE aJlhb0OyMHHA, TOJYYCHHBIX CTAaHJAPTHBIMA METOJAaMH W COOTBETCTBYIOIIUX
dbapmakonelinpiM cTaThaM @Dapmakomnen Coro3a, a TpPU OTCYTCTBUM B HEW — CTaThsIM
dapmakorieil ToCy1apCTB-4WICHOB, HE MOCTYIAIIH.

[Tpu xax0M BBEJEHWY TAIMEHTY {HAWMMEHOBAHHE Mperapara} JOKYMEHTUPYETCS €Tr0
HAaUMEHOBAHUE U CEPUUHBIA HOMED B LIEJISIX COXPAHEHUS CBSI3U MEX]y MAllMEHTOM U cepuei
npemnapara.”.

[I. ®opmympoBka pasnena 4.8 "HexenarenpHbie peaknun" o0mei XxapakTepHCTUKA
JIEKapCTBEHHOT'0 IpenapaTta, MOXyIeHHOT0 W3 KPOBH WM ILIa3MbI KDOBH J€IOBEKa

CBeneHus TOJKHBI BKIIIOYATh CIIEAYIOIINE IPEeyTpeKIalolue Hallucu 1 HHHOpMaIIHIO.
"CBenenusi 0 0€30MACHOCTH, Kacaroluecss BO30yAuTeNeld BUPYCHBIX HHQPEKIUH,
MpUBEICHBI B pazjene 4.4.".

IV. IIpexynpexnenns 06 HEGEKIUOHHBIX ar€HTaxX B IMCTKAaX-BKIAbIIIAX JCKAPCTBEHHOTO
Ipenapara, OJIy4CHHOTO U3 KPOBH MIIM ILTa3MBI KPOBH 9ETIOBEKA

[Ipenynpexpaatomiee yka3aHue, COBMECTUMOE C TEKCTOM OOIIeld XapaKTepUCTUKH
JIEKapCTBEHHOTO Mpernapara, BKIo4aeTcs B paszznen 2 "O yem HeoO0XOIMMO 3HaTh nepep <
nmpueMoM><INpUMEHEeHHeM> {HauMEHOBaHue mpenapara}.".

B crneayromux ykazaHusx BbIOOp (OPMYIHPOBKHU, 3aKIIOYEHHON B < >, 3aBUCHUT OT
3¢ ($HEeKTUBHOCTH MEp B OTHOILIEHUHU YKa3aHHOTO BHUpYcCa.

1. JIexapcTBEeHHBIE IIpENapaThl, MOXYICHHBIC U3 KPOBH HIH IUIa3MbEI KPOBH JeJIOBEKa (3a
HACKIIIOY€HIEM HMMYHOTIOOYJIMHOB U as0ymMmHa)

"Ecnu nexkapcTBEHHBIE MpenapaThl U3TOTaBJIMBAIOTCA U3 KPOBU WJIM IUIa3Mbl KPOBHU
YeJIOBEKa, MPUHUMAIOTCS CIICHMAIIbHBIE MEPBI JIJIsl IPEOTBPAICHUS TTepeiaur BO30yauTeNen
MH(PEKIIMOHHBIX 3a00JICBaHUM MAIUEHTaM.

K HuM oTHOCSATCS:

TIIATEJbHBIA OTOOpP AOHOPOB KPOBU U IJIa3Mbl, YTOOBI HE JTOMYCTUTh K JOHOPCTBY

HOCHUTEJICH BUPYCHBIX UH(EKITUH;



UCHBITAaHUE KaXJOW [JOHAIlMM M NYyJOB IJa3Mbl Ha MapKepbsl BHPYCOB
MMMYHOJIOTHYECKMMU U MOJIEKYJISIPHO-T€HETUHUECKMMHU METOJIaMU;

BKJIIOUEHHUE B 00pa0OTKY KPOBH WU IJIA3MbI CTaAHM, CTIOCOOHBIX MHAKTUBUPOBATH WU
yAAJSATh BUPYCHI.

HecMoTpst Ha 3T0, IpHU BBEJECHUU JIEKAPCTBEHHBIX MTPENAPATOB, U3TOTOBICHHBIX U3 KPOBU
WIN TUIa3Mbl KPOBU YEJIOBEKA, HEJb3s UCKIOYUTh BO3ZMOXKHOCTH MEpeauu BO30yauTenen
MH(]EeK1Hii, 0COOEHHO B OTHOLLIEHHH HEHU3BECTHBIX M HOBBIX BHPYCOB, a TaKXe IPYTrUx
IIATOT€HOB.

[TpunsTHIE MEpBI cUNTaIOTCS 3PPEKTUBHBIMUA B OTHOIIEHUH TAKUX 000JI0UE€YHBIX BUPYCOB
, KaKk BUpyC UIMMYyHoAe(uiinTa 4eaoBeka, BUpyc renatura B u Bupyc renaruta C.

<, a Tak’Ke B OTHOIICHUHU 0€3000I04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <p> <
napBoBupyca B19>>.

<IIpuHsATHIE MEPBI HE CUUTAIOTCS JOCTATOYHBIMHU B OTHOILIEHUH TaKUX 0€3000JI04€UHBIX
BHUPYCOB, KaK <Bupyc remnarura A> <> <napBoBupyc B19>>.

<WupuuupoBanue mnapBoBupycoM B19 omacHo ans OepeMEHHBIX >KEHIIUH (
MH(ULIMPOBAHKE IJI0/1A) U JIUL C YTHETEHHEM UMMYHHOU CHCTEMbI UJIM HEKOTOPBIMU BUIAMHU
aHeMu# (Hampumep, IpH CEPrOBUIHO-KICTOYHON OOJIE3HHU WM TEMOJIUTUYECKON aHEMUH )>.
[Ipyn mosiyyeHMM BaMU KaXKJOW J03bl {HaMMEHOBAHUE Mpemnapara; HEoOXOIUMO
JOKYMEHTUPOBATh €r0 HAMMEHOBAaHHE U CEPUUHBIA HOMEDP B LEISAX COXPAHEHHS HCTOPUU
UCIIOJIb30BAHHBIX CEpPUM.".

VYkazaHue o rpymnmax pucka mno mapsoBupycy B19 Bkiiouate He TpeOyercs, eciu
IPUHATHIE MEPBI PACLIEHUBAIOTCS B KauecTBE 3 PEKTUBHBIX B oTHOIIEHHU B19.

Ipumepsr.

Mepel, 5¢h¢pexkTHBHBIE B OTHOIIIEHHH BHpYCA refaTuTa A u napBoBupyca B19:

"IIpunsiThie Mepbl cUUTAIOTCS 3(P(PEKTUBHBIMU B OTHOIIEHUWU TAaKUX O0OJIOYEYHBIX
BHPYCOB, Kak BHpyc uMMyHoneduiura yenoBeka (BUY), Bupyc rematuta B u Bupyc
renatuta C, a Tak)Ke B OTHOIIIEHUH 0€3000J104€UHbIX BUpYyca renaTuta A u napsosupyca B19
.".

Mepsi, 3¢hpexTnBHBIE B OTHOLIEHHH BHpYca renatuta A, Ho He napBoBupyca B19:

"[IpuHsiThie Mepbl CUUTAIOTCSH I(P(PEKTUBHBIMU B OTHOIIEHUU TAaKUX OOOJOYEUYHBIX
BUPYCOB, KaKk BUpyC MMMYyHozaeduuurta yenoBeka (BUY), Bupyc rematuta B u Bupyc
renatuta C, a Takke B OTHOLIEHUHU 0€30005104e4HOro Bupyca renarura A. ITpuHsaTeie Mepbl
HE CYHUTAIOTCS JIOCTaTOYHBIMM B OTHOUICHUM TaKUX 0€3000JI04€YHBIX BHUPYCOB, Kak
napBoBupyc B19. Undunuposanue napsoBupycom B19 onacHo s 6€peMeHHBIX XKEHITUH (
MH(GUIUPOBAHUE TUI0JA) U JIUI] C YTHETEHHEM UMMYHHOU CUCTEMbI WM HEKOTOPHIMU BUIAMHU
aHeMMi (HampuMep, PU CEPIIOBUIHO-KJIETOUHOM 00JIE3HN MIIM FEMOJIUTUYECKON aHeMUn).".

Mepbi, Hea(h(hekTHBHBIC B OTHOLICHHH BHpYCa renatuta A u napBoBupyca B19:

"[IpuHATHIE MEpbl CUUTAIOTCS 3PPEKTUBHBIMU B OTHOIIEHMHM TAaKUX O00OJOYEUYHBIX
BHPYCOB, Kak BHpyc MMMYyHoneduuura yenoBeka (BUY), Bupyc rematura B u Bupyc



renatuta C. I[IpuHATBIE MEpbl HE CUHUTAIOTCS JOCTATOYHBIMH B OTHOILIEHUHU TaKUX
0€3000J104eUHbIX BUPYCOB, KaK BUpyc renatura A u mapoBupyc B19. Mudunuposanue
napBoBupycoMm B19 omacHo /st 6epeMeHHBIX KEeHIIUH (MHPUIIMPOBAHUE TUIOJA) U JIUIL C
YTHETCHUEM HUMMYHHOW CHCTEMbl WJIM HEKOTOPHIMH BHUJAMH aHEMUU (HAmpumep, Mpu
CEPHOBUIHO-KIECTOYHOU OOJIE3HH WIIM T€MOJIUTUYECKOU aHeMun).".

2. lonomHuTeNNbHAA (OPMYIHAPOBKA IS PeryIsSpHO U (WIM) HOBTOPHO BBOJUMEIX JIEKapPCTBEHHBIX
IpenapaToB, MOTydeHHBIX H3 KPOBH MM ILTa3MbI KDOBH 4€JI0BEKa, 32 HCKIIIOYCHHEM
AMMYHOTJIO0Y/IHHOB

B oTHomenun npenapatoB GakTOPOB CBEPTHIBAHUS KPOBH, MPENapaToOB aHTUTPOMOUHA U
IPYTUX PETYJISAPHO U (WIM) NOBTOPHO BBOJHUMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOITYYEHHBIX
U3 KPOBHM WJIM IUIa3Mbl KPOBU YEJOBEKA, 3a MCKIIOUYEHHEM HMMYHOTJIOOYJIHUHOB, TMEpe]
MOCJIEIHUM MPEJIOKEHUEM O JOKYMEHTUPOBAHUM HAaMMEHOBAHUS M CEPUHHOTO HOMEpa
JIEKapCTBEHHOr0 IpernapaTta HEOOXOJMMO NPHUBECTH CIEIYIOUIYI JIOMOJHUTENIbHYIO
(hOpMYIUPOBKY:

"Ecnu BBI peryisspHO (MIOBTOPHO) MOTyYaeTe {KJiacc mpenapaToB, HAPUMEp, IpenapaThl
¢dakropa VIII, npenapaTsl aHTUTpOMOUHA }, TOTYUYEHHBIE U3 MJIa3Mbl KPOBU YeJIOBEKa, Bpay
MOXET PEKOMEH/I0BaTh BaM MPONTH BaKIMHALIMIO OT renaTtutoB A u B.".

3. IimMyHOTIIOOY THHBI

CBeneHus 1O JIGKAPCTBEHHBIM IpernapaTaM, OTHOCSIIMMCS K UMMYHOTJIOOyJIHHAM,
JOJKHBI BKIIKOYATh CIEAYIOLINE PeAyIpeKaatolne HaANuCcu U HHPOPMAIHIO.

"Ecnm JIeKapCTBEHHBIE MpPENapaTsl W3TOTABIMBAIOTCA W3 IUIa3Mbl KPOBU YEJIOBEKA,
NPUHUMAIOTCS CIELMAJIbHBIE MEpbl A MpPeNOoTBpalleHuss Iepenadd Bo3OyauTeneit
MH()EKIMOHHBIX 3200JIEBAHUN MALIUEHTAM.

K HuM oTHOCATCS:

THIATEIbHBIA OTOOP JOHOPOB KPOBH U IUIa3Mbl, UTOOBI HE JOMYCTUTh K JOHOPCTBY
HOCHTEJICH BUPYCHBIX MH(EKIHIA;

UCIBITAHNE KaXJOW JIOHAlMM M NyJOB IIJIa3Mbl Ha MapKepsl BHPYCOB
MMMYHOJIOTHYECKUMH U MOJIEKYJIIPHO-TEHETUYECKUMU METOJaMU;

BKJIIOUEHUE B 00pa0OTKY KPOBH WX IJIa3Mbl CTaAHM, CIIOCOOHBIX MHAKTUBUPOBATH WU
YAAJISATh BUPYCHI.

Hecmotps Ha 370, IpU BBEICHUH JIEKAPCTBEHHBIX IIPENIapaTOB, U3TOTOBJIEHHBIX U3 KPOBU
WM TJ1a3Mbl KPOBU YEJIOBEKA, HEJb3d UCKIIOUUTH BO3MOXKHOCTH Mepe/ladyu Bo30yauTenei
uH(pekui, 0COOEHHO B OTHOUICHUU HEU3BECTHBIX M HOBBIX BHUPYCOB, a TaKXKe IPYrUX
[IaTOTEHOB.

[TpunsTeie Mepbl cuUTAIOTCS () (PEKTUBHBIMU B OTHOIICHUN TaKUX 000JI0YEUHBIX BUPYCOB
, Kak BUpyc uMMmyHoaedunura yenoseka (B1Y), Bupyc renarura B u Bupyc renatura C.



<, a TaKkKe B OTHOIICHUH 0€3000JI04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <u> <
napeoBupyca B19>>.

<IIpuHSATHIE MEPHI HE CUUTAIOTCS JOCTATOYHO d(PGEKTUBHHIMU B OTHOIIEHUU TaKHX
0€30007104€YHBIX BUPYCOB, Kak <BHUpYC remnatuta A> <u> <napBoBupyc B19>>.

BBenenne nMMyHOTr100yJIMHA HE BBI3BIBAJIO Pa3BUTHUE remnatuta A v nHQUIMpPOBaHUE
napsoBupycoM B19 B cBs3u c coaepkaHHEM B JIEKAPCTBEHHOM MpeNapare 3allUTHBIX
AHTUTEI IPOTHUB 3TUX UH(EKIIHIA.

[Ipu mosyuyeHun BaMU KaXKJOW J03bl {HaMMEHOBAHUE Mpemnapara} HEoOXOIUMO
NOKYMEHTHPOBATh €ro HAMMEHOBAHHME M CEPUMHBIA HOMEpP B LEIAX COXPAaHCHMS Clena
HCTOJIb30BaHHBIX CEpUid.".

4. Ams6ymuH

CBeneHusi o JEKapCTBEHHBIM IpenaparaM Ha OCHOBE anbOyMHUHA JOJDKHBI BKIIOYATh
CIIEYIOIKE IPeayNpEeKIaoLue HaIMCU U HH(POPMALIHIO.

"Ecnm JIeKapCTBEHHBIE MpPENapaTsl W3TOTABIMBAIOTCA M3 IUIa3Mbl KPOBU YEJIOBEKA,
OPUHUMAIOTCS CHELUalbHbIE MEphl A MPEeJOTBpalleHusl Iepenadd Bo3OyauTenei
MH(EKIMOHHBIX 3200JIEBAHUN MALIUEHTAM.

K HuM oTHOCATCS:

TIIATEIbHBIA OTOOP JTOHOPOB KPOBH U IUIa3Mbl, YTOOBI HE JOMYCTUTh K JOHOPCTBY
HOCHTEJIeH BUPYCHBIX NH(EKIIHIA;

UCIBITAHUE KaXXJOW JOHAMM M NYJOB MJIa3Mbl Ha MAapKepbl BUPYCOB
MMMYHOJIOTHYECKMMU U MOJIEKYJISIPHO-T€HETHYECKUMHU METOJIaMU;

BKJIIOUEHHUE B 00pa0OTKY KPOBH WM IJIa3Mbl CTAJMM, CHOCOOHBIX MHAKTUBUPOBATH WU
YAQIATHh BUPYCHI.

HecMoTpst Ha 3T0, IpU BBEJEHUU JIEKAPCTBEHHBIX [TPENAPATOB, N3TOTOBJIEHHBIX U3 KPOBU
WM TJ1a3Mbl KPOBU YEJIOBEKA, HENb3d UCKIIOUYUTH BO3MOXKHOCTh Mepeayu Bo30ynuTenen
uH(peKui, 0COOEHHO B OTHOUICHUU HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKXe IPYrUX
MTaTOr€HOB.

Coo0miennst 00 MHOUIMPOBAHUM BUPYCaMU MPH BBEJICHUH JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE aJIbOYMHHA, IIOJYyYEHHBIX CTAHJAPTHBIMU METOAAMU U COOTBETCTBYIOIIMX CTAThSIM
®apmakonen Coro3a, a pU OTCYTCTBUU B HEH — CTaThIM (papMaKkorieil rocy1apCTB-4JICHOB,
HE MOCTyI M.

[Ipyn moslyyeHuH BaMU KakJOW A03bl {HaMMEHOBAHUE Mpemnapara; HEOOXOIUMO
JOKYMEHTHPOBATh €r0 HAMMEHOBAHUE WM CEPUNHBIA HOMEDP B LEIAX COXPAHEHHUs clena
HCMOJIb30BaHHBIX CEpUid.".
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