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OO0 yrBepxkneHIM TpeOOBaHUH K HHCTPYKIIUH II0 MEIUIIHHCKOMY ITPAMEHECHHUIO
JIEKapCTBEHHEIX IPEeNapaToB U 00mel XapaKTepUCTHUKE JIEKAPCTBEHHBIX IIPENapaToB IS
MEIUIIMHCKOTO 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



TPEBOBAHWA

K MHCTPYKIHH IT0 MEAUIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOT'O Ipenapara u o0mei
XapaKTEpHCTHUKE JIEKapCTBEHHOTO IIpenapara Il MEAUIMHCKOTO IPAMEHCHHA

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 TakiKe BOIPOCHI, Kacalomuecs
COCTaBJICHHA (M3MEHEHHA), SKCISPTH3HI X 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.".

[I. Pazaemsr OXJIIT 1. HanmeHOBaHME JIEKapCTBEHHOTO IIpenapara

24. B nannom pasznene OXJIII yka3pIlBatoTCs TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHOTO
npenapara, CBEJACHHUS O JO3MPOBKE M JiekapcTBeHHOUW ¢dopme. lanee mo Tekcty OXJIII
CBEJCHUS O JO3UPOBKE M JEKApCTBEHHOW (opMe B HAMMEHOBAHUU JIEKAPCTBEHHOTO
npenapara JOMyCKaeTcsl He YKa3bIBaTh.

Jo3uposka

25. Jlo3upoBKa JOJKHA COOTBETCTBOBATh KOJIMYECTBEHHO OMPEAEIIEMOMY COAEPHKAHUIO
JEHUCTBYIONIErO BEHIECTBA M NMPUMEHEHHUIO JIEKAPCTBEHHOrO Ipernapara U COBIAJaTh C
KOJIMYECTBOM JEHCTBYIOLIErO BEUIECTBA, YKa3aHHBIM B KOJUYECTBEHHOM COCTaBE U PEKUME
no3upoBaHus. Pa3Hble J03MPOBKM OJHOTO M TOrO JKE€ JIEKAPCTBEHHOTO IIperapara
yKa3blBalOTCs OJAWHAKOBO (Hampumep, 250 mr, 500 mr, 750 wmr). Cneayer uzberathb
HCIIOJIb30BaHUs JIECATUYHBIX pa3eauTeIeH, e npuMeHumMo (Harpumep, 250 Mkr, a ue 0,25
mr). Ecnum nekapcTtBeHHass (opma mnpeicTaBieHa JByMs U 0Oojee J03MPOBKaMH,
BBIPAKEHHBIMU HECKOJbKUMHU €MHULIAMU u3MepeHus (Hanpumep, 250 Mxr, 1 Mr u 6 mr), To
B HEKOTOPBIX CIIy4asixX Lejecoo0pa3Hee yKa3blBaTh 103UPOBKY B OJHUX U TEX )K€ €IMHUIIAX B
Lemsax conoctaBuMoctu (Hanpumep, 0,25 mr, 1 Mr u 6 mr). B niensix 6€30nacHOCTH BEIMUUHY
pa3MepHOCTH "MUJUTHOHBI", "MusIHapael" (Hampumep, €IWHHI) BCErJa CiIeAyeT IMHUcaTh
MOJIHOCTBIO, a HE cOKpaulaTh. He ciienyeT yka3piBaTh He3HAUMMbIE HYJIH (Harpumep, 3,0 win
2,500).

26. Jlnst nekapCcTBEHHBIX MPENapaToB, Y KOTOPHIX BRIPAKEHUE COJIEPHKAHUS TEUCTBYIOIIUX
BEIIIECTB B €IMHUIIAX MACChl HE MOXET B IMOJHON MeEpe XapaKTepH30BaTh OUOIOTUYECKYIO



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 hopMa

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 KOTMYECTBEHHEIN 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.

Ilnacteipu TpaHcaepMasbHbIE.

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 (popma

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. Kimangeckue nannsie 4.1. [TokazaHusa kK nprEMEHEHAIO

39. IlokazaHus K OPUMEHEHHIO YKa3bIBAIOTCSI YETKO U JAKOHUYHO, U JOJIKHBI OTpaXaTh
neiaeBoe 3a00jeBaHUME UM COCTOSHME C YyKa3aHUWEeM HamNpaBlIEHHOCTH Tepanuu (
CUMIITOMATHYECKasi, ATHOTPOINHAS WJIM OKa3blBalolllasi BJIMSHUE HA TEUCHUE WU
nporpeccupoBaHue 3a0oJieBaHus), sl MPOGUIAKTUKY (TIEPBUYHOM WM BTOPUYHOMN), LIS
nUMarHocTuku. Ecnu mpuMeHuMoO, ykasbiBaeTcsi MHGPOpPMalUs O LEJIEBOW MOMYJISIUH,
0COOEHHO MPHU HATMYUU OTPAHUYCHUH JIs1 OTAETBHBIX KATEeTOPUid MallMeHTOB.

Nudopmatiust 0 KOHEYHBIX TOYKAX UCCIETOBAHUS, KaK MPABUIIO, HE MPUBOIUTCS.

[TokazaHus K NMPUMEHEHUIO C IEJbI0 MPOPMIAKTHKA ¥ WH(POpMAIUIO O TIEIEBOU
MOMYJISIITUU JTOTTYCKAeTCsl YKa3bIBaTh B OOIIMX YepTax.



40. Pe3ynbTaThl MOCHEAYIOMMUX HUCCIEIOBAHUM, YTOUHSIOMIMNX (OPMYIUPOBKY
3apEerUCTPUPOBAHHBIX MMOKA3aHUM WIIM CBEJICHUM O HUX, JIOMYCKAETCsl BKJIIOYaTh B pasnen 5.1
OXJIII, ecnu OHM HE MPEANOJIATAIOT BKIYEHHE HOBOTO MOKa3aHUS K MPUMEHEHUIO
JIEKapCTBEHHOT'O MIpenapara.

41. Heob6xomumo yka3ath wHGOPMAIUIO 00 00S3aTENBHBIX YCIOBHUSIX MPUMEHEHUS
npernapara, €CJii OHU He YIIOMUHAIOTCS B Apyrux pasaenax OXJIII, Ho sSBAsSOTCS 3HAUMMBIMU
(Hampumep, O COMYTCTBYIOIIUX JUETHYECKUX MepaxX, M3MEHEHUsAX o0pasza >KU3HHU WUJIHU
COITYTCTBYIOILIEH TEPATTHH).

42. Heob6xoauMo yKa3zaThb BO3pacTHBbIE TPYINbI, KOTOPHIM IOKa3aH Ipernapart, C
YKa3aHHEM BO3PACTHBIX TPaHHUI], HAIIPUMED:
"X mokasaH [B3pOCIIbIM, HOBOPOXKJICHHBIM, MJIaJEHIIaM, I€TSIM, ITOAPOCTKaM| B BO3pacTe
ot X 10 Y [neT, mecsiten].".

Jlist nenel HaCTOSIMX TPeOOBaHUU JeTCKas MOMYJISIIUS pa3jesieHa Ha BO3PACTHbBIC
MOATPYIIIBL:

HEJOHOIICHHbIE HOBOPOXKACHHBIE (C YKa3aHUEM CpPOKa T'eCTallun);
JIOHOIIIEHHbIE HOBOPOXkAeHHBIE (0 — 27 qHEl);

JI€TU TPYJIHOTO BO3pacTa U MiaAeHusl (28 aHeit — 23 mecsia);
netu (2 — 11 ner);

noapoctku (ot 12 — 18 ner).

43. Eciu mokaszaHue K MPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara 3aBUCUT OT
OTIPEICTICHHOTO TE€HOTHIA, WM AKCIPECCUH TE€HA, WA ONPECICHHOr0 (DeHOTHUIIA, TaHHOE
00CTOSITENIHLCTBO HEOOXOUMO OTPA3UTh B NMOKA3aHUU 10 IPUMEHEHUIO.

4.2. PexxuM JTO3UPOBAHUS M CIIOCO0 IPAMEHEHHS

44. I1pu Hanuuuu 0COObIX MEIUIIMHCKUX MPEIMUCAHUHN TT0 MPUMEHEHHIO JIEKAPCTBEHHOTO
npemnapara (B TOM 4HClie OTPAaHMYEHHOTO OTmycka) aaHHbii pazaen OXJII naunnaercs c
ONMCAHUS TAKUX YCIOBHM.

[Ipyu Hamuuuu OCOOBIX OMACEHUN B OTHOIIEHUM O€30MaCHOCTH HEOOXOIUMO TaKKe
OTPa3UTh PEKOMEHYEMbI€ OIPAHUYECHUSI OTHOCUTEIBHO YCIOBUN MPpUMEHEHUs (Hanpumep, "
TOJIBKO JUISI IPUMEHEHHS B J1€4€OHO-IPOQUIAKTHYECKUX YUpeIeHuAX'" i "Heo0X0aumMo

pacrosaratb HoJAX0JAIIUM PEaHUMAIIHOHHBIM 000py1oBaHueM").
Pexxim no3upoBaHUSL.

CrnemyeT 4eTKO yKa3aTh PEKUM JO3UPOBAHUS JIJIs KaXKJI0T0 criocoba (IyTH BBEJEHUS) U
IUTS1 KaXKJIOTO MOKa3aHUs K IPUMEHEHUIO.

Ecnu npuMennmo, npuBOASTCS CCHUTKA Ha O(UIIUATIbHBIC pPEKOMEHIAIMU (HAPUMED, 110
MEPBUYHON BAKIIMHAIIMY U aHTUOMOTHUKAM, a TAK)KE PEBAKITUHAIIUN ).



Eciau npuMeHuMoO, I KaKJI0W KaTeropuu (BBLACISIIOTCS MOArPYIbl NOMYJISIUNA 1O
BO3pacTy, Macce TeJd, IUIOMIAJAM MOBEPXHOCTU Te€Ja COOTBETCTBEHHO YKa3bIBAKOTCS

pEeKOMEHIyeMble J03bl (Hampumep, B M, MI/KT, MF/M2) 711 MHTEpBAJIAa JO3UPOBAHUS.
KparHocTh npuMeHeHHs! CleAyeT BbIpakaTh B €JUHUIIAX BpeMeHu (Harpumep, | wim 2 pasza B
JIeHb (CYTKH) WJIM KaXable 6 4acoB), BO M30ekaHWE MyTaHUIIBI HE CIEIyET UCIOJIb30BaTh
cokpamenus (Harpumep, "1 p/n, 2 p/a, 1 pasz/cyr, 2 paza/cyt").

Ecnu npumMeHnMo, yKa3bIBatoTC:

MaKCUMallbHasi peKOMEHTyeMas pa3oBasi, CyTouHas v (Win) o01ast (Kypcoasi) 103a;

HEO0OXOIUMOCTD MO00pa JT03HI;

CTaHJapTHAas JIUTEILHOCTh IPUMEHEHUS U BCE OTPAHUUYEHUS TI0 €€ MPOJI0JKUTEIIBHOCTH,
a TakXke, €ClU MPUMEHHMO, HEOOXOJMMOCTb TMOCTEIEHHOTO CHUXEHHS J03bl WIU
pPEKOMEHAAIuHU 10 OTMEHE TPUMEHEHHS;

peANpUHIMAEMbIE MEPBI MPU MPOITYCKE OJHOW WU Oojiee 703, WIH, HapuMep, Mpu
pBOTE TOCIIEe MpreMa npenapara (peKOMeHAAINH J0HKHBI ObITh KaK MOYXKHO 00Jiee TOUHBIMH,
YUYUTHIBAIOIUMU PEKOMEHAYEMYIO KpPaTHOCTh TPUMEHEHUSI U COOTBETCTBYIOIIUE
(hapMaKOKMHETUYECKHE JIaHHBIE);

MPEBEHTUBHBIE MEPHI BO M30€KaHUE PA3BUTHUSI HEKOTOPHIX HEXKENATEIbHBIX PEeaKInuil (
HaIrpuMep, MPUMEHEHNEe MTPOTUBOPBOTHBIX MPEMapaToB) co cchbuikoi Ha pazaen 4.4 OXJIII;

CBSI3b IIPUEMA JICKAPCTBEHHOTO Tpernapara ¢ MPUEeMOM KUJKOCTH U MUIIH BMECTE CO
ccouikoi Ha pazgen 4.5 OXJII npu Hanuuuu TakoW CBSI3W (HAIpUMEpP, CBSI3U C
yHOTPeOJICHHEM AJIKOTOJIbHBIX HAMUTKOB, TPEHN(PYTOB WU MOJIOKA);

PEKOMEHIalUU TI0 TTIOBTOPHOMY NPUMEHEHHUI0 BMeCTe C MH(opMaIuelr 0 He0OXO0IUMBIX
MHTEpBAIAX MEXAY Kypcamu JieueHus (€CIu MPUMEHHUMO);

B3aUMO/ICUCTBUS, TPEOYIOIIKE CIIEINATbHON KOPPEKIIMU 103bl, CO CChUIKAMH Ha JPYTrUe
npumMenumsie paszaensl OXJIII (manpumep, paznenst 4.4, 4.5, 4.8, 5.1, 5.2);

P HEOOXOJIUMOCTH PEKOMEHAIMUA O HEIOMYCTUMOCTH JOCPOYHOI'O MpEeKpaIieHus
TE€paluy P BOSHUKHOBEHUU HECEPHbE3HOW HEXKENATEIbHOW PEaKUUH, SIBIISIOMIENCS YaCTOM,
HO TIPEXO/IAIIEH UM YCTPaHsAEeMON ¢ MOMOIIBIO M0100pa J1035l.

JIns KOHKpETHOTO mpemnapara, eclid JaHHas WHQopMaIlus SIBISCTCS 3HAYUMOMH,
HEO0OXO0IMMO yKa3aTh CIEAYIOIIee:

"AKTHBHOCTb JIEKAPCTBEHHOT'O Tpenapara [TOproBoe HauMEHOBAaHHE JIEKAPCTBEHHOIO
npenapara] BbIpa)kaeTcsi B [yKa3aTb HAaHMEHOBAHHE| €AMHHIAX. ITH eJIHHHIIBI HE
B3aUMO3aMEHIeMbl C €QUHHUI[AMH, HCIIOJIb3YEeMbIMH JUIS BbIPAXXEHHUS AKTUBHOCTH JPYTHX
MpenapaToB ¢ [HaHMEeHOBaHHE ACHCTBYIONIEro BeljecTnal.".

Oco0ble rpynimbl NalHeHTOB.
[IpuBOASITCS CBEIEHUSI O KOPPEKLMH J103bl UM UHBIE CBEACHUS, KACAIOIIHECs PeKUMa
JIO3UPOBAHUSA Yy OCOOBIX TpYyNI TMAaIMeHTOB, B CHEIHAIbLHO BBIJICJICHHBIX pa3jciax.
VYka3zaHHbIe CBEJAEHUS PACIIONATratoTCs MO CTENEHU BaXXHOCTHU, HAIIPUMED, B OTHOIIICHUU:



JIUIT TIOKUTIOTO Bo3pacTa. UeTKo yka3bIiBaeTCs HEOOXOAMMOCTh KOPPEKIIUU JTO3bI Y JTFOOBIX
MOJrPYMIT JIMI TTOKUIIOTO BO3pacTa co ccbuikaMu Ha apyrue pazaenst OXJII, conepxamiue
yKa3aHHbIE cBejieHUs (Harpumep, pasaeinst 4.4, 4.5, 4.8 wnu 5.2 OXJII);

MaIKMEHTOB C MOYEYHON HEJIO0CTaTOUYHOCThIO. PekoMeHaauu o T03UPOBAHUIO JTOJKHBI
KaK MOKHO 00Jiee TOUHO COOTHOCHUTBCS C IMana30oHaMK 3HaYCHU OMOXMMHYECKUX MapKEPOB
NOYEYHOM HEIOCTAaTOYHOCTHU, HCIOJb30BAHHBIMU B KIMHHYECKUX HCCIEIOBAHUIX, H
pe3yJbTaTaMu 3TUX UCCIICI0BAHUMN;

MalUEHTOB C NEYEHOUYHOW HEI0CTaATOYHOCTHIO (B COOTBETCTBUU C JAHHBIMU O MALIUEHTAX,
BKJIIOUCHHBIX B HCCJEOBaHMS (Hampumep, "adKoroiabHbIM HUPPO3"), U ONpeaeIeHUsIMU,
MCIIOJIB30BaHHBIMU B 3TUX UCCIEAOBaHUAX (Hampumep, 0ami (knace) no mkaie Yaina-11s10))
;

MalMEHTOB C OMpPEJEICHHBIM T€HOTUIIOM (CO cchUIKamMM Ha japyrue pazgenst OXJIII,
cojieprkaie 0osiee moipoOHbIC CBEACHUS (€CITU TPUMEHHUMO));

NPOYUX 3HAUYMMBIX OCOOBIX TpYyNI NALMEHTOB (HApUMEp, MAIMEHTOB C JIPyTUM
COITYTCTBYIOIIIMM 3a00JI€BAaHUEM WM MMAIIMEHTOB ¢ U30BITOYHON Maccoil Tema).

B HeKkoTOphIX ciydasx MPUBOJATCS PEKOMEHIAIMU IO KOPPEKIIUHU J103bl (HapuMep, Ha
OCHOBAaHUW HAOIIOJAEHUM 3a KIMHUYECKUMHU CHUMITOMaMH W TpU3HAKaMU H (HJIH)
Ja00pATOPHBIX JIAHHBIX, BKIIFOYasi KOHLIEHTPAIUIO JIEKAPCTBEHHOIO Mpernapara B KPOBH), CO
ccpuikaMu Ha nipyrue pazaenst OXJIII (eciu npuMeHUMO).

Jlern.

B OXJIIT HeoOxoauMo mpeaycMoTpeTh oTAenbHbIN pasnen "Jeru". IlpuBonumeie
CBEJICHUA JIOJKHBI OXBaThIBaTh BCE MOATpYyNIbl Aereil. [Ipu moaroTroBke 3Toro paszaena
UCIIOJIB3YIOT KOMOUHAIIMHU (HOPMYJIMPOBOK JJII CUTYaIlMM, ONMMCAHHBIX B HACTOSIIIEM pa3fere.

Ecnu nekapcTBEHHBIM Mpemnapar IMOKa3aH JETSAM, PEKOMEHIAIUMHU [0 PEKUMY
JIO3UPOBAHUS YKA3BIBAIOTCS ISl KAKJIOM 3HAYMMOM MOATrpyIIibl. Bo3pacTHbIE paMKH TOTKHBI
OTPa)KaTh OLIEHKY COOTHOLIEHUS "T0Ib3a — PUCK", TPOBEJAEHHYIO JIJIsl KAXKIOW MOATPYIIIIHI.

Ecnu pexuM 103upoBaHus y B3pOCIBIX U JETEeH COBMAJAeT, JOCTATOYHO 3TO yKa3aTh,

JIOTIOJIHUTENIBHO MOBTOPSATH PEKUM JI03UPOBAHUS HE TpeOyeTcsl.

Heobxonmumo yka3ath peKoMeHJyeMble 103bl (HApUMep, B MT, MT/KT, MF/MZ) U1
MHTEpBaJa I03UPOBAHUS B OTHOIIEHUH BO3PACTHBIX MOATPYIIN, KOTOPHIM MMOKa3aH Mpemnapar.
B oTHOMIEHUM pa3NIUYHBIX TOATPYII MOXKET MOTPEOOBATHCS YKa3aHUE PA3TUYHBIX CBEIACHUN
o no3upoBaHuu. [Ipu HEOOXOIUMOCTU ClielyeT MPUBECTH PEKOMEHJALUU OTHOCUTEIHHO
HEJIOHOIIEHHBIX HOBOPOXKJICHHBIX C yKa3aHHEeM 0oJiee MOAXOSIIEro Bo3pacTa (Hampumep,
reCTAllMOHHOIO WA MOCTMEHCTPYaJIbHOTO).

B 3aBucUMOCTH OT MOATPYIIIIBI, KIMHUYECKUX JAHHBIX U JOCTYMHBIX JIEKAPCTBEHHBIX
dbopM 103a BBIpaKaeTCs UCXOJSI U3 MACChl WIM TUIOMIAU MMOBEPXHOCTH Tena (Hampumep, "
JeTsIM B Bo3pacte oT 2 1o 4 jiet 1o 1 Mr/kr macchl Tejia 2 pas3a B JleHb").



Ecnu nmpuMeHnuMo, CBEIEHUSI 0 BPEMEHH MpHEMa JIEKAPCTBEHHOT0 MpenapaTa JOJKHbI
YUHUTBIBATH PACIOPAJIOK JHS peOeHKa (HarmpuMep, KOJa WA COH).

Ecnu nexapcTBeHHBIN mpemapaT MOKa3aH JNETSIM M HEBO3MOXKHO pa3paboTaTh
NOJIXOSIIYIO IETCKYIO JIeKapCTBEHHYI0 GpopMmy, B paszaen 6.6 OXIJIII co ccpuikoit Ha pasznen
4.2 OXJIII HeoOXOaMMO BKJIIOYUTH MOAPOOHBIE MHCTPYKIHMH IO CIOCO0Y MOTyYeHHS
npernapara ex tempore.

J103b1 ¥ criocO0 MPUMEHEHUS Y Pa3IMYHBIX MOJTPYIIN A€TEH NOMYyCKAeTCs MPECTABIAThH B
dbopme TaOIHIIBI.

Ecnu nexapcTBeHHBIN penapaT He MOKa3aH HEKOTOPHIM UIIM BCEM BO3PACTHBIM TpyIIIaM
JeTel, MPU HEBO3MOKHOCTU JaTh PEKOMEHJAIMU [0 PEXKUMY JTO3UPOBAHUS UMEIOIIUECS
CBEJICHUsI HEOOXOAMMO O0O0OOIIUTh C WCIOJb30BAaHUEM CIEAYIONIEH CTaHAapTHOU
(bopMyTUPOBKY (OTHOM WJIM KOMOWHAIIMY U3 HECKOJIBKUX UCXOIS U3 OOCTOSITEIIBCTB):

"[be3zonacHocTh 1 3 heKTUBHOCTH | X y eTel B Bo3pacte oT X 10 Y [MecsIes, et [ miu
Y JIFOOBIX JIPYTHX 3HAYUMBIX MOATPYIII, HAIPUMEP, 110 Macce Tea, MOJI0BOH 3peJI0CTH, oIy |
Ha JIaHHBIA MOMEHT HE YCTaHOBJICHBL.".

Heobxoaumo 106aBUTh OAHY U3 CACAYIOIIUX (POPMYTHPOBOK:

" JlaHHBIE OTCYTCTBYIOT.";

"Hmeromuecs Ha CeroAHAIIHUH ACHb JaHHbIe NpHBEAEHbI B pazaeie [4.8; 5.1; 5.2],
O/IHAKO HEBO3MOXXHO /1aTh PEKOMEHIAIUH 110 PEXKUMY JO3UPOBAHHUA.";

"X He cienyer NpuUMEHATh y aeTed B Bo3pacte oT X 10 Y [mecsiieB, aeT] [uau y aro0bIx
JAPYTHX 3HAYUMBIX MOATPYIII, HAIIPUMED, M0 MACCE TEJa, II0JJOBOH 3PEI0CTH, M0JIy] B CBA3H C
OIaceHUSMH OTHOCHTEJBbHO [6e301acHOCTH, (h(heKTHBHOCTH] [IepedrCIAI0TCS ONaceHHA],
1opoOHO H3JI0KCHHBIMH B pazjeyax [yKa3bIBalOTCSA paszeiibl, COJeprKalque MmoApoOHbIe
cBesieHHA, HanpuMmep, 4.8 nim 5.1].";

"[lo noka3anuaMm [yka3ath nokazanusa] X y [nereH, gereii B Bo3pacte {oT X o Y} <Iuer,
MECSIERB™> HJIH Yy JIFOOBIX JPYrUX 3HAYUMBIX MOATPYII, HAIPUMEDP, IO MAacce Teaa, MOJI0BOH
3pEeJI0CTH, MOJIy | HEe MPUMEHAETCA. "

"X nporuBonokaszaH y jgetrei B Bo3pacte {0T X 10 Y} <JeT, MeCAleB> [ HJIH y JIF0ObIX
APYTHX 3HAYUMBIX MOATPYIII, HAIPUMEP, [0 MACCe Tea, IOJIOBOH 3peaocTH, noJy]| [npu
II0Ka3aHUH [yKa3aTh HA3BAHHUE I0Ka3aHUA| (cchliika Ha paznena 4.3)].".

B oTHOmeHun TBEpABIX JEKAPCTBEHHBIX (POPM, HEACIUMOU JTO3UPOBKUA HEOOXOIAUMO
yKa3aThb:

<{X} He cienyeT Ha3Ha4aTh (MPUMEHSTH) y JeTel B Bo3pacTe {oT X mo Y} <Jer,
MeECSIIEB> [MJIU Y JIIOOBIX JPYTUX 3HAYMMBIX MOJTPYIIN, HAIpUMeEp, IO Macce TeJa, MoJI0BOH
3peNoCTH, MOoNy| <mis JaHHOW JIEKapCTBEHHOU (HOPMBI> <B CBSI3M C HEBO3MOXKHOCTHIO
00€eCIeyuTh PEKUM JTO3UPOBAHUS>.

[Ipu Hannuuu G6oJiee MOAXOASIICH SISl MPUMEHEHUS T03UPOBKU U (MIJIN) JIEKapCTBEHHBIX
dbopM 711 HEKOTOPBIX UM BCEX MOJATPYII AeTeil (HanmpuMep, pacTBOp AJisd pUeMa BHYTPb



VISl IeTeil), ATo JomyckaeTca ykas3aTb B pazaene 4.2 OXJII na npencraBieHHy0 (MeHee
MOJXO/ISAIIYI0) TO3UPOBKY U (UJK) JIEKapCTBEHHYIO (hopMy.

Hanpumep: "/[pyrue nexapctBeHHbIE (pOpMbI W (W) JO3HPOBKH MOTYT JIYHIIE

VJIOBJIETBOPATH MOTPEOHOCTH JaHHOH rpymnisbl.".
Cnoco6 npuMeHeHus..

[Tox oTnenbHBIM MOA3aroJIOBKOM "Mepbl mIpeaoCcTOPOKHOCTH, IPUHUMAEMBIC TIEPE]
NPUMEHEHHEM Mperapara il 1pyu pabote ¢ HUM" co cChUIKOM Ha pazzgen 6.6 wiu paszzaen 11
OXJIIT yka3siBatoTcs BCe 0COObIE MEPHI MTPEAOCTOPOKHOCTH TIPH paboTe ¢ MpernapaToM Uiu
€ro MpUMEHEHUH (Hampumep, [Js LUTOTOKCHYECKUX IMpenapaToB) MEIULHUHCKHUMU
paboTHUKaMH (BKJIIOYas OEpEeMEHHBIX MEIMIIMHCKUX paOOTHHUKOB), NAlIMEHTOM H
YXQKUBAIOUIUMU JIMIIAMH.

VYka3piBaeTcsl MyTh BBEACHHUS W MPUBOJATCA HMCUYEPIBIBAIONINE UHCTPYKUIUM TIO
NPaBUIBHOMY BBEACHHUI0O M NPUMEHEHUIO. WMHCTPYKIMM 1O TNPUTOTOBICHUIO WIIH
BOCCTAHOBJIICHUIO CJIEAyeT NpuUBECTH B pazaene 6.6 unum pazgene 11 OXIJIII (mpu
HE0OXO0JIMMOCTH) M YKa3aTh CChUIKY Ha AaHHbIN pazaen OXJIII.

[Ipy HanMuuM MOATBEPKIAIOUIMX JAHHBIX HEOOXOAUMO MAKCUMAJIbHO MOHSTHO
MpEeACTaBUTh CBENEHUsS] 00 albTEPHATHUBHBIX CIIOCO0AX, YIyUINAIOMMUX MPUMEHEHUE WU
MPUEMJIEMOCTh TMPUMEHEHHs JIEKAPCTBEHHOTO Tmpenapara (HampuMmep, BO3MOKHOCTh
pasziaMbIBaHusl TAOJIETKU, pa3pe3aHuss TaOJETKH WIH TPAHCACPMAIBHOTO TIIACTHIPS,
pa3MmenbyeHus: TaOJETKH, BCKPBITUS KalcCyl, CMEIIMBAHUS HX COAEPXKHUMOTO C MHUIIEH,
pPacTBOPEHHsI B HAMMUTKAX C YKa3aHHEM Ha BO3MOKHOCTh MPUMEHEHHSI YAaCTH JI03bI), 0COOCHHO
IpU BBEJICHUHU JIEKAPCTBEHHOrO Ipernapara MOCPEACTBOM 30HAOB [JIsi MCKYCCTBEHHOTO
BCKapMJIUBaHMUS.

Heo6xonumo OOBACHUTH BCE CHENUaIbHbIE PEKOMEHAAIMU IO NPUMEHEHUIO,
00yCIIOBJICHHBIE JICKAPCTBEHHOM (hOpMOIA, HapUMeEp:

"B cBA3U ¢ HENPUATHBIM BKYCOM K€BaTh TA0JIETKH, TOKPBIThIE 000JI0YKOH, HE ciienyer'";

"He cienyer pa3jaaMpIBaTh TAOJETKH, MOKPHIThIE KHIICYHO-PACTBOPUMOM 000JI0YKOH,
IIOCKOJIBKY OHA NpensaTcTBYeET [pH-3aBUcUMOMY pacniany, pa3apakeHHI0 KullledHukKa|'";

"He cienyer pa3iambIBaTh Ta0JIETKY, HOKPBITYIO 000JO0YKOMH, MTOCKOJbKY 000JI04Ka
NpeaHa3Ha4YeHa /Ui o0ecriedeHHs IPOJIOHTHPOBAHHOTO BRICBOOOKIeHHA (cM. pazzaen 5.2)".

Heobxoaumo npeacTaBuTh CBEIEHUS O CKOPOCTH BBEICHUSI MMAPEHTEPATbHBIX IIPEapaToB

[{enecooOpa3Ho MIpUBECTU CBEACHUS O MAKCUMAJIbHON KOHLEHTPALUU MapeHTePaIbHbIX
npenapaToB, KOTOPYIO MOKHO O€30MacCHO BBOJMUTH JAETSIM (€CIM MPUMEHUMO), OCOOEHHO
HOBOPOXJICHHBIM, y KOTOPBIX JOCTAaTOYHO YacTO HMMEIOTCS OTpaHUYECHHUs Ha BBEJCHUE
KUJKOCTU (Harpumep, "He 6os1ee yem X mr/Y mit pactBopa').

4.3. IIpoTuBOMIOKa3aHUA



45. B mannom pasznene OXJIIT yka3biBatoTcsi 0OCTOATENBCTBA, MPHU KOTOPHIX
JIEKapCTBEHHBIN MpenapaT He JOJKEH MPUMEHSATHCS UCXOs U3 Mpoduiist ero 6€30MacHOCTH,
TO €CTh MNpoTHUBOMOKazaHus. K TakuM 0OCTOSTENTbCTBAM OTHOCSATCS OMpPEACICHHBIS
KJIMHUYECKUE COCTOSIHMS, COMYTCTBYIOIME 3aboJieBaHUs, aemorpaduueckue (axtopbl (
HanmpuMmep, MoJ, BO3pPacT) WM MPEAPACHONIOKEHHOCTh (HApUMeEp, METa0OJIIMYECKUE U
UMMYHOJIOTUYECKUE (DAKTOPBI, OMPEACIICHHBIM T€HOTUIl U JIEKAPCTBEHHBIE PEaKIMU Ha
npernapar Wiy KJacc mpenapaToB B aHaMHe3e). ITU 00CTOSTENbCTBA HEOOXOIUMO yKa3aTh,
MCIIOJIb3Ysl TIOHATHBIE, OJTHO3HAYHBIE U YETKUE (DOPMYIHUPOBKHU.

HeobxonuMo ucxons u3 (PakTUYECKHUX JaHHBIX WU CTPOTUX TEOPETUUYECKUX
MPEANOCHUIOK MEePEYUCTUTh IPYTUe JIKapCTBEHHBIE MpenapaThl Wik (HapMaKoIOTHIECKUE
KJIaCChI MPEMapaToB, KOTOPHIE HE ClIeIyeT MPUMEHSITh OJHOBPEMEHHO WJIHA MOCIIEI0BATEIBHO
C IaHHBIM JIEKaPCTBEHHBIM mpenapaToM. Eciiv mpuMeHuMO, MPUBOAUTCS CChUIKA Ha pa3ei
4.5 OXJIIL.

[Monynsiuyu mNanMeHTOB, HE W3YYEHHBbIE B paMKaX MPOrpaMMbl KIMHUYECKUX
UCCIIeIOBaHUM, cienyeT onuchiBath B paznene 4.4 OXIJIII, a He B maHHOM paszaene, 3a
HCKJIOYEHUEM CIIy4yaeB HEOJaronpusiTHOTO MPOTHO3a B OTHOIIEHUU O€30MacHOCTH (
Hanpumep, MPUMEHEHUE BEUIECTB C Y3KUM TEPaleBTUUYECKUM AUANAa30HOM, BBIBOJMMBIX
MoYKaMM, y MAlUEHTOB C MOYEYHON HEJOCTAaTOUYHOCTHI0). OaHAKO, €CliM Kakue-I1u0o
MOMYJISIIAY TTAIIUEHTOB UCKITIOYAIIMCH U3 MCCIIEIOBAHUS IO COOOpaKeHUSIM 0€30MMacHOCTH, UX
HEO0OXOAMMO TEPEUUCIUTh B JaHHOM pasjaene. Ecnu npuMeHuMo, MpUBOJIUTCS CChUIKA Ha
paznen 4.4 OXJIIL.

bepeMeHHOCTh U IpyJHOE BCKapMIIMBAHHUE YKA3bIBAIOTCA B TAHHOM PAa3ZEeie, TOJIbKO €CIn
OHM SIBJIAFOTCS MPOTUBOIOKa3aHusIMU. [Ipr 3ToM HE0OX0IMMO yKa3aTh CChUIKY Ha paznen 4.6
OXJIII, B KOTOPOM ClIeIyeT MPEeJCTaBUTh 0oJiee 0IPOOHbIE CBECHUSI.

CBejieHuUsI 0 TUIIEPUYYBCTBUTEIBHOCTH K JEHCTBYIONIEMY BEIIECTBY (TPYIINE CXOXKHUX IO
XUMHUYECKOMY CTPOCHHUIO BEIECTB, €CIM MPUMEHHMO) U JIF0OOMY BCIIOMOTaTEIbHOMY
BEIIIECTBY, IIPOU3BOJICTBEHHOM MPUMECH, a TaKKe O MPOTUBOIOKA3aHUHU, 00YCIOBICHHOM
HaJIMYMeM ONpPEAETICHHBIX BCIOMOTATENIbHBIX BEIIECTB, HEOOXOAUMO BKJIIOUHUTH B JAHHBIN
paznen OXJIII (B coorBeTcTBUU C NpuiioskeHreM Ne 1 K HaCTOSIIIUM TpEeOOBAHUSIM).

46. Jlnst neKapCTBEHHBIX PACTUTEIBHBIX MpEnapaToB MPOTUBOMOKAa3aHUEM K HUX
NPUMEHEHHUIO TaKXe€ SIBJISETCS TUNEPUYYBCTBUTEIBHOCTh K JAPYTHM PACTEHUSIM TOTO K€
CEMEUCTBA U APYTUM YaCTSAM TOTO K€ paCTeHUS (€CIM MPUMEHUMO).

47. HenocTaToO4YHOCTh JJAHHBIX cama TMo ceOe He JOJIKHA SBJISITHCS MMPOTHUBOIMIOKA3aHUEM.
Ecnu ucxoas w3 mpoduiis 6e30MacHOCTH MpenapaT MPOTHBOIOKA3aH K MPUMEHEHUIO Y
0co00ii momysaIuu (HampuMep, y JeTei Wi MOATPYIIIEI AETEH), 3T0 HE0OX0IUMO OTPa3UTh
B nanHoM pazgaesie OXJIII u nmate cepuiky Ha pazgen OXIJIII, B KOTOpOM NPUBOIASTCS
noApoOHbIe cBefeHus o0 3ToM. [IpoTmBomokazaHme y AeTel claeayeT yKa3blBaTh 0Oe3
M0/13ar0JIOBKA.



4.4. OcoObIe yka3aHHS U MEPHI IPEIOCTOPOKHOCTH IPH IPUMEHEHHH

48. Ilpu BbIOOpE MOpALIKA M3JIOKEHUSI OCOOBIX yKa3aHUW U Mep MPEJOCTOPOKHOCTH
CJIEyEeT MPEXkKIE BCETO UCXOUTh U3 BAXKHOCTH NMPUBOJIUMBIX CBEIACHHM 0 0€30MacHOCTH.

KonkpertHoe conep:xanue ganHoro paszaena OXJIII 6yner oTnuyaThcs B 3aBUCUMOCTH OT
BHJIA JICKAPCTBEHHOTO IIpemnapara u OT MOKa3aHus K ero npuMeHeHuro. B arot pazaen OXJIII
JOJIKHBI OBITh BKJITIOUEHBI CBEJICHUSI, 3HAUMMBbIE JIsI KOHKPETHOIO Mpernapara.

49. Cenenusi 00 OTAECIBHOM PHUCKE, CBI3aHHOM C IMPUMEHEHHEM JIEKapCTBEHHOI'O
npenapara, cieAyeT BKIouarh B JaHHbIA pa3zaen OXJIII Tonbko B TOM ciiyyae, eciii Takoi
puUck TpeOyeT coOdI0JAeHUST Mep TMPEIOCTOPOKHOCTH TPU TNPUMEHEHUH WU TIpHU
HEOOXOIMMOCTH TPEIyNPEKIECHUs MEIUIIMHCKOro paboTHUKAa 00 3TOM pucke. ['pynmsl
NAlMeHTOB, Y KOTOPHIX MPUMEHEHHE JEKAPCTBEHHOI'0 IMpernapara MpOTHBONOKA3aHO,
HE0OXO0MMO yKa3aTh TOIbKO B pazzaene 4.3 OXJIII, e nyonupys B JaHHOM pasfiene.

50. HeoOx01MMO Tak»ke yKaszaTh CIeAyIOIIee:

a) YCIIOBMS, NIPU KOTOPBIX MPHUMEHEHHE JIEKAPCTBEHHOI'O IMpernapara MOXET ObITh
npuemMiIeMbIM. B 4acTHOCTH, HEOOXOIUMO OMHUCATh CIENHAIbHBIE MEPHI 0 MUHUMH3AIIUN
PUCKOB, HEOOXOJUMMbIE KaK YacTh IUIaHA YNPABJIEHUS PUCKAMU B LEJSIX O00ecreueHHs
6e3omacHoro u 3QGeKTUBHOTO MPUMEHEHHS JICKAPCTBEHHOTO Tipenapara (Hanpumep: "llepen
HayaJoM Teparuu U Jjajiee eKeMeCIYHO He0OXO0AUMO KOHTPOJIHPOBaTh (yHKIHIO nedeHu", "
IanueHToB cieayeT NPOHHCTPYKTHPOBATh O HEOOXOAUMOCTH HEMEIIEHHOTO COOOLICHHS O
JIFOOBIX CHMIITOMAaX JIENIPECCHH U (HWIH) CYHIIHAATbHBIX MbICAX", ")KeHIIHHbBI ¢ 1eTOpOaHbIM
MOTEHIHAJIOM JIOJKHBI HCII0JIb30BaTh KOHTpalenquio'" u ap.);

0) ocoOble IPYIIIbI MAIMEHTOB, MOABEPKEHHBIE MOBBIIIICHHOMY PUCKY WIIU SIBIISIOLIUECS
€MHCTBEHHBIMU T'PYIIAaMU, MOJABEP)KEHHBIMHU PUCKY PAa3BUTHS HEXKEJATEIbHBIX PEAKIM Ha
npenapaTr Wid Kiacc IpenapaToB (Kak IPaBWIO, CEPbE3HbIE WIIM 4acThbie) (HAIpuMep,
MOXKWIbIE, JE€TH, NAUUEHTbl C MOYEYHOW WJIM MEUYEHOYHON HEAOCTATOYHOCTBHIO (BKIIIOYAs
CTEIEHb HEJOCTATOYHOCTH, HAIPUMEDP, JErKYI0, CPEIHIOI0 U TSDKENIYH0), IalUEHTHI,
M0JIBEpracMble aHECTE3UH, U MALIMEHTHI C CEPJIEYHON HETOCTATOUYHOCTHIO (BKIIIOYAs B TAHHOM
cily4ae KiiacCHu(pUKaInio, Halpumep, Hbm—ﬁopKCKoﬁ aKaJIeMUH TI0 U3YYCHHIO 3a00JICBaHMIMA
cepana (NYHA)). Heo6xoaumo ykazath cchuiky Ha pazzaen 4.8 OXJIII ¢ uenbro paszaeneHus
HEeXenaTelbHbIX 3((EKTOB C MO3MUIMI YaCTOThl U TSXKECTU ONPEIEIECHHON HeXelaTeIbHON
peakuuu;

B) CEpbE3HBIE HEXEJATEJbHBIE PEAKIUU, O KOTOPhIX HEOOXOIMMO OMOBECTHUTH
MEAMIMHCKUX Pa0OTHUKOB, CUTYallUH, IPU KOTOPHIX OHU MOTYT BO3HUKATh, 1 HEOOXOAUMBIE
MephbI MOMOIIHU (HapUMep, HEOTIIOKHAs peaHUMAalIKs);

I') IpU HAJMYUU KOHKPETHBIX PUCKOB, CBSI3AHHBIX C IPUMEHEHHEM JIEKAPCTBEHHOIO
npenapara B Hayase (Hanpumep, 3¢ deKTsl epBoi J03bl) WM IPU NMPEKpaleHuu (Hanpumep,
"pukomer", peakuuu CUHJIpoMa "OTMEHBI") MPUMEHEHUs, WX HEOOXOAUMO MNPHUBECTU B
JAHHOM pa3Jieie BMECTe C HEOOXOIMMBIMU MEPAMHU JIJISl UX MPEAYTIPEKACHHUS;



1) Mepbl, KOTOpble HEOOXOUMO MPUHATH JAJISl BBISIBICHHS MMALlUEHTOB, MMOABEPKEHHBIX
PHUCKY, U TIPEIOTBPAILCHUS WM PAaHHETO BBISIBICHHS Hayana WM yCYTyOJNEHHUs OMaCHBIX
cocrosuuil. Ecinm Tpebyercs omoBemieHHE O CHUMIOTOMAaxX M TpU3HAKaX, SBISIOLIUXCS
NpeIBECTHUKAMU CEPhE3HON HEeXeNaTeIbHON peakiu, UX HE0OXO0IMMO OIHCATb;

€) B ciIydae HeOOXOIMMOCTH MPOBEACHUS KAaKOTO-THO0 CIeMPUISCKOTO KIMHHIECKOTO
WIK J1a0OpaTOPHOTO MOHUTOPUHTA PEKOMEHIAIMKA OTHOCUTEIBHO TAKOTO MOHUTOPHUHTA
JOJDKHBI COJIEP)KaTh MPUIHMHY, BPEMS U CIIOCOO €ro OCYIIECTBICHUS B paMKaX KIMHUYECKOM
npakTuku. Eciu mpu Takux o0CTOSTENbCTBAX WIIM COCTOSHUSAX TPeOyeTCsl CHUKEHUE J103bl
WJIM MTHOM peXUM JO3UPOBAHMS, CBEAEHUS 00 3TOM ClielyeT BKIOUUTh B pazaen 4.2 OXJIII u
yKa3aTh CChUIKY Ha JaHHBINA pa3zied;

) YKa3aHHs B OTHOIICHUU BCTIOMOTATENBHBIX BEIIECTB (MX HEOOXOIMMO YE€TKO OMHCATh
MOJI OTJEJbHBIM 3arojoBkoMm "BcmomoraTrenbHble BelmIECTBA") HM  OCTATOYHBIX
IPOM3BOJICTBEHHBIX MIpUMecel, HHPopMalKsa 0 KOTOPHIX BasKHA C TOUKH 3peHUst oOecreueHus
0e30ITacCHOCTH;

3) CBEJACHHUS O COJIEP>KaHHM ATaHOJIa B JIGKAPCTBEHHBIX Iperaparax, coAepKallux
QJIKOTOJIb, IPUBOJATCS B COOTBETCTBUU C mpuiiokenneM Ne 1 x Hactosmmm TpeboBaHuUsIM;

M) yKa3aHHs O TPAHCMUCCUBHBIX areHTax B JIEKAPCTBEHHBIX Mpenaparax, MoJy4eHHbIX U3
1a3Mbl KPOBH YEJIOBEKA;

K) CyOBEKTHI U MAIMEHTHI C ONPEICTICHHBIM T€HOTUIIOM WM (DEHOTHUIIOM MOTYT JHM0O He
OTBEYAaTh Ha JICUEHHE, TUOO0 OBITh MOJBEPKEHBI PUCKY YPE3MEPHOTO (PapMaKOIMHAMUYECKOTO
apdexTta wWIM HEXKETATENHbHOM peakluH, YTO MOXKET OBITh OOYCJOBJICHO AaJlIeNsAMH
HeQYHKIUOHUPYIOMKUX (HEPMEHTOB, aJIbTEPHATUBHBIMU METAOONIMYECKUMHU MYTIMU (
OMOCPEAYEMBIMUA ONPENEIECHHBIMU AJUIEISAMU) WK AePUIUTOM TpaHcnopTepoB. [logo0HbIe
CUTYalluH, €CJIM O HUX U3BECTHO, HEOOXOIMMO YETKO OIHUCATh;

J) BCe PUCKH, OOYCIIOBJICHHBIC HEMPAaBUJIBHBIM IyTEM BBEICHHs (HAIpUMEp, PUCK
HEKpOo3a MPU BHECOCYJIMCTOM BBEACHHM BHYTPHUBEHHOTO INpenapara Wil HEBPOJIOTHUECKHX
MOCTEACTBUUA TpPU BHYTPUBEHHOM BBEJICHHU BMECTO BHYTPHUMBIIICYHOTO), C
PEKOMEHIAIUSIMU TI0 BO3MOYKHOCTH MX YCTPAaHEHHUS.

51. B uCKIIOUUTENBHBIX CiIydasx 0co0O0 Ba)KHbIE CBEJEHHS MO OE30MacHOCTH
JIEKapCTBEHHOTO Iperapara JOMyCKaeTCsl BBIICTUTH MOTYKUPHBIM MIPUPTOM, 3aKIIIOUMB UX B
pamKy.

52. Bce HexenaTenabHbIE pEaKlMK, YKa3aHHbIE B JAHHOM pasjielie WIH 00yCIOBICHHbIE
COCTOSIHUSIMHU, NPEIYyCMOTPEHHBIMU JTaHHBIM Pa3/esioM, TAaK)Ke BKIIOUYaloTcs B pasnen 4.8
OXJIIL.

53. Eciu nmpuUMEHUMO, YKa3bIBAa€TCsI BO3MOXKHOCTb HCKaXXEHUs pe3yJIbTaTOB
1a60paTOPHBIX TECTOB (HANpUMeEp, NMpu mpoBeaeHun npoodsl KymOca Ha ¢poHe nmpuMeHeHUs
Oera-naktamoB). X HE0OXOIMMO YETKO OMHCAaTh, UCHOJB3Ys MOJ3aroJIOBOK (HampuMep:

"

Hckaxenne ceposoruieckux TectoB”).



54. Onucanue ocoObIX YKa3aHUM U Mep NPeJOCTOPOKHOCTH B OTHOILIEHUU OEpEMEHHOCTH
Y JaKTalllu, BIUSHUS Ha CIIOCOOHOCTh YIPABJISATh TPAHCIIOPTHBIMU CPEJCTBAMU U pabOTaTh C
MEXaHU3MaMU U MPOUYUX ACHEKTOB B3aUMOJEUCTBUM, B I1€JIOM, HEOOXOIUMO IMPUBOJIUTH B
paznenax 4.5 — 4.7 OXJIII cooTBercTBeHHO. B ciydasix 0oco0oi KIMHUYECKON 3HAYMMOCTH
OINpeJeIeHHbIE MEPBI MPEIOCTOPOKHOCTH CIAEAYET ONUCATh B JAHHOM paszelie (Hampumep,
Mepbl KOHTPALENIMN WIA IPH HEXENAaTeJIbHOCTH COIYTCTBYIOIIETO NPUMEHEHUS IPYroro
npenapara ¢ IpuBeAeHUEM CChIIKU Ha pazaensl 4.5, 4.6 wiu 4.7 OXJIII).

Hern.

Ecnu nekapcTBeHHBIN Npenapat noka3aH 0JHON Ui 0oJiee BO3PACTHBIM IPYIINaM JeTel
U HMMEIOTCS 0COOBble yKa3aHHs U MeEphl MPEJOCTOPONKHOCTU MO €ro MPUMEHEHHIO,
ABJISIIOLMECS CeNUM(DUUHBIMU 711 IeTe WM Kakoi-In00 BO3PACTHOW TpymIbl AETeH, ux
HEOOXO0UMO MPUBECTH B JaHHOM pazjaene. CieayeT omucath BCE HEOOXOIUMBIE OCOOBIE
yKa3aHusi U Mepbl MNPEIOCTOPOKHOCTH OTHOCUTEIBHO JOJITOCPOYHOM 0€30macHOCTH (
HaIlpuMep, B OTHOUIEHUU BIIMSHUSA HA POCT, HEBPOJOTHUUYECKOE U MOBEIEHYECKOE Pa3BUTHE, A
TaK)Ke I0JIOBOE CO3PEBAHMUE) U CHELUAIbHBII MOHUTOPUHT JIeTel (Harnpumep, MOHUTOPUHT
pocta). Ilpu OTCYyTCTBUM HEOOXOIUMBIX ITOJTOCPOYHBIX JAHHBIX MO OE30MAaCHOCTU 3TO
yKa3bIBaeTcs B JAaHHOM pasznene. Ilpy HanMuuu NOTEHUMAIBbHOIO CYLIECTBEHHOTO WU
JUIMTEJIBHOTO BJIMSIHUS Ha MOBCEIHEBHYIO aKTHMBHOCTH JETeil (Hampumep, CIIOCOOHOCTh K
oOy4eHut0 Wi (U3NYECKYI0 AaKTUBHOCTb) WJIM MPHU BIUSHUU Ha amnmeTUT WIH COH
IPUBOJATCS COOTBETCTBYIOLIUE YKa3aHUS.

[lepeuncnsroTrcst Mepsl, cueruduIHbIe A JeTel, KOTOPhIM MOKa3aHO MPUMEHEHHE

JIEKapCTBEHHOT'0 Tpernapara (HanpuMmep, Kak 4acTh IJIaHa YIIPaBICHUS PUCKAMU).

4.5. BanMopeicTBHe C IPYTMMH JIEKaPCTBEHHEIMH IIpeNapaTaMy U ApyTHe BUILI B3aHMOACHCTBUA

55. B nannom pazgene OXJIII HeoOX0aUMO MpeaCTaBUTh CBEACHUS O IMOTEHIIMAIBHO
KJIMHUYECKH 3HAYMMBIX B3aUMOJCHCTBUSX, OCHOBAHHBIX Ha (apMaKoJIUHAMUUYECKHUX
CBOMCTBaxX M pe3yJibTarax (papMaKOKMHETHUECKUX MCCIIEIOBAHHI In VIVO JIEGKAPCTBEHHOTO
npernapara ¢ OTACIbHBIM yKa3aHHEM B3aUMOJICUCTBUM, KOTOpPbIE MPUBOJAT K U3MEHEHUIO
PEKOMEHJIAlMI M0 MPUMEHEHUIO JAaHHOTO JIEKApCTBEHHOro mpenaparta. K HUM OTHOCSTCS
pe3yJIbTaThl B3aUMOJCHCTBUSA 1N ViIVO, HEOOXOAUMBIC HJIA JKCTpamnoyisiiuu 3¢dexra Ha
MapkepHoe ("KOHTpOJbHOE") BEIIECTBO JIPYTUX JEKAPCTBEHHBIX MPENapaToB, 00J1aIaronux
OJIMHAKOBBIM C MapKepoM (papMaKOKHUHETUYECKUM CBOWCTBOM.

56. CHayana NpUBOJMTCS ONMCAHWE B3aMMOJACHCTBUM, BIMSIOIIMX HAa NMPUMEHEHUE
JAHHOT'O JIEKAPCTBEHHOTO Mpernapara, 3aTeM YKa3bIBalOTCSI B3aUMOJICUCTBUSA, IPUBOISAIIUE K
KIIMHUYECKU 3HAYMMBIM U3MEHEHUSIM TPUMEHEHHUS APYTUX JICKAPCTBEHHBIX MIPENapaToB.

B manHOM pazjgene HEOOXOIUMO OMUCATh B3aUMOCHCTBUSA, KOTOPBIE YKa3aHbI B IPYTHUX
pazaenax OXJIII u B KOTOPBIX COAEPHKATCS CCHUIKA Ha JAHHBIA pa3zed.



B navasie npuBOASTCS CBEIEHUS O MPOTHUBOMOKA3aHHBIX KOMOMHAIMX JIEKAPCTBEHHBIX
MpernaparoB, Jajiee 0 KOMOMHAIUIX MPEnapaToB, OJJTHOBPEMEHHOE MPUMEHEHUE KOTOPBIX HE
PEKOMEHAYETCSI, U B 3aBEPIICHUU — BCE OCTAIbHBIE CBEJICHUS.

57. o kaxaoMy KJIMHUYECKU 3HAUMMOMY B3aUMOJICUCTBUIO HEOOXOAUMO TMPEICTaBUTh
CJIEIyIOLIUE CBEACHUS:

a) MPOTUBOTIOKA3aHMsI OJJHOBPEMEHHOT0 MpUMeHeHUs (co cchuikoit Ha pasnen 4.3 OXJIIII)

0) HeXeNaTeNbHOCTh OJTHOBPEMEHHOTO MPUMEHEHHS (CO cChUTKOoM Ha pazzaen 4.4 OXJII);
B) IPUMEHEHHE MEp MPEJOCTOPOKHOCTH, BKIIIOUAs KOPPEKIUIO A03BI (CO CCHUTKON Ha
paznen 4.2 wim pasznen 4.4 OXJIII ucxons u3 006CTOATENHCTB) C IEPEUNCTICHUEM KOHKPETHBIX
00CTOATEIBCTB, TPEOYIOIINX TaKOH KOPPEKIIHH;

r) JTI00bIe KIMHUYECKUE MPOSBICHUS W BIUSHUE HA TUIA3MCHHYIO KOHIICHTPAIUIO U
miomaab noja KkpuBoi "koHmeHTparusa — Bpems" (AUC) UCXOAHBIX COSTUHEHUN U aKTUBHBIX
MeTa0O0JIUTOB U (WJIN) J1a0OPATOPHBIE TAPAMETPHI;

1) MEXaHW3M B3auMO/IeHCTBUS (eciu u3BecTeH). Hampumep, B3auMoeiicTBruEe BCIEACTBUE
WHTUOMPOBAHUS WM MHAYKIUMU muToxpoma P450 HeoOxomammo TpeACTaBUTh B JaHHOM
pasnene co cchuikoi Ha paznen 5.2 OXJII, B kotopom cienyeT 0000mMUTh pe3ybTaThl in
Vitro THIrMOUPYIOIIETO WM UHAYIIUPYIOIIETO MOTEHIIHAIA.

58. HeoOxonumo onucaTh B3aMMOJICUCTBHS, HE H3yYCHHBIE 1N ViVO, HO MPOTHO3UPYEMbIC
Ha OCHOBAHMHM HUCCIEAOBAHMH in vitro UM HA OCHOBAHUM JIPYTUX CUTYallUl U UCCIIEIOBAHUM,
€CJI OHM TIPUBOJIAT K U3MEHEHUIO MPUMEHEHHMSI JICKAPCTBEHHOTO TMpenapara, Co CChUTKON Ha
pazaen 4.2 unu 4.4 OXJIIL.

59. B manHoM pasznene He0OXOIUMO yKa3aTh MPOJOJLKUTEILHOCTh B3aUMOICHCTBUS
MOCJIE OTMEHBI JIEKAPCTBEHHOTO Tpernapara ¢ KIMHUYECKH 3HAYUMBIM B3aUMOJEUCTBUEM (
HaIlpuMep, UHrHOUTOpa WK UHIYKTOpa pepMmeHnToB). Kak cienctue, MoXeT moTpedoBaThCs
KOPPEKIUs pexxkuma Jgo3upoBanus. CleyeT TakKe yKa3aTh Ha HEOOXOJUMOCTh OTMBIBOYHOTO
neproa MpH MOCIeI0BaTeILHOM MPUMEHEHHH JICKaPCTBEHHOTO TIpernapara.

60. Heo0x0aumo Taxke MpeACTaBUTh CBEACHUS O IPYI'MX 3HAYMMBIX B3aUMOJEHCTBUSX,
HaIpUMep, C JIEKapCTBEHHBIMH PACTUTEIBHBIMU MpEnapaTamMmu, MUILEH, alKoroJieM, KypeHueM
1 (hapMaKoJIOTUYECKH aKTUBHBIMHU BEIIECTBAMH, HE UCTIOJIBb3YEMBIMUA B MEAUITMHCKUAX TETIAX.
Heo6xonumo omnucath (apmakoguHamuueckue 3PEGeKThl, KOTOpble MOTYT MPUBECTH K
KIIMHAYECKHA 3HAYMMOMY TTOTCHIIMPOBAHUIO WIIM HEOIATOMPUITHOMY aJIUTUBHOMY 3D (DEKTYy.

61. Pe3ynpTarhl, MOJy4YEeHHBbIE N VIVO, CBHACTEIbCTBYIOIIHNE 00 OTCYTCTBUU
B3aUMOJICHCTBUS, HEOOXOIUMO IPUBOJUTH TOJBKO MPU UX 3HAYMMOCTH TSI MEIUIIMHCKOTO
paboTHHKA, HA3HAYAIOIIIETO JICKAPCTBEHHBIN Tpernapar (HarpuMep, B KIIMHHYECKOW 00J1acTH,
B KOTOpOI paHee OOHApy>KMBAJIKUCh MOTEHIIMATIBHO OMACHbIE B3aMMOJECUCTBUS (HAIpUMED,
IIpU IPUEME aHTUPETPOBUPYCHBIX MPEMAPATOB)).

62. Ecnu uccienoBanusi B3aMMOJCHCTBUS HE TTPOBOIMINCH, 3TO HEOOXOIUMO YKa3aTh.

Oco0bie rpynmbl MAIUEHTOB.



Ecnu BbIsIBIIEHBI TPYyNIbl NAlUEHTOB, Y KOTOPBHIX BIUSHUE B3aUMOJEWUCTBHUS Oolee
BBIPAXKEHO, WJIM OXKUJaeTcs Ooiblias CTENEeHb B3aUMOJACUCTBUS (HampUMep, MAMEHThl CO
CHWKCHHOM (PYHKITHEH TTOYeK (€CIIM OJTHUM M3 MyTEeH SKCKPEIUU SBIACTCS MMOYSUHBIN), I€TH,
MOKUJIBIE U JIP.), ITH CBEJACHHS HEOOXOIMMO BKJIIOUUTD B JAHHBIN pa3ied.

HeobxoauMo onucath B3aMMOJEHCTBHS C APYTMMU JIEKAPCTBEHHBIMU IIpENapaTaMH,
00yCJIOBJIEHHBIE MOTUMOPPU3MOM META0OIU3UPYIOMUX (PEPMEHTOB WM OIMPEACIICHHBIX
Te€HOTHUIIOB (IIPH UX HAJIMYHUH).

Jlern.

[Ipu Hanuuny noKa3zaHus K NPUMEHEHUIO U1 ONPEIEIICHHOM BO3PACTHOM I'PYNIIbI AETEU
B JJAHHOM pa3jieie He0OX0AUMO MPEACTaBUTh CBECHUS, crieln(UYHbIC AJIs1 JAHHOM TPYIIIBIL.

PesynbTupytomas 3KCHo3uLUs U KIMHUYECKUE MOCIEACTBUA (PapMaKOKMHETHUYECKOTO
B3aMMOJICHCTBUSA y B3POCIBIX U JE€TEH, a TAKXKE Y JE€TEeH Pa3IMYHbIX BO3PACTHBIX TPYIIT MOTYT
pasnuyatbesi. B 3Tol cBsI3u HE00X0AUMO:

ONMCATh BCE YCTAaHOBJIEHHBIE PEKOMEHIAINY T10 JICYEHUIO, CBA3aHHBIE C OJTHOBPEMEHHBIM
NPUMEHEHUEM B MOATpPYyINax JeTei (Hampumep, KOPPEKIUs 03bl, JOMOJHUTEIbHBIH
MOHHUTOPUHI MapKepa KIMHUYECKUX 7(PheKToB W (UJIM) HEXKEJIaTeIbHBIX pEaKIuid,
MOHUTOPHUHT KOHUEHTPAIINK Mpenapara);

BKJIFOUMTH yKa3aHue "lccnenoBanus B3aMMOIEMCTBYS MPOBEACHBI TOJIBKO Y B3pOCHbIX" B
ClIy4ae, eCiy UCCIEN0BaHNs B3aUMOIEUCTBUSA IIPOBEICHBI Y B3POCIIBIX;

yKa3aTh, YTO CTEIECHb B3aUMOJECHCTBUS y AETEH aHAJIOTMYHA CTEIICHU B3aUMOJIECHCTBUS Y
B3POCIIBIX (€CJIA 3TO YCTAaHOBJIEHO);

yKa3aTb Ha OTCYTCTBHE [aHHBIX B cClly4ae, €CJIU MOJO0OHbIE HCCIEIOBAHUS
B3aMMOJICHCTBUS HE ITPOBOAWINCH.

AHAJIOTUYHBIN MOJIXO0/] MPUMEHSETCS K (DapMaKoIUHAMUYECKUM JIEKAPCTBEHHBIM
B3aUMOJICUCTBUSIM.

Ecnu B3aumopeiictBue ¢ numeit tpeOyer Bkiarodenne B OXIJII ykazanuii mo
OJTHOBPEMEHHOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO MPENapara ¢ MUIIEH WIA ONPEACIICHHBIMU
MPOAYKTAaMH IMHUTAHUS, HEOOXOIMMO yKa3aTh, MPUMEHUMBI JIM 3TH YKa3aHUs K JETIM (
0COOCHHO HOBOPOXKJICHHBIM W MJIAJICHIIaM), PalMOH KOTOPBIX OTJIMYaeTCsA (MUTaHUE
UCKITFOUUTEIbHO MOJIOKOM HJIK MOJIOYHBIMH CMECSIMU Y HOBOPOXKICHHBIX ).

JlaHHbII pa3nen cieayeT MpeAcTaBUuTh B HanbOOoJIee MPOCTOM BHJIE C YKa3aHUEM TOJBKO
T€X B3aMMOJIEUCTBUI, KOTOPbIE TPEOYIOT KaKMX-TMOO0 MPAKTHUECKUX YKA3aHUU MO PEeKUMY
NPUMEHEHHUS JIEKapCTBEHHOTO npenapata. [Ipu Hanuuum O0JIbIIOro KOJIMYECTBA Pa3IUUHbIX
B3aUMOJICCTBUN (HampuMep, MNpU NPUMEHEHUHU NPOTUBOBUPYCHBIX IMpenapaToB)
JIOIYCKAETCs UCTIOh30BaTh TAOIMYHBIN (hopMaT MpeaCcTaBICHNUS] HHPOPMAIIUH.

4.6. ®epTHILHOCT, 66PEMEHHOCTD H JIAKTAIHS

63. OOmue NpUHIMIEL. 3asIBUTETh WIH JAeP>KaTelh PETUCTPAIMOHHOTO YI0CTOBEPCHHUS
JOJKHBI 110 BO3MOYXHOCTH IIPEACTABUTh OCHOBAHHUS JUISI PEKOMEHJALMN 10 NIPUMEHEHUIO



JIEKapCTBEHHOT'O Mpenapara y OepeMEeHHBIX, KEHIIUH B MEPHUOJ JIAKTAIlMU U KCHIIUH C
JACTOPOJIHBIM MOTCHIIMAIOM. DTH CBEJACHHUS HEOOXOAMMBI MEIUIMHCKUM pPabOTHUKAM IS
MOCJIETYIOIETO HHHOPMUPOBAHUS MTAIIMEHTOB.

[IpoBoAsi COBOKYIHYIO OLIEHKY, HEOOXOAMMO MCIOJIb30BaTh BCE JOCTYIHbBIE JIAHHBIE,
BKJTFOYAs PE3yJIbTaThl KIIMHUYECKUX MCCIICIOBAHUN M MMOCTPETUCTPAITMOHHOTO HAOIOICHNS,
(hapMaKoIOTHYECKYI0 aKTUBHOCTh, PE3YyJIbTAThl JOKIMHUYECKUX HCCIICJOBAHUMN U CBEICHUS O
COEJIMHEHHUSX TOr0 K€ Kiiacca.

[To Mepe HaKOIJIEHUS OMBITA IPUMEHEHHUS JIEKAPCTBEHHOTO TMpernapaTta OepeMEeHHBIMH,
KOTOPBI TMPEBOCXOAUT O0BEM JOKIMHHYECKHX JaHHBIX Y JKHUBOTHBIX, HEOOXOIUMO
OOHOBIISATH YKa3aHUA M0 MPUMEHEHHUIO JIEKAPCTBEHHOTO Mperapara nmpu OEpeMEHHOCTH U B
MIEPHUO/T JTAKTAIUH.

Ecau GepeMeHHOCTh M JIaKTallusl SBJISIIOTCS MPOTHUBOIOKA3aHUEM K MPUMEHEHUIO
JIEKapCTBEHHOTO MIpernapara, CBeJieH!s: 00 3TOM HE0OX0IMMO BKJIIOUUTH B paznen 4.3 OXJIII.

Heob0xoaumo npeacTaBuTh CleyOIUE CBEECHUS.
JKeHIuHBI ¢ JETOPOAHBIM MOTEHIIMAIOM, KOHTPALICTIIHS Y MY>KUUH U KEHIIHUH.

[TpuBoasITCS yKazaHus MO MPUMEHEHHUIO JIEKAPCTBEHHOTO TMpernapara y JKEHIIUH C
JIETOPOIHBIM TTOTEHIIHAJIOM, BKIIIOUast HEOOXOAMMOCTh MPOBEJICHUS TeCTa Ha OEPEMEHHOCTH U
KOHTpareniuu. Eciii manueHTKkaM WM MOJIOBBIM MapTHEPIIaM MaIlMeHTOB B X0JI¢ Tepanuu
WU B OMpPEJEJICHHBIN MPOMEXYTOK BPEMEHHU JI0 Haudaja WIIU TMOCJE 3aBEPIICHUS JICUCHUS
Tpedyercs > PexkTuBHAS KOHTpALENIUsA, OCHOBAHUS JUIsl IPUHATUS 3TOW MEpPHI CIETyeT
BKJTIOYUTH B JaHHBIN pa3fen. B ciydae ecnu peKOMEHIyeTCs KOHTPAIEHIUs, HO UMEETCS
B3aUMOJICHCTBUE C MEPOPATBHBIMU HIIM JPYTUMU KOHTpALENITUBAMHU, HEOOXOJAMMO TaKXKe
yKa3aTh cchUIKy Ha paszzaein 4.5 OXJII (u npu HeoOxoaumoctu Ha pazzaen 4.4 OXJII).

bepeMeHHOCTS.

CHauana NpUBOJATCS JaHHBIE, MOJYUYEHHBIE MO pEe3ylIbTaTaM KIWHUYECKUX U
JTOKJIMHUYECKUX HWCCIEOBAHUM, a 3aT€M — yKa3aHWsA MO MPUMEHEHUIO JIEKapCTBEHHOTO
npernapara Ha OCHOBE 3TUX JIaHHBIX.

B oTHOmIEHNN MOKIMHUYECKHUX MAHHBIX B pa3fiell BKIIOYAIOTCS TOJBKO BBIBOJIBI
UCCIIEIOBAHUN  PENpPOAYKTHUBHOM TOKCUYHOCTH. boiiee moapoOHbIe cBeleHUs
peAcTaBisroTes B pasaene 5.3 OXJIIL

B oTHOmIEHNM KIMHUYECKUX JaHHBIX:

B pa3zesl He0OXOJUMO BKJIIOYUTH IMOJHBIE CBEAEHUS O 3HAYMMBIX HEXKEIATEIbHbBIX
SBJICHUSAX, BO3HHUKIIUX y SMOpHOHA, IUIOJA, HOBOPOXJIECHHOrO, OepeMeHHOU (eciu
npumMeHnMo). CrenyeT ykazaTh YacTOTY BO3HHKHOBEHHS HEKENATeIbHBIX SBICHHUM (
HarpuMep, 4YaCTOTY BO3HUKHOBEHHSI BPOXKJICHHBIX aHOMallWii) corjiacHo kpurepusiMm BO3 (
€CJIM YaCTOTa ONpeIeICHA);

€CJIM HE)KEJaTeNIbHbIE SBJICHUS TP OEPEMEHHOCTH HE BO3HHUKANIH, B pa3ziesie He0OX0IUMO
yKa3aTh BEJIUYUHY MOMYJSIUU OEPEMEHHBIX, Y KOTOPBIX HUMEETCS OMBIT MEIUIIMHCKOTO
MIPUMEHEHUS JIEKaPCTBEHHOT' O Mpernapara.



B oTHOmEHUM ykazaHuW 110 OIPUMEHEHUIO JIEKAPCTBEHHOIO Iperapara y JaHHOU
KaTerOpUU KEHIIUH:

MIPUBOJIATCS PEKOMEHIAIUH 10 MPUMEHEHHUIO JIEKAPCTBEHHOTO MpenapaTa B pa3iMuHbIe
MEepHUO/Ibl TECTAIlMU C YKa3aHUEM MPUYUH TAaKUX PEKOMEHIAIIHI;

MpU TPUMEHEHWHU JICKAapCTBEHHOTO IMpernapara BO BpeMs OEpEeMEHHOCTH B
COOTBETCTBYIOIIMX CIIy4asix MPUBOIATCS PEKOMEHJALUU IO BEACHUI0 OEPEMEHHOCTH,
BKJIIOYass HEOOXOJUMBIN CHEIUabHBIA MOHUTOPHUHT (HampuMmep, YJIbTPa3BYKOBOE
MCCIIEJIOBAHUE TUIOJA, OMpENEIeHHOE OMOJIOTHYECKOe WM KIMHUYECKOe O00CIieIOBaHHE
TJ10/1a WJIX HOBOPOXKICHHOTO).

Takxe qomyckaeTcsl BKIOYATh COOTBETCTBYIONIME CChUIKK B pasjaensl 4.3, 4.4 u 4.8
OXIJIIL.

[Tpumepst GopMyIUPOBOK, TPUBOAUMBIX B JAHHOM pasjelie, COACPKATCS B MPUIIOKESHUN
Ne 5 k HactoAmUM TpeOOBaHUSIM.

JlakTanus.

[Ipy HanWM4YUM TPUBOIATCS KIMHUYECKUE JaHHBbIE (MPUMEHEHHE JIEKapCTBEHHBIX
npenapatoB y MIIQJICHIIEB, HAaXOJUBIIMXCS HAa TPYJAHOM BCKapMJIMBAaHWH), B BUJIC
3aKJII0YEHUN KHUHETUYECKHUX UCCIeOBaHUN (IJIa3MEHHas KOHIIEHTpalus y JeTeH,
HaxXOJMBIIUXCS HA TPYJHOM BCKapMJIMBAHHMH, POHUKHOBEHHE JIEUCTBYIOIIETO BEIIECTBA U (
WJIM) €ro MEeTaOOJUTOB B TPYAHOE MOJIOKO). [Ipn Hamuyuu mpeacTaBisiOTCS CBEIACHUS O
HE)KENATENbHbIX pEaKUUsIX Yy JeTel, HAXOASIUXCS Ha TPyJHOM BCKapMIIMBAHUH,
JOTMYCKaeTCsl yKazaHue MepeKpecTHON cChUIKU Ha pasaen 4.8 OXJIIL.

3akiroueHrne 0 MPOHUKHOBEHUH JIEHCTBYIOIIETO BelllecTBa U (WJIM) €ro MeTaboJIuTOB B
MOJIOKO Ha OCHOBaHUU JTOKJIMHUYECKUX MCCIIEIOBAaHUN MPUBOJAUTCS TOIBKO MPU OTCYTCTBUU
TaKuX JAHHBIX, TOJIYYEHHBIX Y YEJIOBEKA.

[IpuBOIATCS TPUYMHBI U PEKOMEHAIIMN 110 MPEKPAIICHUIO UITH MTPOJAOJIKEHUIO TPYIHOTO
BCKapMJIMBAaHUS U (WJIM) MPEKPALICHHUIO UK MPOAOJIKEHHUIO TEPANIUU B 3aBUCUMOCTH OT TOTO,
9yTO0 00JIee MPEATOUYTUTEIBHO.

[Tpumepst HopMyITUPOBOK MPUBOIATCS B MPUIOKEHUU Ne 5 K HACTOSTITM TPEOOBAHUSIM.

OepTUIBLHOCTSD.

B nannbii pazgen OXJIIT He0OX0AMMO BKIIIOUHTH CIIEAYIOIIME OCHOBHBIE CBEACHUS O
BO3MOXKHBIX HEXKeNaTelbHbIX 3¢ (deKTax JIeKapCTBEHHOrO Mpemnapara Mg MY>KCKOH H
KEHCKOHN (hepTHUIIBHOCTH:

KJIIMHUYECKUE JaHHbIE (TIPU HAJIMYHH);

COOTBETCTBYIOIINE 3aKJIFOUYEHUS JOKIMHUYECKUX TOKCHUKOJIOTHUYECKUX UCCIIeNOBaHUMN (
IIpy HaJau4uu). bonee moapoOHbIe CBeACHUS HEOOXO0IMMO BKIIIOUHTH B pazaen 5.3 OXJIII;

PEKOMEHJAalMi MO MPUMEHEHUIO JIEKapCTBEHHOIO Ipenapara Npu IUIAHUPOBAHUU
OEpEeMEHHOCTH U TIOTCHIIMAILHOM BIUSHUYW TEPAHH HAa (PEPTUIHLHOCTD.

Ecnun npumenumo, B pazaen 4.3 OXJII pomyckaercs: BKIIOYUTh CCHUIKA Ha JIpyrue
pazaenst OXJIII.



Ecnu nannbie mo GepTUIbHOCTH OTCYTCTBYIOT, 3TO HEOOXOUMO YETKO yKa3aTh.

4.77. BmusHAE Ha CIOCOOHOCTD YIPAaBIIATh TPAHCIIOPTHEIME CPEICTBaMH B paboTaTh C
MeXaHH3MaMH

64. Ha ocHoBanuu (apmakoguHamMr4ecKoro u ¢papMaKOKHHETHYECKOro mpodus,
BBISIBJICHHBIX HEKEJATENbHBIX PEaKUi U (UJI1) IPOBEECHHBIX CIIEIUANIbHBIX UCCIEAOBAaHUN B
COOTBETCTBYIONIIEH MOIMYJISALNY, HAMPABICHHBIX Ha YCTAHOBJIECHUE BIUSAHUS JIEKAPCTBEHHOTO
mpemnapara Ha CIHOCOOHOCTh YIPaBJISITh TPAHCHOPTHBIMU CPEICTBAMHU, OE€30MaCHOCTh
JIOPO’KHOTO JIBKEHUS U pad0Ty C MEXaHU3MaMU, HEOOXOAMMO yKa3aTh, YTO JICKAPCTBEHHBIH
npenapar:

a) HE OKa3bIBACT WJIM OKA3bIBAET HECYIIECTBEHHOE BIIUSIHUE;

0) oka3bIBaeT ciaboe BIUSHUE,

B) OKa3bIBAE€T YMEPEHHOE BIIUSHHUE;

I') OKa3bIBa€T BHIPAKEHHOE BIIUSHHUE.

65. HeoOxoauMo paccCMOTpETh PYyrue BaKHBIE ACTEKThI BJIUSHUS JICKAPCTBEHHOTO
mpernapara Ha CHOCOOHOCTh YIPaBISATh TPAHCIOPTHBIMH CpPEACTBAaMU MU paboTy ¢
MEXaHU3MaMH, €CJIM O HHUX HMEIOTCS CBEJeHUsA (Hampumep, HPOJAOKUTEIHHOCTh
HapyLIANIET0 BJIUSHHUS W Pa3BUTHE TOJEPAHTHOCTH WM HEXKENATENbHBIX pEaKIUi Mpu
JUTUTEIHHOM TPUMEHEHHH JICKAPCTBEHHOTO TIpernapara).

66. B cirydae eciin JIeKapCTBEHHBIN MPENapar OKa3blBA€T YMEPEHHOE UJIM BBIPAKEHHOE
BJIUSIHUE, HEOOXOIUMO MPEJICTaBUTh O0COObIE yKa3aHUs U (WMJIM) MEphbl MPEAOCTOPOKHOCTH
npu ero npuMeHenuu (a taxxke B paznene 4.4 OXJIII B ciydae, eciu JieKapCTBEHHBIN
npenapaT OKa3bIBaeT BEIPAXKEHHOE BIUSHUE).

4.8. HexxenarensHBIEC peaKkIAn

67. B manHbIN pa3ziesl BKIOYAIOTCS BCE HEXKENATEbHbBIE PEAKIINH, BBISIBICHHBIE B XO/€
KJIMHUYECKUX HUCCIEOBaHUMN, MOCTPETUCTPAIMOHHBIX HMCCIIEAOBAHUM OE€30MacCHOCTH U IO
pe3yJibTaTaM CIIOHTAHHBIX COOOINECHWH, B OTHOIICHHUH KOTOPBIX IMPHUYHMHHAS CBS3b MEKIY
JIEKAPCTBEHHBIM MPENapaToOM U HEXKEJATEIbHBIM SIBJICHUEM MOCJIE MPOBEACHUS TIIATEILHOU
OIIEHKH HMMEEeT OOOCHOBAaHHYI) BEPOSTHOCTh W TMOJATBEPXKIACTCS, HANPUMEpP, HUX
CPAaBHUTEJIBHOW YaCTOTOM BO3HUKHOBEHHS B KIWUHHUYECKUX HCCIEIOBAHUAX WU
pe3yibTaTaMu dMUAEMUOIOTUYECKUX UCCIIeI0BaHUMN U (MJIM) OLIEHKON MPUYMHBI pa3BUTHS Ha
OCHOBAHHH COOOIICHUH IO OTJICTBLHBIM cTydasM. HexxenaTeabHble SBIICHHS, HE UMEIOIIHE TI0
MEHBIIIEN MEPE MOI03PEBAEMYIO IPUUNHHYIO CBA3b, B OXJIII He yka3piBaroTcs.

68. Madopmaruio, BKIIOYCHHYIO B JaHHBIM pa3jesl HeoOXOauMO OOOCHOBATh B
KJIMHAYECKOM 0030pe PEerucTpalioHHOTO JI0Ch€, OCHOBBIBAsCh Ha OIEHKE HauOojee
yOeUTENbHBIX JAHHBIX B OTHOIICHWH BBISBICHHBIX HEXEIATCIHHBIX SBICHUA U (DAKTOB,
3HAYUMBIX JJI OLIEHKHA TPUYUHHO-CIICJICTBEHHOM CBSI3H, TSIKECTH U YaCTOThI BOSHUKHOBEHMS



TakuXx siBJeHUM. JlaHHBIN pa3aen HEOOXOIMMO PETYJISIPHO MepecMaTpuBaTh U OOHOBISTH C
LEJIbI0 HaAJIeXKAIero MHPOPMUPOBAHUS MEAUIIMHCKUX PAOOTHUKOB B OTHOLLIEHUU MPOdUIs
6e3omacHocTy mpenapaTa. Bech pa3zen gomyckaeTcs nepecMaTpuBaTh:

a) MpY NOATBEPKIACHUU PETUCTPALIMH (TIEpEPETUCTpaliu), Koraa npoduiab 6e30nacHOCTH
OOJBIIMHCTBA MPENapaToB, CKOpee BCEro, OyAeT XOPOIIO U3YUECH;

0) mpu nojaye Kaxa0ro Nepuoinyeckoro 0OHOBIIEMOIr0 OTUYETA 10 O€30MACHOCTH.

69. Nndopmanuio HEOOXOAMMO H3JIaraTh KpPAaTKO, HCHOJIb3Ys CHELHATbHYIO
TEPMUHOJIOTHIO, OHA HE JIOJIKHA COJIEPXKATh CIEAYIOIINE CBEICHHUS:

a) yKa3aHUE Ha OTCYTCTBHUE OINPECICHHBIX HEKENATENbHBIX PEAKIUH;

0) JaHHBIE O CPAaBHHUTEIBHOM 4YACTOTE HEXeJIaTeIbHBIX pPEeakIuil (3a UCKIIOYCHUEM
Clly4yaeB, YKa3aHHbBIX B HACTOAILIEM pa3felie);

B) YKazaHue Ha OOlIyI0 XOPOIIYI0 NEPEHOCUMOCTD JIEKAPCTBEHHOIO Tpemnapara (B BUJIe
hopMyJIHPOBOK: "XOPOIIIO TTepeHocuTes ", "HeKenaTeIbHbIC PEaKIIUU, KaK MPaBUiIo, peaku" u
Jp.).

70. He nomyckaeTcss BKJIOYaTh yKa3aHUsS Ha OTCYTCTBUE MOATBEPXKIACHUS
IIPUYUHHO-CJIEICTBEHHON CBSI3H.

71. B nenax mpenacraBieHus] YeTKON W MOHATHON nHpopManuu gaHHbIN pazaen OXJII
JOJIKEH UMETh CIIETYIOUIYIO CTPYKTYPY:

a) pesromMe npouiIa 6e301MacHOCTH;

0) pezroMe HexeJaaTeIbHbIX peaklui B (hopme TabOJHIbI HIH CTPYKTYPHPOBAHHOIO
CITHCKA;

B) ONMHCAHHE OT/EJIbHBIX HE)KEIATCIbHBIX PEAKIIHH;

) ocoObI€ TpyMNIIbl NallHEHTOB;

1) ETH.

Pe3zrome nnpouiis 6€30nacHOCTH.

Pestome npoduiist 6e30macHOCTH JOHKHO COJIEP’KaTh CBEJCHHS O HauboJjee Cepbe3HbIX U
(WJ1KM) 4acTO BO3HUKAIOIIUX HEKETATENbHBIX PEAKIUIX.

[Ipu HanmMuuM yKa3aHHBIX CBEJICHUI IPUBOISTCA CPOKH BOZHUKHOBEHUS HEKENATEIbHbBIX
peakuuii. Hampumep, B 1eisx NOpeAOTBpAILEHHS PAHHEro TMPEKpalleHUsl Tepanuu
JIOITYyCKAaETCsl MPUBECTHU ONKUCAHHE HECEPHE3HBIX HEXKENIATENbHBIX PEaKUUi, KOTOPbIE YaCTO
BO3HUKAIOT B Hayaje TEPAUK, HO MOTYT Pa3pelIuThCS M0 Mepe MPOAOTIKEHUS JICUCHUS, WU
OMMCAHUE HEKETATEIbHOW PeaKUny, XapaKTepHOH JJIsl AJUTEIbHOr0 NpuMeHeHus. Yactoty
BO3HHUKHOBEHMSI HEXKEJIATEJIbHBIX peaklni HEOOXOAMMO yKa3aTh Kak MOXHO 0Ooyiee TOYHO.
Pestome mnpoduis 0e30MacHOCTH JOJIKHO COOTBETCTBOBATH ONMMCAHUIO BaXXKHBIX
UICHTU(DUIIMPOBAHHBIX PUCKOB, MPUBEACHHBIX B cHerudUKAIA 1O OE30MacHOCTH TIIaHa
ynpaBieHus puckamu. CBejeHus: 0 Hanbosee cepbe3HbIX M (WJIM) YacTO BO3HMKAIOIIMX
HEXENaTeJIbHbIX PEaKUUAX HE JOJIKHBI IPOTUBOPEUUTh PE3FOME HEXEJIATEJIbHbIX PEaKLHH,



MpHUBEACHHBIX B (popme TaOIHIIBI HIH CTPYKTypHpoBaHHOro crnucka. Ecnu B paznmene 4.4
OXJIII mpuBeneHbl 3HAUMMBbIE MEPhl IO MHUHUMH3AIUU PUCKOB, HEOOXOAUMO MPUBECTH
CCBUIKY HA IAHHBIN pa3Jeil.

[Tpumep pesrome npodusis 6€30MacHOCTH:

"B Hawasie J1e4eHHUS MOKET BOZHUKATD SUIacTpaibHas 00Jib, TOIIHOTA, THAPes, TOJIOBHAs
00JIb HJIH TOJOBOKPY KCHHE. DTH PEaKIHuH, KaK MpaBHIIO, IPOXOAAT B TEUCHUE HECKOIbKHX
JHEH, jaxke npu npoao/pkeHuu tepanud. K HanboJiee 4acTo BOZHUKABIIUM HEXKEJIaTCIbHBIM
peakHAM TIPH JICYCHUH OTHOCATCS TOJIOBOKPYKEHHE H T'OJIOBHAS 00b, Ka)K1as U3 KOTOPBIX
BO3HHKaJIa NpHOIU3UTEJIFHO y 6 % manueHToB. Penko MoxkeT BO3HUKATh OCTpas Me4eHOYHAas
HEIOCTATOYHOCTh U arpaHyJionuTo3 (pexe 4em 1 ciayyqaii Ha 1000 nanueHToB).".

Pestome HexxenatenbHbIX peakiuii B popme Tabaulbl (HJIH CTPYKTYPHPOBAHHOTO CITUCKA).

HexenarenpHble peakiiuy ¢ COOTBETCTBYIOIIEH UM KAaTErOPUEN YaCTOThl BOSHUKHOBECHUS
HE0OXOJAMMO yKa3aThb B OAHOW Tabnuie (WM CTPYKTYPUPOBAHHOM CIHCKE). B oTHOLIeHUH
YaCThIX U OYEHb YACTHIX HEXKENATEIbHBIX PEAKIIUN U IPU HEOOXOIUMOCTH 00Jiee TOHSTHOTO
U3JI0’KEeHUSI TH(POPMAIIUK B TaOJIHUIIE IOMYyCKAETCS YKa3bIBaTh KOHKPETHBIC 3HAUCHHSI YaCTOTHI
BO3HUKHOBEHUS HEXKEJIATEIbHBIX PEAKIIUM.

[Ipu BbIpa)KEHHOM pa3inuuuu nMpoduiield HeKeIaTEIbHBIX PEaKIuii B 3aBUCUMOCTH OT
MIPUMEHEHUS JIEKApCTBEHHOr0 Mpenapara (HampuMep, B ciaydae MpUMEHEHHs Mpernapara 1o
pPa3HBIM MOKa3aHUSIM (HAIpUMEP, B OHKOJIOTUU U 110 HEOHKOJIOTHUYECKOMY MOKA3aHUI0)) WU
IPU Pa3IMYHBIX PEKUMAX JO3UPOBAHMUS, TOMYCKAETCS COCTABIICHHUE OTAEIbHBIX TAOJIHII.

[Tepen Tabnuieit HEOOXOIUMO yKa3aTh CBEACHUS 00 NCTOYHHUKE Oa3bl TaHHBIX (HAIpUMeEp
, 13 KIIMHUYECKUX MCCIICIOBAaHUM, TOCTPETUCTPALIMOHHBIX UCCIIEI0BaHUN 0€30MMaCHOCTH WU
10 pe3yJbTaTaM CIOHTAHHBIX COOOILIEHUN).

[Ipu coctaBneHun TaOIUIIBI HEXKENATENbHBIE PEAKIIMU HEOOXOMMO TPYNIUPOBATh B
COOTBETCTBHH C NMEPEUYHEM CUCTEMHO-OPTaHHBIX KJIACCOB, MPEyCMOTPEHHBIM MPUIIOKEHUEM
Ne 4 x HacTosAmuM TpeOOBaHUSIM.

[Topsiiok mpencTaBieHUs] CUCTEMHO-OPTaHHBIX KJIACCOB JIOJKEH COOTBETCTBOBATH
yKa3aHHOMY TiepeuHio. Takoil MOpSJOK COOTBETCTBYET YPOBHIO MPEANOYTHUTEIHHOTO
TEPMUHA, OJIHAKO B HEKOTOPBIX CIIydasX HEOOXOJMMO yKa3aTh TEPMHUH HU3LIETO YPOBHS WIH
B HCKJIOUUTEIbHBIX CIy4asX TEPMHUHBI BepxHero ypoBHA. [lo oOmemy mnpaBuiy Bce
HE)KeJlaTeIbHbIE PEeaKIINK CIIEYEeT OTHECTH K HanboJiee MoAX0AAIIEeMy CUCTEMHO-OPTaHHOMY
KJIaCCy, COOTBETCTBYIOLIEMY OpraHy-muilieHu. Hampumep, mpeanodyTuTenbHbIi TEpMUH "
HapynieHHe (YHKIIHOHAJIBHBIX MO0 MmedeHH" clelyeT OTHECTH K CHCTEMHO-OPTaHHOMY
Kiaccy "HapylieHHS CO CTOPOHBI INEYEeHH H JKET4eBBIBOAAINUX MyTeH", a He K
CUCTEMHO-OPTaHHOMY KJaccy "71abopaTopHbIC H HHCTPYMEHTAIbHbIC JaHHBIC".

HexxenaTtenbHble peakiiiy BHYTPU KaXKJOTO CUCTEMHO-OPIaHHOTO Kjlacca HEOOXO0JIUMO
pPAcCToOJIOKHUTh, B TOPSAKE YOBIBAaHWUS WX CEPhE3HOCTH C YKA3aHUEM 4YacTOThI 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 o006HbIM ripernapaTtom)”. 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. ®apMaKkOKMHETHIECKIE 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 abcopOimu, abCONMOTHAS 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 ¢ OelKaMu IUIa3Mbl, KaXyIIUHACS 00bEM 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;
ouorpancopmamusa. CrerieHb 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 MONyBBIBEACHUS, 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 JOKJIMHNIECKOH 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. ®apmaneBTHIeckue cBoiicTsa 6.1. IlepedeHp BCIOMOraTeIbHBIX BEMIECTB

83. IlpuBoaUTCS TIepeUYeHb BCEX BCIOMOTATENIbHBIX BEHIECTB (KAUYE€CTBEHHBIH COCTaB),
JaXe €CIIM OHU COJIEPIKATCS B JIEKAPCTBEHHOM IIpenapaTe B HE3HAUUTEIIbHBIX KOIUYECTBAX (
Hanpumep, uyepHuia). bosee moapoOHbIE CBEOEHHUS O BCIOMOTaTElIbHBIX BELIECTBAX,
M3BECTHBIX CBOMM JICHCTBHEM, MOMJICKAIINX YKA3aHUIO, IPUBEACHBI B IpuiiokeHuu Ne 1 k
HacTosiuuM TpeboBaHusiM. HeoOXoauMo ykazaTh BCE€ HMHIPEIUEHTHI TpaHCAEpPMalbHBIX
IIacThIpeil (BKJIIOYAsl aJAre3MBHYI0 OCHOBY, BBICBOOOXKJAIOUIYIO MOMJIOKKY U HapY>KHYIO
TJICHKY).

He tpeOyercs Brmtouars B OXJIII akTuBHYIO (hapmaleBTUYECKYIO0 CyOCTaHIIUIO,
OCTaTOYHBIE MPUMECH BEILIECTB, UCIIOJIb30BAHHBIX B MPOU3BOACTBE TOTOBOTO JIEKAPCTBEHHOTO
npenapara (HampuMmep, pacTBOPUTEINH, ra3 B CBOOOJHOM HaJ MPENnapaToM MPOCTPAHCTBE U
AHTUOMOTHKH, WCIIOJIb30BaHHBIC B MPOM3BOJICTBE BAKIIMH), JTyOPUKAHTHI MPEIBAPUTEIHHO
3aMOJHEHHBIX HIIPUIEB U KOMIIOHEHTHI 000JIOYEK KArCyJl MOPOIIKOB Il MHTAJSALMM, He
MpeHA3HAYCHHBIX ISl TPUEMa BHYTPb.

84. OmnpeneneHHble OCTaTOYHbIE TPUMECH (HAMpUMEpP, TPUMECH aHTUOMOTHKOB HIIH
MPOYUX NPOTHUBOMHUKPOOHBIX areHTOB, HCMOJb30BAaHHBIX B MPOILIECCE MPOU3BOICTBA),
M3BECTHBIE CBOMM aJUIEPT€HHBIM IMOTEHIIMAIOM U CIOCOOHBIE BBI3BIBATH HEXEJIATEIbHBIC
peakuuu, cieayeT ykasath B pasnaeie 4.3 unu 4.4 OXJIII coorBeTCTBEHHO.

85. Jlmst BcrmoMoraTenbHbIX BEIIeCTB HE00X0IuMO yKa3biBaTh pekomenayemoe BO3 MHH
, IPU €r0 OTCYTCTBUM — OOLIEHPHUHATOE (TPyNINUPOBOYHOE) HAMMEHOBAHUE C YUYETOM
COJICBBIX, J(DHUPHBIX, THAPATHBIX M HHBIX (POPM, MPU OTCYTCTBUH OOMICTIPUHATOTO (
IpyNIMPOBOYHOI0) HAMMEHOBAHUS — XUMUYECKOe HauMeHoBaHue 1o HomeHkiarype [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. OcobBre 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 cofiepkaHue YIaKOBKH <H CIENUAIbHOEe 000pYAOBaHUE LIS HCIIOIB30BAHHS,
BBEJCHHS WA HMIUIAHTAINH>



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 (
CTEeKJIAHHOM) C YIUIOTHUTEJIEM (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 MepEI MPeIOCTOPOKHOCTH TIPH YTHIIM3AIHHA HUCIIOIE30BaHHOTO JIEKAPCTBEHHOTO
Ipemnapara Wil OTXOZ0B, IOXy9IeHHHIX I0CIIe IPUMEHEHHS JIeKapCTBEHHOTO Ipenapara, ! 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. lepxaTeisb peruCTPallHOHHOIO YAOCTOBEPEHHS

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. IlpencraBATENS AepaKATENI PETHCTPAIMOHHOTO YAOCTOBEPEHHU 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) perucTpaniOHHOTO YAOCTOBEPEHH JIEKapCTBEHHOI'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 oTImycka JIeKapCTBEHHOI'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 (ecim 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 IPUTOTOBJICHHUIO Paauo(apMameBTHIECKIX MPenapaToB (3aN0HAECTCS 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
IIPEJICTABIECHNE JONOJHUTEIbHBIX NaHHbIX. [HanMeHOBaHHWE yNOJTHOMOYEHHOIO OpraHa
rocyjaapcTBa — wieHa EBpa3suiickoro 3kOHOMUYeCKOro coro3a] 0y1eT IpoBOAUTH €XKETOAHO
AKCIEPTU3Y HOBBIX CBEIEHUHM O IMpenapare, a JAaHHas oO0mas XxapaKTepHUCTUKa

JIEKapCTBEHHOTO Tpernapara 0y1eT 0OHOBISATHCS 10 MEPE HEOOXOTUMOCTH.

I[MTPHUJIOXKEHUE Ne 1
K TpeGoBaHMAM K HHCTPYKIIHN
[0 MEJMLIMHCKOMY OPHMEHEHHIO
JIEKapCTBEHHOTO TIpernapara
U 0011Iel XapaKTepUCTHKe
JIEKapCTBEHHOTO MpernapaTa s
MEIUIUHCKOTO TIPUMEHEHUSI

BcnomorarensHbIe BEIECTBa,

yKa3hIBacMEI€ B HHCTPYKIHH 10 MEAUIHHCKOMY IPAMEHEHHMIO JIEKAPCTBEHHOT'0 Ipemapara (
JIMCTKe-BKJIAMIBINIE) ¥ 00l XapaKTepUCTHKE JIEKApCTBEHHOT'O IIpenapara I MEAUIMHCKOTO
OpUMEHECHHAA



Cnocka. Ilpunoxenue 1 B pegakiuu pemenus CoBera EBpa3uiickoil 5KOHOMUYECKOM
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KajJeHJIapHBIX JHEH ¢
JIaThl €ro OPUIMATBLHOTO OIMyOJIUKOBAHUA).

I. O0mue mosoxKeHus

Hacrosmuii mepedeHp BKIIOYAaeT B ce0si BCTIOMOTATENIbHBIC BEIIECTBA, CBEICHUS O
KOTOPBIX HEOOXOUMBI /JIs1 0€30MacHOr0 U 3(PPEKTUBHOrO MPUMEHEHHS, 1 0COOBIE YKa3aHUs
0 HAJIMYHUK KOTOPHIX HEOOXOUMO BKJIIOUATh B MHCTPYKIIMIO [0 MEUIIMHCKOMY ITPUMEHEHUIO
(JIUCTOK-BKIAABIN) (J1aJiee — JIMCTOK-BKJIA/IBIIT) U OOIIYIO0 XapaKTePUCTUKY JIEKAPCTBEHHOTO
npemnapara st MeauimHckoro npuMenenus (manee — OXIJIIT). Takke B NMpUI0XKEHUU
MPUBOJSTCSA TPEAyNpEaUTEIbHbIE (OPMYJIMPOBKH O TMPUCYTCTBUU OMPEICICHHBIX
BCIIOMOTaTEJIbHBIX BEIIECTB B JIEKAPCTBEHHBIX IpenapaTax CBEPX YCTAHOBICHHOTO MOpPOra
COAEPKAHUS.

JIucrok-Bkiaaei coctaBisieTcs B coorBeTcTBUU ¢ OXJIII. B cBsizu ¢ 3TiiM B 00oux
JIOKYMEHTaX HEOOXOJAMMO yKa3bIBaTh COIIaCOBAHHbBIC CBEJEHUS 000 BCEX BCIIOMOIaTeIbHbIX
BEILIECTBAaX, YKA3aHHBIX B HACTOSAILEM IIEPEUHE.

II. Cdepa mprumeneHNS

Hacrosiee npunoxxeHue npeIHa3HaueHo Jis YIOJIHOMOYEHHBIX OPraHOB (3KCIIEPTHBIX
OpraHM3alnii) rocyaapcTB — YICHOB EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, 3asiBUTENICH U
JepxKaTesiell perucTpaluOHHBIX YIO0CTOBepeHui. CBeleHUs, YKa3aHHbIE B HACTOAIIEM
MEpEYHE, HE MPUMEHSIOTCS K BCIIOMOTATENIbHBIM BEIIECTBAM, MCMHOJIB3YEMBIM B Kau€CTBE
JNEUCTBYIOIINX BEIIECTB.

[I. Onpenenenns v IpUMEpPHI

IlonsiTne "BecomorarenbHbIE BEIIECTBA" NMPUMEHSAETCS B 3HAYEHHUH, ONPEICICHHOM
[IpaBunamu Hajexanield MpOU3BOJCTBEHHONW MPAaKTHKA EBpPa3suiiCKOrO0 3KOHOMHUYECKOTO
cor03a, yreepxkacHHbIMU Pemennem CoBera EBpa3uiiCkoil 3KOHOMHUYECKON KOMUCCHU OT 3
HOs10pst 2016 1. Ne 77,

BcnoMorarenbHble BelIeCTBa MOTYT BKIIIOUATh B CEO0SI:

KpacUTeNH, KOHCEPBAHTHI, a/IbIOBAHTHI, CTAOMIN3AaTOPbI, 3aTyCTUTENHU, AMYJIbraTOPBI,
BKYCOBBIE I00aBKH M apoOMaTU3aTOPbI U JIp.;

KOMIIOHEHTHI, MpeaHa3HaueHHbIC ISl JIEKapCTBEHHBIX (HOpM sl MEPOpaIbHOTO
NPUMEHEHUS WM BBEACHUS MAIUEHTY APYTUM IIyTE€M, HAPYKHOT'O MOKPBITHS JIEKAPCTBEHHBIX
(dopM (TBepable KamcCyJibl, MSITKHAE KalCyJbl, PEKTAJbHbIE KaICyJbl, TAOJETKH, MMOKPHITHIE
000JI0YKOH, TaOJIETKU, TOKPHITHIE TNIEHOYHOU 000JI0YKOH, U JIp.).

KOMIIOHEHTBI TPAHCAEPMAJIbHBIX IUIACTBIPEN;



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. HomeHKIIaTYypa

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 BcmoMOraTensHBIX BEMECTB B JIMCTKE-BKiIaAkme 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. Ycnosurs BnogeHns B IUCTOK-BKIaasm 1 OXJIIT HOBEIX (popMyIHpPOBOK B OTHOIIEHHH
BCIIOMOT'aTeNIbHEIX 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 HOBOH pCaaKIuu Tpe60BaHI/Iﬁ.
Tabmnuia

BcmomorarenpHbIe BemecTBa 1 HHGOpPManya 0 HUX, yKa3biBaeMas B JICTKe-BKiaapmme u OXJII

Wudopmarus  ais
HHCTPYKIIUU  TI0

MEJIUIHHCKOMY
MPUMECHCHUIO (
ITyTts BBEDCHUS JMCTKa-BKJIAbIIA) 1
HaumenoBanwue (cnoco6 npumenenus Ilopor o6meit Kommenrtapun
) XapaKTEepUCTUKHU
JeKapCTBEHHOTO

nmpenapara pInIs: |
MCIUIIUHCKOTO
MPUMCHCHUA



A3okpacutenu
Hampumep,
Taptpasun (E 102)
ConHeuHBIH 3aKaT
FCF (E 110)
A3zopyOuH,
kapmyasuH (E 122)
Awmapasnr (E 123)
Ilonco 4R,
KOILLIEHUJIEBBII
kpacusrii A (E 124)
UepHbiid OnecTsmii
BN, uepnsiii PN (E
151)

ITepopanbublii Hynesoit

ATnpoTHHHUH MecTHbIi Hynesoit

ApaxucoBoe maciio  Bce Hynesoit

Acmapram (E 951) IepopanbHelii Hynesoit

MoxeT BBI3BIBATh
aJNIeprUYecKue
peaKIuu.

Hna  xpacurenei
E102, E110, E122:
ConepxuT KpacuTenb
(kpacurenu),
KOTOPBIN (KOTOpEIE)
MOXeT (MOTYT)
OKa3bIBaTh
OTpHULIATEIBHOE
BIIHSHUE Ha
AKTUBHOCTh H
BHUMAaHHE JETeHl.

MoKeT BBI3BIBATH
THIEPYYBCTBUTEIBLHO
CTh WM TSDKEJbIe
aJIepTUYeCcKue
peaKIuu.

<JlekapcTBEeHHBIN
npenapar> COACPKUT
apaxucoBoe Maclo.
Ecnu y Bac anmneprus
Ha apaxyc U COI0,
HE MPUMEHSNTE 3TOT
JIeKapCTBEHHBIN
mpemnapar

JdauHBIH
JIEKapCTBEHHBII
mperapar COAEPKUT
X Mr acmaprama B
KaxJ0M <eauHula
J03UPOBaHUI> <
enHUIA 00BeMa™>
<YTO IKBUBAICHTHO
X Mr/<macca><
00BeM>>,

AcmaptaM sBISeTCS
HCTOYHUKOM
(ennnananuHa. OH
MOXXET OBITh BpeJeH,
ecnu y Bac
¢denunkeronypus  (
®KVY) — penkoe
TeHETUYECKOE
HapylIeHue, NpHu

MecTHBIH TyTH
BBEJICHUS B JIAHHOM
ciydae 00O3Ha4aer
Y4acTKH, KOTOpBIE
MOTYT UMETh JOCTYII
K KPOBOOOpaIIeHHIO (
HampuMep, paHsbl,
MIOJIOCTH OpTraHu3Ma
UT. 1)

OuunimenHoe
apaxucoBOE Maclio
MOJXET COJIepXarh
Oenok  apaxwuca.
Cratps @apmakornen
Coro3a He COEPKUT
UCTBITAaHUS  Ha
OCTaTOYHbII OEJIOK.
B OXIJIIT BHOCHTCH:
MIPOTHUBOIIOKA3aHUE

[Tpn nmpueme BHYTpPb
acmapram
THAPOJIN3YETCA B
KEITyAOUHO-KHIIEYHO
M TpakTte. OgHUM U3
OCHOBHBIX
NPOAYKTOB
THIPOJIN3a SIBISETCS
(heHMTaaHTH.
CBenecHHS,
BKJIOYaeMble B
OXJIII: oTCyTCTBYIOT
JOKJIMHUYECKUE U
KIUHUYECKHE
JTaHHEBIE,
MO3BOJISIIONHE
OLECHUTH



bensankonus xnopun Bce

bensankonus xnopun I'naznoit

Hynesoit

Hynesoit

KOTOpOM
HaKarjinBaeTcs
(heHMITaTAaHWH W3-32
HECTIOCOOHOCTH
opraHusma
IMpaBUJIbHO BbBIBOJUTH
ero.

JdauHbI i
JIEKapCTBEHHBIN
mpernapar COJICPIKUT
X Mr OeH3aIKOHMS
XJIOpHJA B KOXKIOH <
equHHUIA
JO3UPOBAHUI> <
equHNIIA 00BeMa> <
YTO SKBHBAJIEHTHO

X Mr/<macca><
o0BeM>>,

Msrkne KOHTaKTHBIE
JWH3Bl  MOTYT
abcopOupoBath
OCH3AITKOHUS XJIOPHT
C H3MEHEHHEM HX
BeTAa. Ilepen
MpUMEHECHUEM
JAaHHOTO
JICKapCTBEHHOTO
npemapara
HEO0OXO0JUMO CHSITH
KOHTAKTHBIC JIMH3BI K
HazxeTs oOpaTHO
coycts 15 MuHYT.
benzankonus xmopun
Tak)ke CIocoOeH
BBI3BIBAThH
pasnpaxkeHue rias,
0COOGHHO TMpU WX
CYXOCTH  HIH
MOpaKEeHUAX
POTOBUIIBI
MPO3PAaYHOro CJIOS
nepeaHel yactu
riasa). [pu
HEOOBIYHBIX

~

OLIYIICHHSX B a3y,
INOKaJIbIBAHHUU WJIN
6onu B rnazy mocie
NpUMEHCHU S

NpUMEHEeHHUEe
acmaprama y
MJIaJICHIIEB MIIAJIIIC
12-HenenbpHOTO
BO3pacra.

N3 umeromuxcs
OTpaHHMYCHHBIX
JAHHBIX CIIEAYET, U4TO
pasHuIila B mpoduiie
HEXeJaTeIbHbIX
SIBIIGHUN  MEXIy
JIETBMH W B3POCITBIMH
OTCYTCTBYET.

BMmecte ¢ Tem, kak
MpaBWIio, Tjasza y
neTed  CHIbHEe
pearupyooT Ha
pasapaxuTenb IO0
CpaBHEHHUIO C
TJIa3aMH Y B3POCIBIX.
Pazppaxenue moxer
BIUATH Ha
MIPUBEPKEHHOCTH
JIeTeH K JICUCHUIO.
Coobmanocey 0
pa3ipakeHuu rias,
xanmobax Ha CyXOCTh
rJ1a3, BBI3BAHHYIO
OEH3aJIKOHUSA
XJIOPUAOM; CIIOCOOEH
U3MEHATH CJIE3HYIO
MJICHKY u
MOBEPXHOCTH
porosunsl. Crenyet
C OCTOPOKHOCTBIO
MPUMEHATH
malueHTaMu ¢
CYXOCTBIO TJla3 u



bensankonus xnopun HazanbHblil Hynesoit

bensankonus xaopuy MHraasmyoHHbIH Hynesoit

bensankonus xnopun Koxusrit Hynesoit
OpOMYKO3HBIH,

benzankoHus Xjgopua peKTalbHBIM U Hynesoit
BarvHAJIbHBIN

benswioselii ciupr  Bcee Hynesoit

JaHHOTO naguceHTaMu C

JIEKAPCTBEHHOTO MOpaKxeHUEM
npemapara POTOBHIIBL
obpaTutech K IIpu pyuTENBHOM
JieyaiieMy Bpady. NpPUMEHEHHUU
HEOOXOIUMO
YCTAaHOBUTH
HaOda0ZeHHE 3a
nanueHTaMu.

benzankonus xnopun
MOXECT BbI3BIBATh HHI/ITGHBHOG
pasapaxeHue WIM I[PUMEHEHUE MOXET

OTE€K B HOCY, MPHUBOAUTH K OTEKY
0COOCHHO TpHU  CIU3HCTON 00ONIOYKH
JUTUTEIbHOM HOCa.

MPUMEHEHHH.

benzankonus xmopun
MOJXET BBI3BIBAThH
YHMXaHUE u
3aTpyOHEHUS TIpU
OBIXaHUH (
O6poHxocmasm),
ocobenHo eciu y Bac
OpoHXHWAJIbHAS acTMa

IIpumenenue BO
BpeMsi GepeMEeHHOCTH
JaKTalluu He
CONpSI)KEHO ¢
BPEIHBIM Ul MaTepu

benzankonus xnopun
MOJET pa3JpakaTh
KOXY.

He nanocure JaHHBIA

N nelcTBHEM,

J'IeKapCTBEHHI)II/I

MTOCKOJIBKY KOJKHas
Ipenapar Ha Ipylb
perap PYAE, abcopOmms
ecnu Bel xopmute S eH3AIKOHMS
IPYABIO, IMOCKOJBK
PYAbIO, y Xjaopuna
pebeHoKk MOXeT

MHHUMaJIbHA.

MPOTJIOTHTh  €r0
He wHanocutr Ha

BMECTEC C MOJIOKOM.
CIIU3UCTBIE O0OIOUKH

benzankonus xmopun
MOET BEI3EIBATH
MECTHOE
pasapaxeHue.

JdaunHBI
JIeKapCTBEHHBIHN
mperapar COJCPKUT
X Mr OeH3UJIOBOrO
CIIUpPTa B KaxI0oH <
enquHHUIA
JO3UPOBaHUI> <
eIMHHIIa 00beMa™>

<YTO 3KBUBAJICHTHO



benzunoslii cnupt

Bensunosslii cnupt

ben3wiioBelii ciupt

IlepopanbHbIi,
HapeHTepaIbHBIA

IlepopanbHblil,
HapeHTepabHbII

ITepopanbHblii,
napeHTepabHbINA

Hynesoit

Hynesoit

Hynesoit

X Mr/<macca><
00BeM>>,
bensunoBelil cnupt
MOXXET BBI3BIBATH
aJuIepTHYECKue
peaKLum.

YcraHoBneHa CBsI3b
OEH3MIIOBOTO CIIMpTa
C PHCKOM TSDKEIBIX
HEe)XeNaTeIbHBIX
peakuuii, BKJIIOYas
3aTpyJHEHHE
JBIXaHHUS (
Ha3bIBa€MOT0 "
TacTIAHT-CHHIpOM") ¥
MaJIEHbKUX JETEH.
He oaBauTe
HOBOPOXJICHHOMY
pebenky (B Bo3pacrte
o 4 Henenn), eciu
HE PEKOMEHJIOBaHO
JICYAIIAM BPavdoM.

He npumensats
Oonpmie Hememw y
MaJeHbKUX JaeTel (B
BO3pacTe MeHee 3 JeT
), ecid TOJbKO He
PEKOMEH/I0BaHO
JeYaluM BpavdoM
uau  pabOTHHKOM
anTeKH

Ecnu Ber 6epemeHHBI
WA KOPMHTE TPYABIO
)
IIPOKOHCYJIBTUPYHTEC
b C JICUAIIUM BpPadoM
Win pabOTHUKOM
anteku. Ilpuunna:
OoupIIne KOJTMUYECTBA
OGEH3MIIOBOTO CIIMpPTA
MOTYT
HaKallJuBaTbCi B
opraHusmMe H
BBI3BIBATh
HEXKeIaTelbHYI0
peaknuio,

BryTpuBenHoe
BBEJACHHUEC
OCH3MIIOBOTO CIIMpTa
COTIIPOBOXKIAJIOCH
CEpbE3HBIMU
HECXKEJIaTCIIbHBIMU
peaknusMu U
CMEPTHIO
HOBOpPOXIEHHBIX ("
racTuHT-CUHApPOM").
MuHuManpHOE
TOKCHYECKOE
KOJHYECTBO
OEH3WIOBOTO CrIupTa
HEH3BECTHO.

[Ipn mpuMeHeHUH y
HOBOPOXXJICHHBIX B
pasmen 4.4 OXJIII
HEO0O0XOIUMO
BKIKYUTH
MPEIOCTEPEIKCHUE.

[loBbIIEHHBINA PHUCK
BCIEICTBUE
HAaKOIIJICHUA y
MaJICHbKUX JIeTEN.



ITepopanbHbIii,

benswuioBelii ciupt .
TapeHTepaIbHbBIA

Hynesoit

benswioBelii ciupt  MecTHBIi Hynesoit

benzoiinas kucnota (

E 210) u 6en3oatsr
Harpumep:

Harpus 6Gensoar (E Bce Hynesoit
211)

Kamus Genszoar (E

212)

benzoiinas kucmorta (
E 210) u Oenzoatst

HaIlpuMep: .
ITepopanbHbIii,

N Hynesoit
mapeHTepabHBIN

Harpus 6enzoat (E
211)
Kamus 6enzoat (E
212)

n

Ha3BIBACMYIO
MeTab0INYECKUM
anumo3om".

Eciu y Bac
3a0oJIeBaHKE NIEYCHU
uinu MmoyYex,
MIPOKOHCYJILTHPYHTEC
b C JICYAIIUM BPauOM
una  pabOTHUKOM
anteku. Ilpuuuna:
OoJIbIIINE KOJTMUECTBA
OEH3MIIOBOTO CIIHpTa
MOTYT
HaKaIIuBaThCsl B
opraHusmMe H
BbBI3bIBATH
HEXeJaTelbHYI0
peakuuio,
Ha3bIBAEMYIO "
MeTabOIMYECKUM
armo3om".

BeH3unoBelii cupT
MOJXXET BBI3BIBATH
JerKoe MEeCTHOE
paszpaxkxeHue.

JdaunHbI i1
JIeKapCTBEHHBII
mperapar COJIEPKUT
X Mr <OeH30HHOI
KHCJIOTBI/OCH30aTHOM
COIM™> B Kaxaon <
eIUHUIlA
JIO3UPOBAHMUS> <
eIMHNIIa 00beMa™>
<YTO HKBUBAJICHTHO
X Mr/<macca><
00BeM.>>

<beH3olHasi KHUCTIOTA
/6eH30aTHas COJIB>
MOXXET YCHIINBATh
KENTYXY (
MOKENTEHNE KOXKH U
rizas) y
HOBOPOXXJICHHBIX (B
BO3pacTe 110 4 HeAelNb

).

B 00BN X
KOJIMYECTBAX CIICIYET
NPUMEHITH  C
OCTOPOXKHOCTBIO U
Tonpko npu
HEOOXOOUMOCTH,
ocobeHHO y
IIAaIITUCHTOB C
HapyIICHUEM
(GYHKIIMU TEYCHH
WM TI0YEK — B CBSI3U
C PHCKOM KyMYJISIIIHA
H TOKCUYHOCTH (
MeTaboIMIeCcKUii
arujo3).

Ycunenune
OMITMpyOHHEMHHU
II0CJIC BBITCCHCHHA
OomnupyOuHa U3
CBSI3U C ATBOYMHHOM
MOJXET YCHIUBATh
KEITYyXY
HOBOPOXXJICHHBIX,
KOTOpas MOXET
nepepactu B
SEPHYI0 KeNnTyxXy (
OTIOXEHUS
HEKOHBIOTHPOBAHHOT
o OwmnupybunHa B
TOJIOBHOM MO3T€).



Benzoiinas kuciora (
E 210) u 6eH30aTHI
HanpuMep:

MecTHbIl Hynesoit

Hatpus 6enzoar (E
211)
Kamus Genzoat (E
212)

Benzoiinas kucnora (

E 210) u 6en3oatht

HampuMep:

Harpus Gemsoar (E MectHblit
211)

Kamus Oenzoar (E

212)

Hynesoit

BepramotoBoe macno
(comepxamee
OepramnTeH)

MecTHbIi Hynesoit

Bopuas kucnora (n
Oopatsr)

Bcee 1 mr Bleyr

<beH3oitHas kuciIoTa
/0eH30aTHas COJIb>
MOJKET BBI3BIBATH
MECTHOC
pasapaxeHue.

<beHzoitHas kuciaoTa
/O0eH30aTHast COJb>
MOXET YCHJIUBATh
KEATYXY
MOKENTEHHE KOXKHU U
rias) y
HOBOPOXKICHHBIX

(B BO3pacte mo 4
HeJIelb).

MoxeT mOBBIIIATH
YyBCTBUTEIBHOCT K
YO®-nyuam (
€CTECTBEHHOMY H
HUCKYCCTBEHHOMY
COJIHEYHOMY CBETY).

He nagaiite pebeHky
MIIajie

2 7eT, MOCKOJIBKY
JTaHHOE JIEKapCTBO
colepkuT Oop u
MOXET B Oymymem
NpUBECTH K
OECIIOINIO.

He nmamaiite pebeHky
MITafIe

18 ner, mOCKOIBKY
JaHHOE JIEKapCTBO
CONIEpPXUT O0Op H
MOXET B Oyayiuem
NPUBECTH

K OecIuiouIo.

Ecnu Bsl GepeMeHHBI
, IPeKie YeM HadaThb

MoeT BBI3BIBAaTh
HCUMMYHHBIC
HEMCOJICHHBIC
KOHTAKTHBIE pEaKIINn
3a CYCT BO3MOKHOI'O
XOJUMHEPTrUICCKOTO
MCXaHHU3Ma.

AGcopbmus  gepes
HE3penyl KOXYy
HOBOPOXIEHHBIX
3HAYUTEIbHA.

He npumenunmo, ecnn
MIOKa3aHo,

9To OepranTeH B
Mmacie

HCE COACPIKUTCA.

* 1 mr B (6opa) = 5,7
MT OOPHOM KHUCITOTHI.
Konmaectso 6opa,
NMPEBBINICHUC
KOTOPOT'0 MOJXET
BBI3BaTh OECILIONNE B
COOTBETCTBYIOLIEN
BO3pPAcTHOH rpymIe:
Bospact Ilopor
6e30macHOCTH

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

< 18 mer = 7 mr B/
CyT

18 et 10 mr B/cyr

k%
Takoe xonmuecTBO

MOXET  TaKKe
NPUYHUHUTE Bpe.
pebenky B yTpobe.

* 1 mr B (6opa) = 5,7
MI OOpPHOM KHUCITOTHI.
KomnuectBo 6opa,
NMPEBBIMICHUC
KOTOPOI'0  MOJXET
BBI3BaTh OECILIONNE B
COOTBETCTBYIOIICH
BO3pAcCTHOM Ipymie:
Bospact Ilopor
6e3omacHOCTH



Bopuas kuciora (u Bce
Oopatsr)

Bopnas kucnora (u

B
6opatsr) e
Bpononon MectHblit
Bytunruapoxcuanus .
M
o (E 320) ©CTHBII

Bytunrunpoxcurtony N
M
ox, woron (E 321) CoTHRH

7 Mr B/cyT*

3Mr B/cyT*

Hynesoit

Hynesoit

Hynesoit

NPUHUMATH JaHHOE
JEeKapcTBO,
MPOKOHCYNBTUPYHUTEC
b C JICYAIINM BPadOM,
MOCKOJBKY OHO
COJCPXKUT OOp W
MOXET TPUYUHUTH
Bpen Bamemy
HEPOXJICHHOMY
pebeHKy

He naBaiite pebenky
MITaIIIe

12 ner, MOCKOJBKY
JaHHOE JIEKapCTBO
comepxur Oop u
MOXET B Oyayiiem
NpUBECTHU K
Gecrionuro.

MoxeT BBI3BIBAaTH
MECTHBIE KOJKHEIC
peaxiu (Hampumep,
KOHTAaKTHBIHN
JIepMaTHT).

MosxeT BBI3BIBATH
MECTHBIC KOXXHBIC
peaxiu (Hampumep,
KOHTaKTHBIU
JepMaTUT) UIU
pasapakeHue a3 u

CIIM3UCTBIX 000JI0YEK

MoeT BBI3bIBATH
MECTHBIE KOJXKHBIC
peakiun (HarpumMep,
KOHTAKTHBIU
IepMaTHUT) WU
paslipakeHue ria3 u

CIIM3UCTBIX 000JI0YEK

<2 ger 1 mr B/cyr
<12 met 3 mr B/cyT

< 18 mer " 7 mr B/
CyT

k%
18 mer 10 mr B/cyt
%

* Takoe KoNTMIECTBO
MOXET  TaKXe
NPUYUHHATH Bpexd
pebenky B yTpode

* 1 mr B (60pa) = 5,7
MT' OOPHOM KUCIIOTHI.
KonuuectBo 0Oopa,
NMPEBBINICHUC
KOTOPOT'O0  MOJKET
BBI3BaTh OECILIONNE B
COOTBETCTBYIONICH
BO3pAcTHOM Irpymie:
Bospact Ilopor
6e30macHOCTH

<2 zer | mr B/cyt
<12 met 3 mr B/cyt
< 18 ner' 7 mr B/
cyT

18 et 10 mr B/cyr
** Takoe koIMUECTBO
MOXET  TaKxke

NPUYMHUTL BpeEX
pebenky B yTpobe.



[lepopanbHblii,
NapeHTepanbHbII
lanmakTo3a p P
[lepopanbHblii,
TanakTo3a o
TapeHTepabHBIN
I'enapun
(B Ka4eCcTBeE N
[MapeHTepanbHbIA
BCIIOMOTaTEIEHOTO
BEIIECTBA)

I'munepon (rounepun
) INepopasbHbIii
(E 422)

Imunepon (rimuepun

) PexTanbHbI
(E 422)
I'moko3a [lepopasibHblil

Hynesoit

Hynesoit

10 r/mo3a

Ir

Hynesoit

Ecnu nevamuii Bpau
coobmrm, 9yTo y Bac
HETIepEHOCHUMOCTD
HEKOTOPBIX Caxapos,
nepeax MPHEMOM
JAaHHOTO
JIEKapCTBEHHOTO
nmpemapara
obpatuTech K
JedameMy Bpady.

Conmepxur X T
TaJIaKTO3El Ha JI03Y,
4T0 HE00XO0IMMO
YUYUTHIBATH
mamMeHTaM ¢

CaxapHbIM THa0eTOM.

Moker BBI3BIBATH
ajJIepruyeckKue
peakuuu u
YMEHBIIATh YHUCIO
KpPOBSIHBIX KJIETOK,

YTO MOXKECT CKa3aThbCA

Ha CUCTEME
CBEPTHIBAaHUS KPOBH.
ITauuentam ¢
aJIepTUYECKIMHU
peaknusMu  Ha
TerapuH B aHAMHE3e
ciaenyer wusberath
MIPpUMEHEHUS
JIEKapCTBEHHBIX
npemnapaTos,
coaepxKaIInx
TeTapyH.

MokeT BBI3BIBATh
TOJIOBHYIO 00JB,
paccTpoicTBO

JKemysika U auapero (

MOHOC).

MoxeT oxa3bIBaTh
cmaboe
crnabuTeNnbHOC
JICUCTBHE.

Ecnu newammii Bpau
coobmrwi, 9yTo y Bac
HETepPeHOCUMOCTb
HEKOTOPBIX Caxapos,
nepesl MpPUEMOM
JaHHOTO
JICKaPCTBEHHOTO
npemnapara

BapuaHT ykasaHus B
OXJIII: pgauHBIR
JIEKapCTBEHHBII
npenapar He cledyer
NPpUHUMATH
MalMeHTaM C PeJIKO
BCTpeUarLeics
HacCJICJICTBCHHOU
HEIMEePEHOCUMOCTBIO
rajakKTO3bl,
Hanpumep
rajakTo3eMHUeH.

Bapuant ykazaHus B
OXJIIT:

OaHHB U
JIEKapCTBEHHBII
mpernapar He ciexyer
NPpUHUMATH
MalUeHTaM C PeaKo
BCTpeJaromeics



I'mroko3a

I'mroko3a

Jumeruncynsdoxenn MecTHBII

Kammii

Kammii

IlepopanbHbIif,

. 5r
mapeHTepaTbHBIN

XKunkue
JIeKapCTBEHHBIC
(dbopMBI A IpueMa .

HYJIEBOH
BHYTpPb, JIEACHIbI U
KCBATCIBbHBIC

Ta0JIETKHA

Hynesoit

Menee 1 Mmoab Ha <

[TapenTtepanbHbIit
no3a>
[TapeHTepanbHbli,
¥ 1 MmMoIIB Ha <mO3a>
MepOpaIbHBIN

obpatuTech K
JevaIeMy Bpauy.

Comepxur X T
[JIFOKO3bI Ha [103Y,
4TO HEOO0XO0IUMO
YUYUTHIBATH
mamueHTaM ¢
caxapHBIM JHa0eToM.

MosxeT OBITE BpeeH
1St 3y00B.

Moxer pa3gpaxarh
KOXY.

JaHHBI U
JIEKapCTBEHHBIN
npenapar COJIEpKHUT
Kanuii, MeHee |
MMoub (39 mr) Ha <
Jno03a>, T. €., 10 CYTH,
"He conepKuT Kanusg"

JdauHBIH
JIEKapCTBEHHBII
mpernapaT COAEPIKUT
X MMOJb (Wi Y MT)
Kaaug Ha <pgo3a~.
Heobxonumo
VUYHTHIBATH
malueHTaM  Cco
CHUXEHHOMU
(hyHKIMEH MOoYeK
nmamueHTam,
HaxOSIIMMCS  Ha
JTUECTEC c
OTpaHUYCHHUEM
TIOCTYTUICHUS KaJHs.

III0KO030-TAIAKTO3HO
it MmampabcopOnmeit.

CBeneHust cienyer
BKJIIOYATh, TOJIBKO
€CIIH JICKapPCTBEHHBIH
mpermapar MOXeT
OBITH NpeIHA3HAYCH
JUISL  JTATENBHOTO
NPpUMCHCHUA,
HalpuMep B TeUEHHE
JIBYX HeAeNb WIN
Goee.

CBeieHHs OTHOCATCSI
K nopory,
OCHOBaHHOMY Ha
o01ieM copepKaHuu

KB JIEKapCTBEHHOM
Ipernapare.
Oco06eHHO Ba)XHO
OCBEIOMHUTH
Ha3HayaloUuXx
mpemapaTt JUIl U
3aBEPUTH POJUTENEH
B HU3KOM

coJepKaHuU K" B
npemnaparax,
NpUMEHACMBIX B
JIETCKUX J103aX.



Kammit Buytpusennsrii (B/B) 30 MMoin/1

Keunuron (kemmur) (

£967) [lepopasbHblil

KynmxyTtHoe Macio,
JBHSHOE Maclio

ce

Jlaktuton (makTuT) (

E 966) IepopanbHeIii

JlaktuTon (naktur) (

E 966) ITepopanbhblii

JlakTo3a IepopanbHelii

10T

Hynesoit

10r

Hynesoit

Hynesoit

MoXeT BBI3BIBATH
0O0JIE3BHEHHOCTL B
MECTE BBEJICHUS.

MoxeT oxa3bIBaTh
clrabuTeNnbHOE
nelfcTBHE.
Kanopuiitnocts
KCHJTUTOJIA!

2,4 KKan/r.

MoxeTr wuspenka
BBI3BIBATh TSIKEIIBIC
alieprudeckue
peakuuu.

MoskeT OKa3bIBaTh
JIETKOE CIa0UTEIbHOE
JIEUCTBHE.
KanopuiiHocTh
JIAKTUTOJIA:

2,1 kxan/r.

Ecnu nevamnii Bpau
coobmmi, uto y Bac
HEMEePECHOCUMOCTh
HEKOTOPBIX CaxapoB.,
nmepex IMPHEMOM
IaHHOTO
JIEKapCTBEHHOTO
npemapara
obpaTuTech K
JieyanieMy Bpagy.

Ecnu nevamumii Bpau
coobmrmi, 9yTo y Bac
HETIepEHOCHUMOCTD
HEKOTOPBIX Caxapos,
nepex MPHEMOM
JAaHHOTO
JIEKapCTBEHHOTO
nmpemapara
obpatuTech K
JedameMy Bpady.

Bapuanr ykazanus B
OXJIIT:

OaHHB U
JIeKapCTBEHHBIH
mpemnapar He ClexyeT
NPUHUMATH
MaIlMeHTaM C PEJIKO
BCTpeyaromencs
HacJeJICTBEHHON
HETIEPEHOCHMOCTBIO
GPYKTO3HI,
HETIEPEHOCHMOCTBIO
rajakTo3bl,
rajakTo3eMueil mim
TJII0K030-TAJIAKTO3HO
it ManpabcopOIen.

BapuanT ykazanus B
OXJIIT:

JaHHBI
JIEKapCTBEHHBIN
npenapar He clegyer
MPUHUMATH
MAIUeHTaM C PEIKo
BCTpeUaroueics
HacJleICTBEHHOU
HETMEePEHOCUMOCTHIO
rajlakTo3bl,
JIaKTa3HOH
HEJOCTAaTOYHOCTHIO
I u
TIF0OK030-TaIaKTO3HO
it ManpabcopOImei.



JlakTo3a IepopanbHeIii 5t
Jlanonun MectHblit Hynesoit
Jlatekc

HarypanpHbIit Bcee Hynesoit

Kay4yK (J1aTekc)

Maxkporournuuepoiia
pUILMHONIEAT
(xacTopoBoe Macio
MOJINATOKCUINPOBAH
HOE)
Maxkporonrnunepona
ruapokcucreapar  (
KacTOpOBOE Macilo
MIOJIN3TOKCUIUPOBAH
H O €
TUAPOTEHU3UPOBAHH
oe)

IMapenTepanbHbIHA Hynesoit

Makporonarauueposna
pHIIMHOJIeaT
(xacTopoBoe Macio
MOJIUATOKCUINPOBAH
HOE)
Maxkporonriuuepona
ruapokcucreapar  (
KacTOpoOBOE Macio
MTOJIMATOKCUIIAPOBAH
H O ¢

MecTHbli Hynesoit

TUAPOTrCHU3UPOBAHH
oe)

Makporomriuuepoia
pHIIHOIEaT
(xacTopoBoe Macio
HOJIN3TOKCHUIIUPOBAH
HOE)

ConmepXuUT X T
nakTo3bl (X/2 T
TIIOKO3E U X/2 T
TaJIaKTO3bl)

Ha 03y, 4TO
HEOOXOIMUMO
YUYUTHIBATH
mamueHTaM ¢
CaxapHbIM JHa0eTOM.

MokeT BBI3BIBATh
MECTHBIE KOYXHBIC
peakuuu (Harmpumep,
KOHTaKTHBIN
JIepMaTHT).

Konrelinep panHoro
JIEKapCTBEHHOTO

HeuacTtoe
mpenapara COJAEPKUT
. BCIIOMOTaTeIbHOE
JIATEKCHBIA Kay4yK.
BEIIECTBO, HO
MoskeT BEI3BIBATH

TpebyeTcs
TSIKENbIe pedy
MPEIOCTEPEIKCHUE.
aJIeprudecKue
peaKium.

MOoOKeT BBI3BIBATH
TSKEIbIe
aJleprudecKue
peaKIuu.

MoxeT BBI3BIBAaTH
KOXHBIC pCaKIUuH.



Maxporonrmuuepona IlepopanbHblii Hynegoit
ruapokcucreapat  (

KacTOpPOBOE Maciio

MONUITOKCUITUPOBAH

H O e

THAPOTCHU3UPOBAHH

oe)

ManbTuToNn (MaJIBTHT
) (E 965)

N3omansT (
W30MallbTHT,
HM30MaJIbTUTOJT)
(E953) [epopanbHbrii 10T
ManbTUTOM KUIAKHAMI
(MaTBTHUT KUK

(
THIIPOT€HU3UPOBAHH
BI CHPOII TITFOKO3bI)

ManbTuTON (MAJTBTHT
) (E 965)

N3omansT (
U30MaJIbTHT,
M30MaJIbTUTOT)

(E 953) [TepopanbHbIit HYJIEBOH
ManbpTUTON KUAKUN

(MaIBTUT KUK

(

TUIPOTCHU3UPOBAHH

BII CHPOII TITFOKO3bI)

MannuTos (MaHHUT)

(E 421) [TepopanbHbIit 10r

Menee
Harpuii Hepopanbﬁmﬁ,v 1 MmmomB
HapeHTEPAIbLHBIN (23 mr)

Ha 103y

MoxeT BBI3BIBATh
paccTpoicTBO
KEITyIKa

1 nuapero (ToHOC).

MoeT OKa3bIBaTh
JIETKOE clIabuTenbHOe
JIEUCTBHE.
KanopuiiHocTh
MalbTUTOJA (
n3omaineTa): 2,3 KKail
/r.

Ecnu nevamuii Bpau
coobmrui, uyto y Bac
HEIEePEHOCUMOCTh
HEKOTOPBIX CaXapos,
nepes MpPUEMOM
JaHHOTO
JIEKapCTBEHHOT'O
npemnapara
obpaTuTech K
JeyaiieMy Bpady.

MoseT oka3bIBaTh
JIETKOE CIIa0UTENhHOE
NIEUCTBHE.

Hdauubit
JIEKapCTBEHHBII
npenapar COAEpPKUT
MEHee

1 mMmoub (23 wMr)
HaTpus Ha <COUHHUIIA
JO3UPOBaHUI> <
eIMHUIa o0heMa™>,
TO €CTh 110 CyTH, "He
COJIEPKUT HATpHs'".

BapuaHT ykazaHus B
OXJIII: pgauHBIR
JIEKapCTBEHHBIN
npenapar He clegyer
NpUHUMATH
MalHUEeHTaM C PEAKO
BCTpeUaroueics
HaCJIEICTBEHHOU
HETMEePEHOCUMOCTHIO

(bpyKTO3BI.

1 mmomnb HaTpus (Na)
=23 mr Na = 58,4 mr
cosma (NaCl)
CBezneHust OTHOCATCA
K nopory,
OCHOBaHHOMY TIO
o01IeMy KOJINYeCTBY

HaTpu4d B
JIeKapCTBEHHOM
nperapare.

B orHOmeHHmn

NpPONYKTOB,
MPUMEHSIEMBIX
IEeThbMHU u

manueHTaMHu,
HaXOJISAMIUMUCS Ha
JMeTe C HU3KHM
colepKaHueM

HaTpusi, OCOOEHHO
B2XHO O3HAKOMHUTH



Hatpuii

[lepopanbHblii,
NapeHTepanbHbII

1 moap
(23 mr)
Ha 103y

JaHHBI I
JIEKapCTBEHHBIN
npenapar COJIEpKHUT
X wmr Hatpus (
OCHOBHOM
KOMIIOHCHT ITHIICBOM
/CTOJIOBOW COJNHN) B
KaXXJ01

<emTHMHHUIIA
JO3UPOBAHUI> <
eIMHUIA 00BeMa™>.
DTO PKBUBAJIECHTHO Y
% orT
PEKOMEHIYEMOTO ISt
B3pPOCIIOTO YEIIOBEKa
MaKCHMajJIbHOT'O
€XeJTHEBHOTO
MOCTYIUJICHUS COJIU C
MHIICH.

HA3HAYaOUINX JIUL U
3aBEPUTH POJUTENEH
U  TalUeHTOB
OTHOCHUTEIBHO
HHU3KOTO COJEepKaHUsA
HaTpus B IPOIYKTE.

B ciyyae
mapeHTepaIbHbIX
mpemnapaTtoB ¢
pa3HeIM (Hampumep,
B 3aBHCHUMOCTH OT
Macchl)
O3UPOBAHUEM
conepkaHue HaTpHsL
JIOTyCKaeTcs
BBIp@XaTh B MI' Ha
¢akoH.
IIpeanaraemas
(dbopMyIIMpOBKa IS
OXJHI: "daHHbliA
JMIeKapCTBEHHBIN
Iperapar COAePKHUT
X MIr HaTpusg Ha <
eIUHUIlA
JTIO3UPOBAHUS>, UTO
SKBUBaJIEHTHO Y %
OT PEKOMEHTyEMOT0
BO3 mns B3pocioro
yemoBeKa
MaKCHMaJIbHOTO
€)XXEeJJHEBHOTO
MOCTYIJIEHHUS,
paBHOro 2 T HaTpus."

DTO0 NPUMEHHUMO
TOJIBKO K TIpernapaTam
, pexum
MO3UPOBAHUS
KOTOPBIX,
NpUBENCHHBIH B
napopmanuu o
npemnapare,
peayCcMaTpUBaeT
€XKCTHEBHBIA TPUEM
>] wMecsama uIK
MOBTOPHOE
NpUMEHEHHUE B
Teuenue Oonee 2
JHEH  KaXAyIo
HEJICTTIO.

17 mmons (391 mr) —
9TO MPUOTUZUTEITHHO
20 % oT



ITepopanbHbIii,

Harpuit .
mapeHTepabHBIN

Hartpus
naypwicyasdar (E  Koxabii
487)

17 Mmmo1b

(391 wmr)
MaKCHUMaJIbHOU
CYTOYHOH J03€

Hynesoit

B

ITocoBeryiiTech ¢
Je4almyuM BpadyoM
wi (apmaneBToM,
ecnu Bel mpuHUMaeTe
<Z> unu Oomee <
€ IUHUI B
JO3UPOBAHUI> B
JIeHb B TEYEHHE
JUIUTEIBHOTO
BpEMEHH, 0COOEHHO
eciu Bawm
pEKOMEHI0BaHa
IUeTa € HHU3KUM
coJiep>kaHreM coiu (
HaTpus).

JdaunHbBI
JIeKapCTBEHHBIHN
mperapar COJIEPKUT
X Mr Harpus
naypuwicyispara B
KaKI0W <eJIWHHUIa
JO3UPOBaHUI> <
enuHuIa obobema> <
YTO SKBUBAJICHTHO X
Mr/<macca><o0bemM>
>,

Hartpus
naypuiacyiasdar
MOXET BBI3BIBATH
MECTHBIC KOXHBIC
peakiuu (Harmpumep,

PEKOMEH1YeMOT 0
BO3 nas B3pocioro
yeJoBeKa
MaKCHUMajabHOTO
€KEJTHEBHOTO
MOCTYIJIEHUS C
NUIIeH, paBHOTO 2 T
HATpUs, U CUUTACTCS
"BBICOKUM" HAaTpHEM
9T0
peleBaHTHO IS
JeTell, Yy KOTOPBIX
MaKCHUMaJbHOEC
eXKEeJHEBHOE
MOCTYyIMJIEHUE
CUHTaeTCs
MIPONOPIIHOHATEHBIM
B3pOCIBIM u
OCHOBBIBACTCSA Ha

TAKXC

9HEPTETHYECKHUX
MOTPEOHOCTSIX.

<Z 503> OTpaxkaer
HAaUMEHbIIIEE YHUCIIO
€/IMHUIL TO3UPOBAHHUS
, TpH KOTOPOM
nocturaercs/
MPEeO0I0JIeBACTCS
opor, paBHBIH 17
MMoiab (391 wr)
Hatpus. OKpyriauTe
oo OmmkayIero
LEJIOr0 YHCIIa.

TonmuHa KOXH
CWJIBHO BapbUpPYET B
3aBHCHUMOCTH OT
objact Tema
BO3pacTa W MOXET
CTaTh
bakTOpOoM
YYBCTBUTEILHOCTH K
naypuicyinbdarty
Hatpus (JICH).
UyBCTBUTETBHOCTH K
JICH
BapbupyeT B
3aBUCHMOCTH OT
cocTraBa
JIEKapCTBEHHBIX
npenapatoB (u
JNeMCTBUS JAPYTUX
BCIIOMOTaTEIbHBIX

BaXHBIM

TaKXe€

BEIIECTB),
koHueHntpamnuu JICH,
BpEMEHU KOHTaKTa U



OpraHuueckue
COE/IMHEHUS PTYTH
Harpumep:
Tuomepcan
DeHWIPTYTH HUTPAT,
arerar, bopar

Opranunueckue
COCIIMHEHUS PTYTH
Harpumep:
Tuomepcain
@DeHmIPTYTH HHUTPAT,
arerar, bopar

Oprannueckue
COEIMHEHUS PTYTH
Harpumep:
Tuomepcain
DEHWIPTYTH HUTPAT,
arerar, bopat

Oprannueckue
COEIMHEHUS PTYTH
Harpumep:
Tuomepcan

I'ma3Hoi

MecTHEBIH

ITapenTepanbHbIi

IMapenTepanbHbIHA

Hynesoit

Hynesoit

Hynesoit

Hynesoit

YYyBCTBO NOMyJNSIIUU
MOKAJIBIBAaHUST WM  IAIUEHTOB (ZeTH,
HOKCHUS)  HIIH CTETICHb THApPATAIUH,
MOBBIIATh YAaCTOTY LBET KOXH U
KOXHBIX peakiui, 3aboieBaHue).
BbI3bIBA€MbIX HOHyJ’l}ILIl/II/I
IpPYyTHMHU MalueHToB  COo
mpernapaTaMM TNpPH  CHHJKEHHOH
HAHECCHMH Ha Ty ke OapbepHOH
001acTs. GyHKIINEH KOXH,
Takod Kak MpH
aTOMUYECKOM
nepmarute, Oonee
YyBCTBHUTEIBHBl K
pasapakarouum
cBoiictBam JICH.

MoxeT BBI3BIBAaTH
aJJIeprudecKue
peaxmuu.

MoxeT BBI3BIBAaTH
MECTHBIC KOXKHBIC
peaxiu (Hampumep,
KOHTaKTHBIH
JEPMaTHUT) u
W3MEHEHUE IIBETa
KOJKH.

JdaunHbI i
JIeKapCTBEHHBIHN
npenapar COAEpXKHUT (
THOMEpcal) B
KadecTBe
KOHCEpPBaHTA,
noatomy y <Bac/
Bamero pebenka>
MOXET BO3HUKHYTb
ajieprudeckas
peakuus. Ilpu
Hamuunu y <Bac/
Bamero pe6Genka>
000N W3BECTHOM
aJJIEPruM cooodLHTe
00 3TOM Jeqamemy

Bpady.
Ecnn nocinie

B cnywyae BakuuH
NpebAYyIeTo

TpebyroTcs
BBEJICHUS BaKIIUHbI Y

JOIIOJIHUTCJIBbHBIC

Bac/Bamero pebenka

yKa3aHusI.
BO3HHUKAIIU



OCHUIPTYTH HUTPAT,
amerar, bopar

Oraymku (
apoMaTH3aTophl),
conepixamue

annepreHbll

MecTHBIN

[Maparnapoxcndenso
aThl

1 UX 3GUpHI
HampuMep:
OTUITHAPOKCUOCH30
at (E 214)

Hatpus
STHITUAPOKCHOEH30a
T (E 215)
[pomunruapokcuOeH ria3Hou

IIepopaibHbIlil

30aT MECTHBIN
Hartpus
TIPOITUITHAPOKCHOCH

30ar

Hynesoit

Hynesoit

HapyUICHHUS,
cooOmure 00 3TOM
JevaiieMy Bpady.

JdauHbl it
JIeKapCTBEHHBIN
npernapar COAEPKUT
OTAYIIKY c <
anseprex(sl)> "
<Amnnepren(s1)>
MOTYT BBI3BIBATH
aJJIeprudecKue
peaxIuu.

MoseT BBI3BIBATH
alyiepruyeckue

*<>: aIJICPIrCHHBIC
OTAY KU
IIEpPEYUCIIEHBl B
TIPUIIOKEHHUH.
ITomumo
aJIePTUYECKUX
peakuui y
CEeHCHOMITM3NPOBaHH
BIX TAaIUEHTOB,
MOTYT
CEHCUOMIIN3NPOBATHC
s TaKXe
HECeHCHOMIN3NpoBa
HHBIE MAlNCHTHI.
bensunoselil cnupt
yKa3aH B KauecTBE
onHOM w3 26
aJJIEPTEHHBIX
OTAYWIEK, HO OH
TakXe  MOXET
HCIIOJIB30BAThCS B
KadecTBe
BCIIOMOTATENILHOTO
BemecTBa. Ecin
OCH3MJIOBBIH CHUPT
UCIIOJB3YeTCs B
KadecTBe
BCIIOMOTATEJIEHOTO
BEIIECTBA (B
JIOTOJIHEHHE K
apoMaTu3aTopy WM
HET), IPUMEHSIOTCS
TpeboBaHHA K
MapKHpPOBKE 3TOTO
BCIIOMOTATEJIEHOTO
BEIIlECTBA



MeTtunruapokcnoens
oar (E 218)

Harpus
METHITUAPOKCHOCH3
oar (E 219)

[Maparuapoxcudenso
aThl U UX 3GUPHI
HampuMep:
OTUITHAPOKCUOCH30
at (E 214)

HaTtpus
STHITUAPOKCHOEH30a
T (E 215)
[pomunruapokcudeH
30aT

Hartpus
MPOMUITHAPOKCHOCH
30ar
MeTmnruapokcnodeHs
oar (E 218)
Hartpus
METHWITHIPOKCHOEH3
oat (E 219)

[epyanckuii 6anb3am

[Ipormnerrnukons  (
E 1520)

u 3bupH
MMPOMMUJIICHI JIMKOJIA

[TapentepanbHbIit
HHTAISIIIAOHHBINA

MecTHBIH

[lepopanbHblii,
HapeHTepanbHbII

Hynesoit

Hynesoit

50 mr/kr/cyT

peaxuny (BO3MOKHO,
OTCPOYCHHBIE).

MoseT BBI3BIBATh
aJuIepTUYecKue
peaknuu (BO3MOXKHO,
OTCPOYCHHBIE) U B
UCKITIOUUTEIbHBIX
ciaydasx -
OpoHxOCIa3M.

MoxeT BBI3BIBAaTH
KOXHBIC pCaKInH.

Ecnu Bsl GepeMeHHBI
WM KOPMHUTE TPYIbIO
, He IpUHUMAaNTe
OaHHBIHA
JIEKapCTBEHHBII
mpenapar,
TOJIBKO OH HE
PEKOMEHI0BaH
JedamuM BpadoM. Bo
BpeMs Ipuema
JaHHOTO
JI€KapCTBEHHOTO
npenapara Jieqauui

€Clin

Bpau
MPOBECTH
JIOTIOJTHUTEIBHOE
00cIIeJOBaHNE.

MOXCT

Eciu y Bac
3a00JIeBaHHUE [TEUCHU
HIIM  TOYEK, He

Hecmotps Ha 10, uTO
HE TMOKa3aHo, YTO
MPOIHIICHTIUKOIb
BBI3BIBACT
PEIpPOAYKTUBHYIO U
OHTOT€HETUYECKYIO
TOKCHYHOCTh Yy
JKUBOTHBIX  WJIHU
JIFOJICH, OH MOJXKET
IIOCTHTATh IJIOAA U
00HapyXUBaJICS B
MOJIOKE. Kaxk
cIencTBHE,
HEOOXOAUMOCTD
BBCJICHUS
TIPOTTHIICHTTIUK OIS
OepeMeHHBIM W
KOPMSIIAM TPYHABIO
MAIUeHTaM CJeIyeT
paccMaTpuBaTh B
WHIUBHTYATHHOM
TTOPSIIKE.

HeobOxomumo
YCTAaHOBHUTH
MEIUIMHCKOE
HaOIIOeHUE 3a
mamueHTaMu ¢



[ponunenriukons (
E 1520)

u 3buUpH
TTPOTIHIICHTIIUKOJIS

[Iporunerrnukons  (
E 1520)

u 3bupH
MIPOMMUJIICHI JIUKOJIA

ITepopanbHbIif,
NapeHTepaIbHBIA

[lepopanbHblii,
HapeHTepanbHbII

50 mr/kr/cyT

500 mr/kr/cyT

MpUHUMaTe JaHHBIN
JIeKapCTBEHHBIN

mpenapar,
TOJIBKO OH He

€ClIn

PEKOMEH/IOBaH
Jeqamum Bpadom. Bo
BpeMs IpueMa
JAaHHOTO
JI€KapCTBEHHOT O
npenapara Jjeqalui
Bpau
NPOBECTH
JIOTIOJIHUTENIBHOE
o0cretoBaHMe.

MOXECT

[IponuneHraukop,
cojepKaluiics B
JTaHHOM
JIEKapCTBEHHOM
npemnapare, MOXET
OKa3bIBaTh TAaKOE K€
neWcTBUE, Kak
aJIKOTOJIb, TOBBIIIIAS
BEpOSITHOCTH
pa3BUTHA
HeXXeJaTeNbHbIX
peaKumid.

He mnpumensiite
OaHHBIHA
JIEKapCTBEHHBIN
npenapar y naeTreu
Miajame 5 jier.
[IpumenstiiTe naHHbBIN
JIeKapCTBEHHBII
npenapar TOJIBKO MO
Ha3HAUEHHUIO Bpaya.
Bo Bpems mpuema
JaHHOTO
JIEKapCTBEHHOTO

HapyluIeHuEM
(GYHKIUY TTOYEK WK
MEYCHH, TOCKOIbKY
coo0manoce 0
PasIUYHBIX
HEeXenaTeTbHBIX
SBIECHUSIX,
00yCIIOBJICHHBIX
MPOMUICHTIIUKOJIEM,
TAKUX KaK MOYeqHas
IucHyHKIHSA (
OCTpBIH TYOYJSPHBIA
HEKpO3), ocTpas
nmovyedHas
HEJI0OCTATOYHOCTh U
IUCOYHKIINS TTeUCHN.

Ha ¢one BbICOKHX
103 u
MIPOIOJKUTEIILHOTO
MPUMEHCHUS
TIPOTTHIICHTTUKOIIS
coobmanock 0
pa3JIUYHBIX
HEeXenaTeJbHBIX
SIBIICHUSIX, TAKUX KaK
THIIEPOCMOJISITEHOCTh
, JaKTaT-aluio3;
nmoyedyHas
IuchHyHKIUS (
OCTpBIH TYOYJISIPHBIHA
HEKpo3), ocTpas
novyevHas
HEJJOCTaTOYHOCTE;
KapAHUOTOKCHYHOCTD
(aput™mumu,
TUTIOTEH3HU);
HapyWmeHus co
CTOPOHBHI
LEHTPAJbHOU
HEpPBHOM CHUCTEMBI (
Jerpeccus, Koma,
MpUNAAKH);
yrHETEeHHE JbIXaHHs,
OJIBIIIKA; TICYCHOYHAS
IucHYHKIHSA,
TeMOTUTHIECKASL
peakmus (
BHYTPHUCOCYJUCTBIN
reMoJIn3) u
reMOTJIOONHYpHSI, a
TaKXXe MOJHOpraHHas
TUCHYHKIIUS.

B cBsi3u ¢ 3THM 03B,
TIPEBHIIIAIONINE



[ponunenriukons (
E 1520)

u 3bpupH
TIPOITMIICHT JTUKOJIS

Koxubrit

[Iporunerrmukons  (
E 1520)

u 3¢upH
IPONHJIEHTINKOIS

Koxabrit

50 Mr/kr/cyT

500 mr/kr/cyT

npenapata Bpau 500 wmr/kr/cyr,
MOXET TMPOBECTH MOXXHO BBOJUTH

JIOTTOJHUATENHHOE neTsaM  >5  jer,

00cIIefOBaHNE. OIHAaKO Tpebdyercs
WHJAUBUYaJbHBIN
MTOAXOI.

Ilocne oTMeHBI
MPOMUICHTIUKOIS
HEXeJlaTeIbHEIE
SIBIICHHS OOBIYHO
paspemarrcs, B
Oojiee  TSIKEIBIX
claydasx — IOCIIe
reMoIuaH3a.
TpebOyeTcs
MEIUIIUHCKOE
HaOJII0ICHHUE.

IIponuneHriaukoib
MOXET BBI3BIBATH
pa3apakeHHe KOXH.
He npumensiite
JaHHBIH
JeKapCTBEHHBIN
mpemnapatr  Ha
OTKPBITBIX paHax WIN
OOJIBPIINX IUIOLIALIX
MOBPEXICHHON WU
MOpaKEHHON KOXH (
HampuMep, mocie
0XXOTOB) y JeTei
miamre 4 genens 0e3
KOHCYJIbTall!
Jiedalero Bpaya win
pabOTHHKA AlTEKH.

[IponmIeHr TMKOIh
MOXET BBI3BIBATH
paszpa)xeHHe KOXKH.
ITockonpky IOaHHBIN
JIEKapCTBEHHBIN
npernapar COACPKUT
MPOMHJICHTIUKOJb,
HE NPUMEHSUTE ero
Ha OTKPBITHIX paHax
17007 S oY e 31991197 0:
niromansax
MOBPEXICHHON WU
MOpaKEHHON KOXH (
HalpuMep, Iocie
0)KOTOB) 0e3
KOHCYJIbTaIlUU
JIeyalero Bpava uin
pabOTHHKA AlTEKH.



[Iporunerrnukons  (
E 1520) u a¢ups

npommIeHrEKons  BCe 1 mr/kr/cyT

[Ipormnerrnukons  (
E 1520) u a¢upsn

MMPOMMUJIICHI JIUKOJIA

ITepopanpHbIii,

. 1 mMr/kr/cyt
TapeHTepaTbHbIH

[ponunenrinkons (

E 1520 II i

) epopaanLm,u 50 Mr/kr/cyT
u 3hups HapeHTEPATBHBIN
MPOTNHIIEHTIUKOJIS

JdaunHbI i
JIeKapCTBEHHBII
npenapar COAEpPKHUT
X M T
MPONIICHTIIUKONIS B
KaXKI0W <eIuHHUIA

JO3UPOBaHUI> <

eMHUIa 00beMa™>

<4YTO DKBUBAJIEHTHO

X Mr/<macca><

00BbeM.>>

Ecan Bamewmy
pebeHky MmeHbine 4
HeJlellb, IPEeXIe YeM
JlaTh €My JIaHHBIU
JIeKapCTBEHHBII
npemnapar,
MOCOBETYHUTECH C
JeYaluM BpadoM
unu  pabOTHUKOM
anTeku, 0COoOEHHO
ecin  pebeHOK
MOJTydaeT Jpyrue
JIeKapCTBCHHBIC
nmpemnaparsl,
coaepxamue
IMPOIUJIICHT IUKOJIb
WJIN aJIKOTOJIb.

Ecau Bamewmy
pebeHKy MeHbIIe 5
JIeT, Tpexae UYeM
JlaTh €My JIaHHBIU
JIeKapCTBEHHBII
npemapar,
TMOCOBETYUTECHh C
JeYaluM BpavuoM
unu  pabOTHUKOM
anTeku, 0COOEHHO
ecnu  pebeHOK
MOJIy4aeT JpyTHE
JIEKapCTBCHHBIC
mpenapaTsl,
coaepxamue
IMPOMUJIICHT IUNKOJIb
WJIN aJIKOTOJIb.

JdauHBIH
JIEKapCTBEHHBII
Ipernapar COACPKUT
TOJBKO
HebOonbIIOE

OYCHBb

KOJIMYECCTBO TJIFOTCHaA

(M3 TMIEHUIHOTO
Kpaxmaia)

OIHOBpEMEHHOE
BBEJEHUE C JIFOOBIM
cybcTpaTtom
aJIKOTOJIB/ICTUAPOTeH
a3k,

TaKUM KaK DTaHOI,
MOXXET BBI3bIBATH
Cepbe3HEIC
HEXeJlaTeIbHEIE
peaknuu y
HOBOPOX/ICHHBIX.

OJIHOBpEMEHHOE
BBEJCHHUE C JIFOOBIM
cybcTpaTtom
AIKOTOJIBICTHAPOTECH
asbl,

TakMM KaK 3TaHOJI,
MOKET BEI3LIBATE
cepbe3HbIe
HEXeJaTeIbHbIe
peakuuu y gereu
Miajie S5 ner.



IImeHnYHBIT
Kpaxmal

coAepKallluid TITEH

)

Caxap UHBEPTHBIN

Caxap UHBEpTHBIN

Caxap UHBEpTHBIN

IepopanbHeIii Hynesoit

IepopanbHelii Hynesoit
IlepopaibHblil 5r
Kunkue

JIEKapCTBEHHBIE

(opMBI, JeNeHIBI U HYJIEBOH

<, paccMaTpuBacMoe

KaK GEe3rIIOTEHOBOE
>, oo3TOMYy
BO3HHUKHOBEHHE
mpobirem, ecim y Bac
LeauaKkus, KpailHe

MaJIOBEPOSTHO. HA3BAHMEM

OnHa  <eMMHMUA  pepovoraTemsHOTO
J03UpPOBAHUA> BeliecTBa Ha
COZIEPKUT He Golee X YIAKOBKE JOIKHO
MHUKPOIpaMMOB ObITh: "TlIIeHNYHBII
[IIOTEHA.

Kpaxman".
Ecnu y Bac anneprus

Ha mmeHuny (
OTJIHYHA oT
nenuaknu), Bam He
cne;lyeT HpI/IHI/IMaTI)
JTaHHBHU
JeKapCTBEHHBIN
Tpermapar.

n

[ * DopMmyHpOBKa
6e3rimroreHoBoe" mpH
MEHSETCA, TOJBKO €C
JIM coAEp>KaHHE TITFOT
€Ha B JIEKAPCTBEHHOM
npenapate MeHslIe 2

0 ppm.]
BapHaHT yKa3aHUS B
. OXJIIT:
Ecnn nevammin Bpay .
Jdaunubl
coobmrm, 9yTo y Bac .
JIeKapCTBEHHBIN
HEMEePECHOCHMOCTh
mpernapar He Cleayer
HEKOTOPBIX Caxapos,
HpI/IHI/lMaTI)
nmepex MpHEMOM
MaIUeHTaM C PEIKO
OJAHHOTO .
BCTpeyvaromencs
JICKapCTBEHHOTO N
HACJIEICTBEHHOMU
npemapara
HENEePEeHOCHMOCTEIO

obpaTuTech K
GpPYKTO3Bl  HITH

TIIFOK030-TaJIaKTO3HO
i MmanmpabcopOumeit.".

JevanieMy Bpady.

Copmepxut X T cMecH
GpyKTO3Bl W
TJIFOKO3bI Ha [03Y,
YTO HEOOXOIUMO
YUYUTHIBATH
mamueHTaM ¢
caxapHbIM JHabeToM.

CBEICHUS ClIelyeT
BKJIFOYaTh, TOJBKO
€CJIM JIEKapCTBEHHBIN
nmpemapar
MpeIHa3HA4YCH s
IIUTEIBHOTO



JKeBaTeJIbHbIC
TaOJICTKH
Caxapo3sa IepopanbHeIii HYJIEBOU
Caxapo3za IepopanbHbrii 5t
Kugkue
JIeKapCTBEHHbIC
Caxapo3za (GOpMBI, JeNCHIBl U HYJIEBOU
AKeBaTeIbHBIC
TabJIeTKH
CoeBoe macino
T'uaporennsupoBann Bce Hynesoit

0€ COCBOC MacCio

CopOuHOBasi KUCIIOTa
(E 200) u ee conu

MecTHbIi Hynesoit

MoskeT OBITE Bpe/icH
JUTS 3yOOB.

Ecnu newammii Bpau
coo0mmm, 9To y Bac
HEIIEPEHOCHMOCTh
HEKOTOPBIX caxapos,
nepex IpUEeMOM
JaHHOTO
JIEKapCTBEHHOTO
npemnapara
obpaTuTech K
JeqaieMy Bpagy.

Comepxur X T
caxaposbl Ha 103y,
4TO HEO0OXO0IMMO
YUYUTHIBATH
mamMeHTaM ¢
caxapHBIM JHa0eTOM.

MoxeT ObITh BpeJieH
JUTSE 3yOOB.

<JlekapcTBEHHBIN
npemnapaT> COACPKUT
coeBoe macio. Eciu
y Bac amneprus Ha
apaxuc WiM colo, He
TIPUMEHSITE TaHHBIN
JIEKapCTBEHHBII
npemnapar.

MoeT BBI3bIBATH
MECTHBIE KOXXHBIC
peakiuu (HampuMmep,
KOHTAKTHBIHU
JIEPMATHUT).

NPUMEHECHUS (
HalpuMep, B TCUCHHUE
IBYX HEAENb WIN
Oonee).

BapUaHT yKa3aHHs B
OXJIII: "ITaunmenTam
penko
BCTpeUaroueics
HacJIeJICTBEHHOU
HETePEHOCUMOCTHIO
bGpPYyKTO3HI,
TJTHOKO30-TaJTAKTO3HO
i MampabcopOuumeit
und  AepUIuTOM
caxapasbl-U30MaIbTO
361 HE CleayeT
NPUHUMATh JaHHBIN
JIEKapCTBEHHBII
mpemnapar.".

CBEIICHHUS CIEAYeT
BKJIIOYaTh, TOJLKO
€CITH JIeKapPCTBEHHBIN
npenapar MOXeT
OBITH TIpeIHA3HAYCH
IS JTHTEIBHOTO
HpI/IMeHeHI/ISI,
HampuMep, JBe
HeJeau uinu doee.

AHanoruyso
apaxyucoBOMY Maciy.
OXJIII:
MIPOTHBOIIOKA3AHIE

Heob6xomumo
YYUTBIBATH
agIuTHBHOE
nencTBue
OJHOBPEMEHHO



Copburon (copbur) (
E 420)

Copburon (copbur) (
E 420)

ITepopanbHbIii,

. Hynesoit
MapeHTepanbHbIN

BHuyrpusennsiii (8/B) Hyneoii

JdauHbI i
JIEKapCTBEHHBIN
npenapar COJIEpPKHUT
X Mr copbutona B
Kaxa0i <eauHUIa
JO3UPOBAHUSI>
<eIMHHIA 00BEMa™>
<4TO 3KBUBAJIECHTHO
X Mr/<macca><
00BeM.>>

CopOuton sBiseTcs
NCTOYHHUKOM
¢pyxro3er. Eciam y
Bac (unm Barmmero
pebeHKa)
HacJleICTBEHHAs
HETNepeHOCUMOCTh
¢pyxro3sl (HHD) —
penKoe reHeTHIeCKoe
HapymeHune, Bam (
nnu  Bamewmy
peOeHKY) HeIb3st
NPUMEHSTh JTaHHOE
JEKapcTBO.
ITammmenTtel ¢ HH® ne
CIOCOOHBI yCBaMBaTh
¢bpyxTOo3y, dTO
MOXET BBI3BIBATH
cepbe3HbIe
HeXxelaTeJlbHbIe
peaxuum.

Ilepen wHauvanom
NpUMEHEHUS
JaHHOTO
JI€KapCTBEHHOTO
mpemnapara coolmmre
jedamieMy Bpauy,
yro y Bac (minm
Bamero pebGenka)

BBOJIHMBIX
npemnaparos,
colepKamux
copbuton  (mim
dpykrosy), wu
MOCTYyIIECHHE
copburtona (uiam
(pPYyKTO3BI) C MUIIEH.
Hanunuue B
JIEKapCTBEHHBIX
npermaparax s
npuemMa BHYTpPb
copOuTOJIa MOXKET
BIUSATH Ha
OMOIOCTYITHOCTh
ApPYyTHX
JIEKapCTBEHHBIX
npernapaToB A
puemMa BHYTDbB,
BBOAUMBIX
OJTHOBPEMEHHO

B  orcyrcTBHE
abconTHOM
HEO0OXOIUMOCTH
JaHHBIH
JIEKapCTBEHHBII
mpemnapat Helb3s
JIaBaTh MAlUEHTaM C
HacleACTBEHHOM
HENEePEeHOCHMOCTHIO
¢pyxro3sl (HHD).
Jduarunos
HACJIEICTBEHHOU
HEMEePEHOCUMOCTHU
¢pykro3er (HHO)
MOXET OBITH €IIlEe HE
BBHICTABJICH
MIaJeHIlaM |
MaJeHbKUM JeTAM (
Mianme 2 JeT).
JlekapcTBeHHBIE
nmpenaparsl (
comepxamue
$pyxTo3y),
BBOJUMBIE
BHYTPUBCHHO, MOTYT
YIpOXKaTh KH3HU U
JOJIKHBI
MIPOTUBOIIOKA3aHBI K
NPUMEHEHHIO Y
JNaHHOW TpYIIIHI,
€clli TOJBKO HE
HMEeT  MEecCTo
HeIpeoaoIuMas

OBITH



Copbuton (copdur) (
E 420)

Copburon (copour) (
E 420)

CreapnIitoBBIi CIUPT

[lepopanbHblii,
[IapEeHTEPAIbHBIN
OTJINYHBIN OT B/B)

[IepopanbHblil

MecTHBIH

( 5 mr/xr/cyt

140 mr/kr/cyT

Hynesoit

HH® nu6o wuro
pebeHOK OombIle HE
MOTPEOIAET CIAAKYIO
NUITY W HaOUTKH
U3-32 HEJOMOTaHMUs,
PBOTHI MM TaKHX
HENPHUATHBIX
OUIyUIEHUH,
B3JyTHE,
JKEIYZOYHBIE KOJIHUKA
WJIU TIOHOC.

KakK

CopOuton sBisercs
UCTOYHUKOM
¢pyxro3bl.  Ecam
Jedaumuift  Bpau
coo0mmm, 9To y Bac
(umu
pebenka)
HETIEpPEHOCUMOCTh
HEKOTOPBIX CaxapoB
niu y Bac
JUarHOCTHPOBaHA
HacJe/JCTBeHHAs
HETIepEHOCUMOCTh
¢dpykro3sr (HHD) —
pelIKoe FeHEeTHIecKoe
HapyluIeHue,
KOTOPOM 4YEJIOBEK HE
MOJKET YCBaWBaTh
¢pykTo3y, mpexnae
gyeMm Bbl (nmn Bam
pebeHoK) HadyHeTe
MPpUMEHATH
MoJy4yaTh JaHHBIN
JIeKapCTBEHHBIH

Bamrero

npu

niin

npemnapar,
MIOCOBETYUTECh C
JIeYaluM BpPadoM.

CopOuTon MOXeT
BBHI3BIBAThH
HEMPUSITHBIE
OIIYIICHHSI B )KUBOTE
M OKa3bIBaTh JIETKOE
clrabuTeNbHOE
JIEUCTBHUE.

MoskeT BBI3BIBATH
MECTHBIE KOJKHEIE

KJIMHAYECKas
HEOOXOAUMOCTh H
OTCYTCTBYIOT
albTEPHATUBHbBIE
JIeKapCTBEHHBIE
Mpenaparsl.

Ilepen BBeaeHueM
JTaHHOTO
JIEKapCTBEHHOI'O
npemnapara y
Ka)XJIOTO MalieHTa
HeoOxoanMo coOpath
neTajJbHBI aHaMHE3
OTHOCHUTEJILHO
cumiromoB HH®.

[TanueHTH c
HacJIeJICTBEHHOU
HETMePEHOCUMOCTBIO
¢pykro3sl (HHD) He
JTOJKHBI TPUMCHSTH/
oJay4arb JaHHBIA
JIEKapCTBEHHBIHI
npenapar.



Cynb(uTsl, BKIIOYAs
MeTaOuCyIb(GUTHI,

HanpHuMep:

Cepor muokcun (E

220)

Hatpus cynsdur (E

221)

Harpus 6ucynsdur ( IlepopanbHbii,
E 222) TapeHTepabHBIH, HyJIeBOU
Hartpus pecnupaToOpHbIi
metabucynspur (E

223)

Kanwusa

metabucyibdur (E

224)

Kanus 6ucynsgur (E

228)

DeHunanaHui Bcee Hynesoit

dopMmanbaerua MecTHBINH Hynesoit

dopmanbaeru [Tepopanbhblii Hynesoit

peakiuu (Harmpumep,
KOHTAaKTHBIHN
JIEPMaTHT).

MoxeT wuspenka
BBI3bIBATh TSXKCIIBIC
peaknuu
TUNIEPYYBCTBUTEIILHO
CTH

1 OpOHXOCIIa3M.

JdauHbI i
JIEKapCTBEHHBIN
mpernapar COJICPIKUT
X Mr QeHunanaHuHa
B KaXJI0¥ <equHHIIA
JO3UPOBAHUSI> <
equHNIIA 00BeMa> <
YTO KBUBAJIICHTHO

X Mr/<macca><
00BeEM>>,
DeHnIanaHuH MOXKET
OBITH BpEICH, €CIIH Y
B ac
¢enmnkeronypust  (
®KY) — penkoe
TeHEeTUYECKOe
HapymieHue, IMpHu
KOTOpOM
HaKallJIuBacTCsA
(eHunanaHuH u3-3a
HECTIOCOOHOCTH
OpraHW3Ma erTo
MIPaBUIHHO BBIBOAWUTH

MoeT BBI3bIBATH
MECTHBIE KOXXHBIS
peakimu (HampuMmep,
KOHTAKTHBIU
JIEPMATHUT).

MoxeT BbI3BIBATh
paccTpoicTBO



®docdarnbie Oydepsr [ mazHoM

ITepopanpHbIi
dpykTo3a pop .

MapeHTEePabHBIA
®pykTo3a IIepopabHblil

Hynesoit

Hynesoit

Hynesoit

KENyAKa ¥ Iuapero (
TTOHOC).

JdaunHb it
JIEKapCTBEHHBIN
npenapar COJIEpKHUT
X wmr docdaroB B
KaXaoi <eauHHIa
JO3UPOBAHUI> <
equHHIA 00BeMa> <
YTO SKBHUBAJICHTHO

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

Ecnu y Bac Taxenoe
MOBpEXICHUE
MPO3PAYHOTO CJIOA
nepejHed 4acTu
rimaza (pOrOBHIIHI),
nedenue pocharamu
B OYCHb PEIKUX
cllydasix MOXeT
BBI3BIBATH MYTHBIC
MATHA Ha POTOBHUIIEC
M3-3a HaKOIUICHMS
KaJIbITHSL.

JdaunHBI
JIeKapCTBEHHBIHN
npenapar COAEpKHUT
X MI' (QPYKTO3Hl B
KaXaoi <eauHHIa
JO3UPOBAHUI> <
equHuIa oobemMa> <
YTO SKBUBAJIEHTHO X
Mr/<macca><o0bem>
>

[Ec/n j1ekapcTBEHHBI
# npenapart conpukac

aerca ¢ 3ybamm (

HarpuMep, KHIKOCTH
JUTS TIpHeMa BHYTpb,
MacTHIIKH H KeBaTesl
bHBIC Ta0JICTKH) H TP
eHa3HaYeH IS JUTHT
@JIBHOTO TMIPHMEHEHHSA
:]

®pyKTO3a MOXKET
MOBPEXIATh 3yObl.

COOTBETCTBYIOLIIEE
yKazaHHe B pazjele
4.8 OXJIIT:

"[Ipn npuMeHeHUU
¢docdar-comepxammx
[JIa3HBIX Kameidb B
0YEHb  PEIKUX
ciIy4asx cooOmanochk
0 KanbIupUKaIUH
pPOTOBHUIEI y
HEKOTOPBIX
MalMeHTOB  CO
3HAYUTEIbHO
MOBPEKICHHBIMU
poroBumamm."

Heo6xonumo
YUYUTBIBATH
aJJUTUBHOC
nencTBUe
OJHOBPEMEHHO
BBOIHMBIX
OpPOAYKTOB,
coJiepKamux
¢pykrozy (mam
copbuton), u
MOCTYIJICHHE
bpykTO3Bl  (MIIH
copbuTOJIa) C MUIICH.

YacTto UIH
IIHUTEALHO
MpUMEHSIEMbIE
nepopaabHbie
MIPOAYKTHI, HAIIPUMED
TCUCHUC ABYX
HeJleIb Uin 0oJee.

B  otcyrcTBHE
a0CONIOTHOM
HEOOXOINMOCTH
T aHHBH



®pykTo3a

DpykTO3a

Buytpusennstii (B/B) Hynesoi

[lepopanbHblil,
[IapEeHTEPAIbHBIN
OTJINYHBIN

5 mr/kr/cyT

Ecnu y Bac (unu
Bamero pebenka)
HacJeJCTBeHHAs
HETIEpEHOCUMOCTh
¢dpyxro3sr (HHD) —
peIKoe FeHEeTHIecKoe
HapyueHue, Bam (
unn  Bamewmy
peOeHKy) Henb3s
MOJIy4aTh JaHHBIA
JIEKapCTBEHHBII
npenapart. IlanueHTs
¢ HH® ne cniocoGHBI
ycBauBaTh (hpyKTO3y,
coaepKalyrcs B

JAaHHOM
JIEKAPCTBEHHOM
mpenapare, 4TO
MOXKET BbI3bIBATH
cepbe3HbIe
HeXenaTebHbIe
peaKium.

Ilepen wHauvanom
MOJTY4EHUs] TaHHOTO
JI€KapCTBEHHOTO
mpemnapara coolmmre
JedaimieMy Bpauy,
yto y Bac (unmn
Bamero pebenka)
HH® nu6o wuro
pebeHoK OombIle HE
moTpeOIsIeT CaamKylo
NUIY ¥ HAOUTKH
U3-32 HEJIOMOTaHMUs,
PBOTBHl WJIM TaKUX
HENPHUATHBIX
OUIyIIEHUH, Kak
B3JyTHE,
JKEIYZO4YHBIE KOJIHUKU
WJIU TIOHOC.

Ecnu nevamumii Bpau
coobmrmi, 9To y Bac
(unu  Bamero
pebeHnka)
HEMEePEHOCUMOCTh
HEKOTOPBIX CaxapoB
unu 'y Bac
IUAaTrHOCTHPOBAHA
HaclleICTBEHHAS
HEMEePEHOCUMOCTh
dpykro3sr (HHD) —
peaKoe TeHeTUYECKoe
HapymicHUuEe, WP

JIEKapCTBEHHBIN
mpemnapat HeIb3s
JaBaTh IalMeHTaM C
HacleACTBEHHOM
HETePEHOCUMOCTHIO
¢pyxro3sl (HHD).
Jduarunos
HacCJICJICTBCHHOU
HETePEHOCUMOCTH
¢pykro3sr (HHO)
MOXET OBITH €€ HE
BBICTABIICH
MJajJeHIlaM H
MaJCHbKUM JeTAM (
Mianme 2 JeT).
JlekapcTBeHHBIC
nmpenapartsl (
comepxamue
$pykrosy),
BBOAUMBIC
BHYTPUBCHHO, MOTYT
YIpOXaTh KU3HU U
IOJXHBEI  OBITH
MIPOTHUBOIIOKA3aHBI
JIaHHOM IpyInIe, eciu
TOJBKO HE HUMEECT
MECTO

HEMpeo 0auMast
KIHHHYECKas
HEOOXOIUMOCTh |
OTCYTCTBYIOT
aJbTCPHATHUBEIL.
Ilepen BBegeHHEM
JAaHHOTO
JIEKapCTBEHHOT'O
nmpemnapara y
KaXKJ0ro IMalueHTa
HeoOxoanMo coOpath
JeTaJbHBIM aHAMHE3
OTHOCHUTEIILHO
cumnToMoB HH®.

ITanueHTHI C
HAcCJIeJICTBCHHOU
HENEePEHOCHMOCTEIO
¢pykro3sl (HHD) He
JIOJDKHBI IPUMEHSTH (



oT B/B)

MecTHBIH,

X10poKpe30 .
MapeHTepaIbHBIN

Hynesoit

IerocTeapunoslit
CIIUPT, BKJIOYasgs  MecTHbI
LETHIIOBBIN CITUPT

Hynesoit

IMuxnonexcTpuHbL
Harpumep:
Anbanexc
beranexc (E 459)
-IUKJIOZEKCTPUH
CynbhoOyTHIIOBEII=?
bup=b-
IUKJIOJICKCTPUHA
(SBE-b-CD)
I'mapokcunponuider
aJieKc

IlepopanbHeIii

becnopsaouno
METHIHPOBAHHBIN
b-nukIogeKcTpuH
(RM-b-CD)

LuknonekcTpuHbI

HalpuMep:

Ansdanexc

Beragexc (E 459)

-IUKJIOAEKCTPHH

CynbpoOyTHIIOBBIH =

3¢pup=b-

nukimoaekctpuda  ( IlapenTepanbHbii
SBE-b-CD) HeZenb
I'mapokcunponuider

aJieKc

becnopsanouno

METHIINPOBAHHBIN

b-nukIogekcTpuH

(RM-b-CD)

200 mr/kr/cyT

200 wMr/kr/cyT wu
NpUMEHEHHE

KOTOPOM YEeJIOBEK HE
MOXET YCBaWBaTh
hpyxTO3y, Tpexme
gyeMm Bbl (nnu Bam
pebeHoK) HadyHeTe
MNPpUMECHATH HIHn
MoJIy4aTh JTaHHBIN
JIeKapCTBCHHBIN
npemapar,
MIOCOBETYHTECH C
JIeYaIuM BpadoM.

MokeT BBI3BIBATH
aNJIepPrudecKue
peaxmuu.

MoeT BBI3BIBATH
MECTHBIE KOJXXHEIE
peakiuu (HarmpuMep,
KOHTaKTHBIHU
JIEPMaTHT).

IuknonekcTpUHBI
MOFyT BbI3BAaTh
HapylieHue
MUIIeBapeHUs, TaKue
KakK IOHOC.

Eciu y Bac
3a00jIeBaHUE MOYEK,
MpekKIe YeM HadaTh
MPUMCHATH JaHHBIN
JIEKapCTBEHHBII
npemapar,
MMOCOBETYUTECHh C
JIeYalM BpaduoM.

MOJIy4aTh) JaHHBIH
JIeKapCTBEHHBIH
mpenapar.

B BBICOKHX nmo03ax
LUKJIOJEKCTPHUHBI
CIIOCOOHBI BBI3LIBATH
00paTUMyI0 JHAPCIO
U  yBEJIHWYEHUE
CIENONH KUIIKH Yy
JKABOTHBIX.

Hespenast pynkuus
KITyOO4KOB y AeTel
MJIAJIIIe

2 JgeT MOXeT
3alUIaTh HUX OT
NOYEeUYHOH
TOKCUYHOCTH, HO
MIPUBOAUTH TIPU 3TOM
K TOBBIIICHHOMY
coIepKAHUIO
[UKIOASKCTPUHOB
B KPOBH.

VYV manmeHTOB C
HapylUI€HUEM
GYHKIHH — TOYEK
cpedHeil U TshKelnoun
CTeTIEHU MOXET
BO3HHKATh



LuknoaeKCTpHHBI
Harpumep:
Anbanexc

Beragekc (E 459)
-LUKJIOJICKCTPHUH
Cynb(poOyTHIOBBIN=I
bup=b-
LUKJIOAEKCTPHUHA BCE
(SBE-b-CD)
I'uapokcunponuiaber
aJieKc

20 mr/kr/cyT

becnopsnouno
METUIMPOBAHHBIN
b-nuKII0IeKCTPUH
(RM-b-CD)

JdaunHb it
JIEKapCTBEHHBIN
npenapar CoJIepKHUT
X M T
[UKIIOJCKCTPHHA(OB)
B Ka)XI0W <eIUHHUIA
JO3UPOBaHUI> <

equHuIa oobemMa> <
YTO 3KBHBAJIEHTHO X
Mr/<macca><o0bem>
>,

He paBaiiTe metsam
MIajame 2 JIeT, eClu
TONBKO HeE
PEKOMEHI0OBAHO
JICUaIUM BpadoM.

JdauHbI il
JIEKapCTBEHHBII
npenapar CoAepIKUT
X MI cOoupra
STHJIOBOTO (3TaHOJA)

B KaXI0W <eIuHHUIIA

HaAKOIIIICHUC
HUKIIOACKCTPUHOB.

[MuknonexcTpunsl  (

oa) — oro
BCIIOMOTaTEIbHbBIC
BEIIEeCTBA,

CIIOCOOHBIE BIIHATH
Ha CBoHcTBa (Takwe
KaK TOKCHYHOCTh U
MPOHUKHOBEHHUE
yepes KOXY)
JIeHCTBYIOIIEr O
BEIICCTBA U APYTUX
JEeKapcTB.
be3omacrocts 11/]
aHAJIM3UPOBAJIACh BO
BpeMsl pa3pabOTKU U
OEHKHU
0e30macHOCTH
JIEKapCTBEHHOTO
mpemapata U 49eTKO
onmcana B OXJIII.
CBeJieHHs O BIUSHUN
/1 na mereit <2 ner
HeJIoCTaToYHbl. B
CBSI3U C 3TUM PHCK/
MIOJB3Y IS TTAIUCHTA
HEOOXOIUMO
OICHUBATh B
WHAWBUYaTbHOM
MOPSTIKE.
OCHOBBIBasIChb Ha
HCCIIEIOBAHMAX Ha
JKUBOTHBIX U OIIBITE
Ha JIFOJIAX, BPEIHOE
nevicreue L] ne
0XKHJACTCs, €eCIIH
no3a

Hwke 20 MI/KT/CyT.

€CIM  3TaHOJ
COJNEPXKHUTCA B
KadecTBe
TEXHOJIOTHYIECKOTO
cpejacTBa (Hampumep,
Npu  MOKPBITUU
TabJIeTOK 000JIOUKOU
) WM KCTpareHTa u
BEITIApUBacTCs (HIDKE
YpPOBHS,
MIPUBEJICHHOTO

B PykoBoacTee mno
H3Y4YEHUIO IpUMECEH
B JIEKapCTBEHHBIX



OrtaHon
STHIIOBBIH)

(cmpT

[IepopanbHbli,
MapeHTepanbHbIH,
HHTAJISAIMOHHEBIN

Hynesoit

JO3UPOBAHHUA><
equHNIa 00BeMa> <
YTO SKBUBAICHTHO X
Mr/<macca><o0bem>
>

<(Y % macca/<macca
><00BeM>)>.
KonuuectBo B <mo3a
><00beM> HAHHOTO
JIEKapCTBEHHOTO
npemnapara
DKBHBAJIEHTHO MEHEE
yeM

A M1 nmuBa wii B ma
BHUHA.

Heb6onsmoe
KOJIMYECTBO CIHPTA B
JaHHOM
JIEKApCTBEHHOM
mpemapaTe He Oynet
OKa3bIBaTh
3aMETHOTO JICCTBHSL.

JdauHbl i1
JIeKapCTBEHHBIN
Ipernapar COAEPKUT
cnupTa
STHJIOBOTO (3TaHOJIA)
B KaXXJ0M <enuHHLIA
JO3UPOBAHUI> <
equHNIIAa 00BeMa> <
YTO 3KBUBAJIEHTHO X

X Mr

cpeacTBax u
YCTaHOBJICHHIO
TpeOOBaHMIA K HUM B
criennpuKanusix),
HET HEOOXOJUMOCTH
YIOMHUHATH 3TAaHOJ B
uHpopManuu s
MaIAEHTOB.

YToOBI paccyuTaTh
SKBHUBAaJICHTHBIH
00bEM MHUBA HWIH
BUHa, CIeayer
HCXOOUTH u3
00BbEMHOTO
COJICpKaHUsI ATaHOJIA
B IIKBE, PaBHOrO 5 %
(06/00), 9TO
SKBUBaJIeCHTHO 4 %-
HOM KOHIEHTpauuu (
M/00), U B BWHHE,
pasHoro 12,5 % (06/
00) nmu 10 %-Hoit
KOHIIeHTpamuu (M/00
) (TUTOTHOCTH 3TaHOJIA
npuHsTa pasHoii 0,8).
OObeMsbl IHBa U BUHA
(A u B) HEob6xomuMO
OKPYILISTH 10

0N KaMIIero mMeaoro
YHUCIIa.

Uto0OBI paccuuTaTh
9KBUBAJICHTHBIN
00bEM MHUBa HWIIH
clenyer
HCXOIUTh u3
00BEMHOTO

BHHA,

COJEep)KaHHs 3TaHOJIA
B IUBE, paBHOIO 5 %
(06/00), 49TO
SKBUBAJIEHTHO 4 %-
HOW KOHIEHTparuu (
M/00), ¥ B BHHE,
passoro 12,5 % (00/
00) unu 10%-uoi
KOHIIeHTpauuu (M/00
)

(IJIOTHOCTBH ATaHOJA
npuHsTa paBHoii 0,8).
Ecnu mpumenumo,
B3aUMOJIEHCTBUS
3TaHOJa HEOOX0ANMO
ykazate B OXJIIT (
pasnen 4.5).



DTaHoa
JTHIIOBBIH)

(cupT

IlepopanbHBIi,
HapeHTEPaJIbHBI,

MHT IS IIUOHHBIN

15 mr/kr Ha 103y

Mr/<macca><o0bem>
> <(Y % wmacca/<
Macca><o0bem>)>.
KonunuectBo B <noza
><00BEM> JaHHOTO
JIEKapCTBEHHOTO
nmpemapara
SKBUBAJICHTHO A MII
nuBa win B M BuHa.
ManoBeposiTHO,
KOJIMYECTBO CIHPTA B
JaHHOM
JEKapCTBEHHOM
mpenapare OKaXKeT
BIUSHHC Ha
B3pOCIBIX u
MOJIPOCTKOB, a €To
BIIMSIHUE HA ETEH He
JNOJKHO  OBITH
3amMeTHbIM. OHO
MOXET OKa3bIBaTh
HEKOTOpOE ACUCTBUE
Ha MaJICHBKUX JIETEH,
HaTpuMep BBI3HIBAThH
COHJIMBOCTb.

Coupt B HaHHOM
JEeKapCTBEHHOM
npernapaTre MOXeT
HApyIIaTh JNEHCTBUE
IpYyTHUX
JIeKapCTBEHHBIX
npenapatoB. Eciu
Bel  npunumaete
apyrue
JIeKapCTBEHHbIE
npemnaparsl,
TMOCOBETYUTECHh C
JeYaluM BpavuoM
uau  pabOTHHKOM
ANTEKH.

Ecmu Be1 6epemMeHHBI
WJIM KOPMUTE I'PYABIO
, TpexJae dYeM
NPUHATh JTaHHBIN
JeKapCTBEHHBIN
npemapar,
IIPOKOHCYJIBTUPYHTEC
b C JICYalM BpauoM
UId  PabOTHUKOM
ANTCKH.

Ecniu y Bac
AIKOTOJbHAS
3aBHCHUMOCTH,
MIOCOBETYHTECH C

BapuanT yka3zaHus
ceenennii B OXJIIT:
Jo3a (BbOepute
MaKCHUMAJIBHYIO 103y
) ITaHHOTO
JIEKapCTBEHHOTO
mpernapara, BBOAMMAast
(pebeHKy B BO3pacTe
A 1et ¢ maccoii B kr
WM B3POCIOMY C
Maccoir 70 kr),
npuBeaeT K
skcro3unuu C Mr/Kr
9TaHOJIa, KOTOpas
MOET BBI3BATh
MOBBIMICHUE
KOHI[EHTPAINU
crupTa B KpOBH,
pasuaoe D mr/100 mut.
Hns cpaBHeHus: y
B3pOCJOTO,
BBIMMMBIIETO OOKaj
BuHa wmian 500 mi
MUBA, KOHIIEHTPAIIUs
CIIUpTa B KPOBHU
OyIeT COCTaBIATH
oko0110 50 mr/100 mur.

ConyTcTByloOIIIEE
BBEJICHUEC
JIEKapCTBCHHBIX
npemnaparos,
coZepKaIuX, K
npumepy,
MPOMUJICHTIIUKOJIb
WM 3TAHOJ, MOXET
MPHUBECTHU K

HaKOTUICHHUIO ATAaHOJIA
i BBI3LIBATH
HEXKeJlaTeIbHbIe
peakuuwu, B
ocoOeHHOCTH Yy
MaJICHbKUX NETeH C
HU3KOH
He3penoit
METa00IHNYECKOM

nin

CITOCOOHOCTHIO.
Ecmu nosa BBOguTCS
B TEUYeHHUE
IUTUTEIBHOTO
BpeMEHH (Harpumep,
npd  TOMOINHU
MEJICHHOH WH(Y3UU
B TEUYCHUE
HECKOJBKHX YacoB),



JeJanuM BpavyoM
UIu  pabOTHHKOM
anTeKu, IpexIae 9emM
NpPUHATh JaHHBIN
JIEKapCTBEHHBIN
mpemnapar.

JdauHbl i1
JIeKapCTBEHHBIN
mpernapar COJICPIKUT
cnupTa
STHJIOBOTO (3TaHOJIA)
B KXol <equHHIa
JO3UPOBAHUI> <
equHNIa 00BeMa> <
YTO 3KBUBAJIEHTHO X
Mr/<macca><o0beM>

X Mr

>
<(Y % wmacca/ <
Macca><o0beM>)>,

KommaecTBo B <moza
><00BEM> JAHHOTO
JIEKapCTBEHHOTO
npemapara
SKBUBAJICHTHO A MII
nuBa wiv B M1 BuHa.
Cnupt B JaHHOM
JIEKapCTBEHHOM
mpermapare, cKopee
BCETO, Oyner
HETaTUBHO BJIMATH Ha
nereil. T 3P PeKThI
MOTYT BKJIOYATh

COHIHMBOCTL U
H3MEHEHHUS

noBencHus. OH
TakXe  MOXKET

HCTaTHUBHO BJIUATH HA
CII0COOHOCTh
COCPEOTAaYNBATh
BHUMAaHHUE

ux

u

MOBBIMIECHUE
KOHICHTPAIUH
cmupTa B KpPOBU
Oyner MeHbIe, a
3¢ dHEeKTh aNnKoros
OBITH
CHUXEHBI. B
MOJIOOHBIX CITydasx

MOTYT

JUCTOK-BKJIABIIT U
OXJIII moIKHBI
BKJIIOYATh TaKylo
(OpMyITUPOBKY, Kak:
MIOCKOJIBKY JIaHHBIN
JIEKapCTBEHHBIN
mpemnapar OOBIYHO
BBOJIUTCSI MEIUICHHO
B TeueHHe XX Yacos,

a¢dexTsl cnupra
MOTYT OBITH
CHIDKCHBI.

UToOBl paccuuTaTh
SKBUBAJICHTHBIN
00bEM MHUBaA HWIIH
clenyer
HCXOIUTh u3
00BbEMHOTO

BUHA,

COIepXKaHHUs TaHOJA
B IIUBE, PaBHOTO 5 %
(06/00),
SKBHUBAIEHTHO 4 %-
HOM KOHIEHTpauuu (
M/00), U B BHHE,
passoro 12,5 % (006/
00) mmu 10%-Hoii
KOHIIeHTpauu (M/00
)

(mIoTHOCTH 3TaHOIA
npuHsTa paBHoii 0,8).

qTO

Ecnu npumenumo,
B3aUMOJICHCTBUSA
3TaHOJa HEOOXO0ANMO
ykazarp B OXJIIT (
paszen 4.5).

BapuanTt yka3zaHus
ceenennii B OXJIIT:
Hoza (BeIOepuTE
MaKCHMAJIbHYIO 103y
) JaHHOTO
JIEKapCTBEHHOTO
npenapara, BBOIUMast
(pebeHKy B BO3pacTe
A et ¢ Maccoii B kr
WM B3pPOCIOMY C
maccoir 70 kr),



OraHon
STHIIOBBI)

(cnupT

[lepopanbHbli,
NapeHTepalbHbIH,
HMHTAJIALIMOHHBIN

75 Mr/kr
Ha 103y

y4acTBOBaTh B
dbusumdeckoi
AKTHBHOCTH.
KommuectBo criupra
B JaHHOM
JeKapCTBEHHOM
mpenapare MOXKeT
HEraTWBHO BIIMSATH Ha
CIocoOHOCTD
yHpaBIATh
TPAHCIIOPTOM WJIH
UCII0JIB30BATh
MEXaHHU3MBI. 3JTO
CBA3aHO C TeM, YTO
OHO MOXET
HEraTHBHO BIUSTH Ha
CYXJECHUE u
CKOPOCTb PEaKIvu.
Eciu y Bac
SMUIIETICUS WU
MpOoOIeMBI c
NEeYeHbIo,
MOCOBETyHTECh C
JeJanM BpavyoM
uId  pabOTHUKOM
anTeKu, Ipexe 4emM
OPUHATh JaHHOE
JIEKapCTBO.

Cnupt B JaHHOM
JIEKapCTBEHHOM
mpernapaTre MOXeET
Hapymarp JaeiicTBue
IpPYTHX
JIE€KapCTBEHHBIX
npenaparoB. Eciu
Brl npunumaere
apyrue
JeKapCTBEHHbIE
npenaparsl,
MIOCOBETYUTECH C
JeYalyM BpadoM
WId  PabOTHHKOM
anTeKHU.

Ecnu Bsl GepeMeHHBI
WJIN KOPMUTE TPYIBIO
, TIpexnae UeM
NPUHATH JAHHBIN
JIEKapCTBEHHBII
npemapar,
IIPOKOHCYJIBTUPYHTEC
b C JIEYAIIM BpauoM
WK pabOTHUKOM
anTeKu.

MpPUBEICT K
skcrio3uru C Mr/kr
9TaHONA, KOTOpas
MOXET BBI3BAThH
MOBBILIICHUE
KOHIIEHTpAaINU
crupTa B KpOBH,
pasroe D mr/100 mut.
Jns cpaBHeHus: y
B3pOCIOTO,
BBITUBIIETO OOKam
BuHa niau 500 ma
1B, KOHIIEHTPALIUS
CIIUpTa B KpOBHU
OyJIeT COCTaBIATH
OKOJIO

50 mr/100 mor.
ConytcTBytomiee
BBEJCHHUEC
JIeKapCTBEHHBIX
Ipenaparos,
colepKamux, K
npuMmepy,
MPONUIIEHTJINKOIb
UM 3TaHOJ, MOXET
NPUBECTH K

HaKOIUIEHHMIO 3TaHOIIa
u BBI3BIBATH
He)XXeJaTelbHBIE
peakuuu, B
0COOEHHOCTH Y
MaJleHEKUX JEeTel ¢
HHU3KOH HIIH
He3penoi
MeTab0THYECKOI
CITOCOOHOCTRIO.
Ecnu nosza BBOOUTCS
B TEUYECHHE
JUTATEIBHOTO
BpeMeHH (Hampumep,
Opd  MOMOIIH
MeJUIeHHOI nH)y3un
B TEYEeHHE
HECKOJIBKMX YacoB),
MOBBINMIEHUE
KOHIICHTPAIUH
cmupTa B KpPOBU
Oymer MeHbIE, a
3¢ (deKTH anKoros
MOTYT OBITH
CHMIKECHBI. B
MOJIOOHBIX CITydasx
JINCTOK-BKJIAABII U
OXIJIII moiKHBI



OraHon (cnupT
JTHIIOBEIH)

[Ipumeuanue.

Koxubrit

Hynesoit

Eciu y Bac
aIIKOTOJbHAas
3aBUCUMOCTbD,
MOCOBETYHTECh C
JeYaluM BpavdoM
uni  pabOTHUKOM
AnTeKH, IPEXKIIE YeM
NPUHATH JTAHHBIN
JIEKapCTBCHHBIN
Tpermapar.

JdaunHBI
JIeKapCTBEHHBIHN
mperapar COJCPKUT
X Mr cnouapra
3THJIOBOTO (3TaHOJA)
B Ka)XXIOW <eIUHHUIA
JO3UPOBaHUSI> <
earHMIa 00beMa> <
YTO PKBUBAICHTHO X
Mr/<macca><o0bem>
>

<(Y % wmacca/ <
Macca><o0beM>)>.
MosxeT BBI3BIBATH
YyBCTBO JOKEHHUS Ha
MOBPEXKIECHHON KOXKe

BKJIIOYATh TaKyIo
(hOpMYIHPOBKY, KaK:
MIOCKOJIbKY JaHHBIN
JIEKapCTBEHHBII
npenapar OOBIYHO
BBOJUTCA MEIJICHHO
B TeueHue XX 4acos,
s ekt crmupTa
MOTYT OBITH
CHIDKEHBL.

Y HOBOPOXXACHHBIX (
HCOOHOIILICHHBIX H
JIOHOIIEHHBIX
HOBOPOXKJICHHBIX
MJIQJICHIICB) BBICOKHC
KOHICHTPAIUH
3TaHOJa MOTYT
HpI/IBOHI/ITL K
TSOKEJBIM JIOKATbHBIM
peaKIusIM i
CHCTEMHOH
TOKCHYHOCTH BBHIY
3HAYUTEIbHOU
abcopbuum yepes
He3penyr Koxy (
0COOEHHO TOX
OKKJIIO3MOHHOH
noBsizkoi). B OXJIIT
n JIB HeoOxommmo
n00aBUTH
COOTBETCTBYIOIIICE
HMpeaAynpexKICHUE,
€CJIM OTIPaBIIaHHO.

B 3aBucHMOCTH OT
NpoOayKTa i
KOHIICHTPAIUH
9TaHOJa MOXKET
norpeboBaThCs
npeaynpexiaenue "
orLeomnacHo".
Heob6xonumo
paccMoTpeTh
BKJIIOUYCHUEC
MIpeaynpeKaIeHIN 00
HCII0JIb30BAHUU
BOJIM3U OTKPBITOTO
OTHS, 3aXCOKCHHOM
cCUTapeTsl  WiId
HEKOTOPBIX
YCTpPOHCTB (
Harpumep, GpeHoB).



1 ITepedeHs oTaymiek (apoMaTH3aTOPOB), COAEPHKAMMX AJICPIeHBI

3-metmin-4-(2,6,6-TpUMETHI-2-IIUKIIOTeKCEH- | -1T)-3-

OyTeH-3-0oH
d-mumoHeH

AMUIIIMHHAMAITb

AMUNTIUHHAMUAIOBBIA CIIUPT

AHU3UIOBBINA CIHPT
bensunbenzoat
Bensunosslii cnupt
bensuncanununar
bensunnuuHamar
I'exkcrHHaManbaeTH T

I'epanuon

rI/II[pOKCI/IMCTI/IJ'IHGHTI/IJ'I—].[I/IKJ'IOFCKCCHKap6OKCEIJ'IL,E[CFI/II[

TI'mapokcunutponesnianb
HpeBecHblit MOX
Jy6oBbrif MOX
W303Brenon

Kymapun

Junnans

Jlunanoon
MeTmirenTuHKapOOHAT
®dapHezon

Ilunaamans
[uHHAMUIOBBIN COMPT
Hurpans

Hutponemnon

DBreHosa

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 nomyckaercss MCHOJIb30BaTh MUIIEBBIE KPACHTEIH B COCTaBE JIEKAPCTBEHHBIX
IIPENapaToB, HE BOLICAIIME B TEXHUYECKUU pPETIIAMEHT EBpasMiCKOro 3KOHOMHUYECKOTO

coro3a "TpeboBanust 6€30MACHOCTH MUIIEBHIX T100aBOK, apOMATH3AaTOPOB U TEXHOJIOTHYECKUX
BcrioMorarenbHbix cpencts” TP 029/2012, yrepxnennsiii Pemennem Cosera EBpasuiickoit

sKOHOMHUYECKON Komuccuu oT 22 urojis 2012 r. No 58 wim 3anpenieHHbIe UM.

Iloscerenns

Tabnuiia mepedHst BCIOMOTaTEeIbHBIX BEMIECTB COJEPIKUT CIASAYIOMUE Tpadbl:

HamMenoBanme.

HauMenoBaHne BCOMOTaTeNbHOrO BEIIECTBA YKA3bIBAECTCS HA OCHOBAaHWHM HOMEHKIIATYPhI
MHH unu ®apmakonien Coro3a (Ipu HaJIWYMM), BKJIIOYAs yKa3aHUE €BPONEHCKOro Kojaa

urdpoBoii cuctembl nuieBbIx 100aBok (E ko) (mpu HE0OXOAUMOCTH).
ITyTs BBemeHu (C1ocO0 MpUMEHEHHUS).



VYkazanue myTH BBeJeHUS (Criocoba MpUMEHEHUsI) HE0OXO0AMMO, TTOCKOJIbKY HH(MOpMAIIHS
0 0e30IMacHOCTH BCIIOMOTATEIBHOTO BEIIECTBA 3aBUCHUT OT MyTH €T0 BBEJACHHS (Hampumep,
CBEJICHHS 0 OpOHXOCTa3Me, 00YCIIOBIICHHOM OSH3AJIKOHUS XJIOPHUIOM, 3HAYUMBI TOJIBKO IS
PECTTUPATOPHOTO ITYTH BBEJICHHUS).

ITopor.

[lopor — 3HaveHHWe, paBHOE WM MpPEBBINIAIONIEE 3HAYECHUE COJCPKAHUSA
BCIIOMOTATEILHOTO BEIIECTBA B JICKAPCTBEHHOM IIpemapare, KOTOpoe TpeOyeT ykazaHus
JAHHBIX CBEJEHUNW B O0OIIEld XapaKTEpUCTHUKE JIEKAPCTBEHHOTO TMpernapara W
JUCTKE-BKIIAJIBIINIE, OH HE paBeH mpeaeny Oe3omacHocTd. HymeBoit mopor o3HavaeT, 4To
CBEJICHUSI HEOOXOAMMO YKa3bIBaTh BO BCEX CIIy4asiX HATUYMS BCIIOMOTATEIHLHOTO BEIIECTBA B
JICKapCTBEHHOM IIperapare.

Ecnu He ykazaHo WHOE, TO MOPOT BHIPAKAETCS B BUJEC KOJIWYECTBA BCTIOMOTATEIHLHOTO
BEIIECTBA B MAKCUMAJIBLHOM CYTOUYHOM J]03€ JIEKApCTBEHHOTrO Mpernapara, yKa3aHHO! B 001ei
XapaKTePUCTUKE JICKAPCTBEHHOTO Mpernapara.

Ecnu B TekcTe yka3zaHno "Ha 703y", ©UMeeTCsl B BUJTY /1032 JIEKApPCTBEHHOTO IIpenapara.

BcnomoraTenpHbIE BemecTBa MOTYT MPOSIBIATE 3P(HEKT TOIBKO CBEPX OMPEACICHHOTO
KoJudecTBa. Takoil moTeHIHaIbHbIN (D (PEKT yauThIBajiCs Mpu 00IIeH OIEHKE COOTHOIIIECHHUS
T0JIb3a-PUCK TIPU PETHCTPAIIUH JICKAPCTBEHHOTO TIperapara.

WHdopMarms A1 MHCTPYKIMH II0 MEIAIIMHCKOMY IPAMEHEHHIO (JINCTKA-BKJIA(RIIIA) K
o0mreii XapaKTepHUCTHKH JIEKapCTBEHHOTO Ipenapara Ui MeAUIMHCKOr0 IPUMEHEHUA

[IpuBoaMMBIC CBEICHUS JOJKHBI OBITH U3JIOKEHBI B MPOCTON (hOpME, YETKO W TTOHSITHO
JUIS TTAlIUEHTA.

Texcr, mpenHa3zHauyeHHBIN 711 0COOOW TOMYJISIUKA TAIMeHTOB, CJIEAYeT MPUBOIUTD,
TOJIBKO €CJIA ATO MMPUMEHUMO.

JIist mekapCTBEHHOTO TIpernapaTa B BHJIE TBEPIOH JIeKapCTBEHHON (opMBbI (HarpuMmep,
Ta0JIeTKH, KaICyJbl, CYNIIO3UTOPUH, MOPOIIOK B Callle), KOJIMYECTBO CIENYyEeT YKa3bIBaTh Ha
CIWHUITy J03WpOoBaHUs (HampuMmep, Ha TaOJNeTKy, Kamcyay W T. 1a.). JUIst kuakoi
JIEKapCTBEHHON (POPMBI — KOTMYECTBO YKA3bIBAIOT HAa €UHUITY 0OBbeMa (Macchl) (Hampumep,
Ha MUWUTAJIUTP, TPaMM U T. 1.).

KommenTtapun

Tekcr B aTOM rpade He MpenHa3HaueH s nanrenTa. OH COACPKUT MOSICHEHUS TEKCTa B
npemecTByome rpade, HEOOXOAUMBIE IJIT KOPPEKTHOTO YKa3aHWs ATOT0 TeKcTa. B
HEKOTOPBIX CIIy4dasx KOMMEHTapuu, chOpPMYJIUPOBAHHBIEC B JIOJDKHOM CTUJIE, MOTYT OBITh
HCITOJIb30BaHbl B KaYECTBE MPOTHUBOITOKA3aHUN B 0OIIEl XapaKTepUCTHUKE JICKAPCTBEHHOTO

npermnapara.
I[MTPMJIOXKEHUE Ne 2
K TpeOoBaHHAM K HHCTPYKIUH
10 MEUIUHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOTO Tperapara u oouiei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO



npenapara st MEAUIUHCKOT O
MMPUMCHCHUA

TPEBOBAHMA

K OIIMCaHWIO COCTaBa IPTHIMPOBAHHKIX (KOHBIOTHPOBAHHEIX) OEIKOB B 00l XapaKTepHCTHKE
JIEKapCTBEHHOT'O IpeNapaTa, HHCTPYKIMH 0 MEAUIMHCKOMY IPUMEHEHHIO (JIACTKE-BKJIA/IHIINE)

s oOecrnieyeHusi ICHOCTH M €IMHOOOpa3usi B yKa3aHUM COCTaBa JEKAPCTBEHHBIX
IpenaparoB, JEUCTBYIOIIUM BELIECTBOM KOTOPBIX SBISIOTCS MATHIMPOBAHHBIE  (
KOHBIOTHPOBAHHBIE) OCJIKH, CIENYET UCIIOJIb30BATh CIIETYIOIINE TEPMUHBIL:

"creneHb MOAU(PUKALMH" — CpEeHEE YUCIIO (C) MOJIEKYJI IOJIMMEPA, CBA3AHHBIX C OEIKOM;
oTpeeNeHUs] MOJIEKYJIIPHONH MacChl:

"OenkoBas 4acTh JeHWcTByrolero Beuiecrtsa (X)" — MoJiekynsipHas macca Oelnka,
CoJIeprKaIlerocst B 0€JIKOBOM KOHbBIOTATE;

"6enkoBbIi KoHBIOTAT (Y)" — cpeaHss oluas MOJIeKyJIsIpHasi Macca KOHbIOTUPOBAHHOTO
OETKOBO-TIOJIMMEPHOTO JICHCTBYIOIIETO BEIIECTBA;
"cBOOOIHBIN O€NI0K" — Macca HEKOHBIOTHPOBAHHOTO OeJIKa.

Omnpenenenne 103UPOBKU U (HACOBKH JIEKAPCTBEHHBIX MPENapaToB MATHIMPOBAHHBIX (
KOHBIOTUPOBAHHBIX) OEJIKOB OCYLIECTBJISIETCS HAa OCHOBE COJEp)KaHMs Oelka, ¢ y4eTOM
oOLIEH CTPYKTYpPbl MOJIEKYJIL.

B nensix HenonyiieHus MyTaHUIBI B OTHOUIEHUH COJAEpXaHUs CBOOOJHOro Oeika B
oOLIel XapaKTepUCTHKE JICKAPCTBEHHOI'O Ipemnapara CiIeAyeT TOYHO ONHCHIBATH COCTaB U
JeicTBre OEIKOBOro KOHbIOTATA.

1. Pazpen 2 ("KonmudecTBeHHBIIH M Ka9eCTBEHHBIN cocTaB") 00mell XapaKTepHCTHKH
JIEKapCTBEHHOTO Ipenapara

Pazpnen nomxeH BKIIOUYATS:

OMMCAaHHUE COCTaBa B COOTBETCTBUHU C JIO3UPOBKOM, ONpPEIEICHHON HAa OCHOBAaHUU
KOJINYECTBEHHOTO OIPENEIICHUsI, C YETKMM YKa3aHMEM Ha TO, YTO YKa3aHHbIC 3HAUYCHUS
OTHOCATCA TOJIBKO K COJIEPKaHUI0 OelKa; U

omucaHue OENKOBOr0 KOHBIOTaTa B cienymolieil hopmynupoBke: <JleicTBytomee
BEILIECTBO SIBJISICTCSI KOBAJICHTHBIM KOHBIOTATOM [THII O€JiKa, TPOU3BOJICTBEHHON CUCTEMBI| C
[Ha3BaHKE MOJMMMEPA, COAEPKAIIETOCS B KOHBIOTATE |>.

AKTUBHOCTb U 3G ()EKTUBHOCTH JIEKAPCTBEHHOTO Ipernapara He ClIeyeT CPAaBHUBATh C
JPYTUMHU MATUIUPOBAHHBIMU WJIM HEMATHUIMPOBAHHBIMU OEJIKAMH, OTHOCSIIIIUMHUCS K TOU Ke
(dhapmakoTepaneBTUUYECKO rpyrre (moapoOoHy0 HH(POpPMaIIUIO CM. B pazaene 5.1).

2. Paznen 5.1 ("®apmakoguHaMuIecKue CBOMCTBA") 00Imel XapaKTepUCTHKH JIEKAPCTBEHHOTO
mpemnapara.



CrpykTypy Oenka cieayer onucaTh CIeIyIONUM 00pa3oM:

<[Tumn Genka] KOHBIOTUPOBAHHBIN C [Ha3BaHUE MOJIUMEPA, COACPIKAIIECTOCS B KOHBIOTATE ]
IIPU 9TOM CTENEHb 3aMEIICHHS COCTaBIISIET [n MoOJel moauMepa Ha Mojib Oenka]. OOmras
MOJIEKYJISIpHAsE Macca COCTaBISIET MpuMEpHO [Y], M3 KOTOPBIX JOJsS OEIKOBOW YacTH
COCTaBJIsIET OKOJIO [ X]>.

Jlanee B 3aBUCUMOCTH OT KOHKPETHOT'O CIy4dasi MOTYT OBITh JJaHBl OMUcaHue u30hopm,

CpaBHCHHC MOJ'IHpHOfI AKTUBHOCTH KOHBKOIaTa M HE3aMCIICHHOIO 6€J'IKa, pas3jiniyusa B
AKTHUBHOCTH B 3aBUCHMMOCTH OT I/IBO(i)OpM nT. 1.

3. Paspgen 5.2 ("®apmakoKHHETHIECKHE CBO#CTBA") 00mIEH XapaKTepHCTHKH JICKapCTBEHHOTO
mpemnapara.

HpI/I HCO6XO,Z[I/IMOCTI/I AOITYCKACTCA IPCACTABUTL CPABHCHUC (I)apMaKOKI/IHeTI/I"ICCKI/IX
CBOMCTB C HCKOHBIOTUPOBAHHBIM OCIIKOM C MMOoCJICAYOIHUM HOI[p06HBIM OIMMCaHHUECM
Q)apMaKOKI/IHCTI/I‘-IGCKI/IX CBOMCTB KOHBIOTATA. HpI/I HAJIMYUHU 000CHOBAHMI CICOYCT IIPUBCCTHU

MoApOOHOE ONKCaHUE MOBEACHUS U30(DOPM M CTAOMIBLHOCTU KOHBIOTATOB B €CTECTBEHHBIX
YCIOBUSIX.

MMPUJIOXKEHUE Ne 3
K TpeOoBaHUSM K HHCTPYKLIUH
10 MEJUIMHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Juis MEJULIUHCKOTO
MPUMEHEHHS

TPEBOBAHIWA

K OIINCaHHIO Q)apManequecm CBOMCTB BaKIWH B HHCTPYKIHHA IO MCAUITMHCKOMY IIPUMCHCHHIO

(JIICTKe-BKIAMABIINIE) JIEKapCTBEHHOT'O IIpenapara, o0mei XapaKTepiUCTHKE JIEKApCTBEHHOTO
mpenapara u €ro MapKHpPOBKE

Cnocka. I[Ipunoxenue 3 B pegakuuu pemenus Coera EBpazniickoil 5JKOHOMHYECKOM
komuccun ot 21.02.2025 Ne 18 (BcTynaer B cuiny no ucrteueHuu 30 KaJeHIapHbBIX AHEU ¢
JaThl €ro 0(UIIUATBLHOTO OITYOJIMKOBAHU).

I. O6mue monoxenus

Hacrosimue TpeOoBaHMA OTHOCSTCS K COJEPKAHUIO M TPEACTABICHUIO
(dbapmalneBTUUYECKUX JaHHBIX B HHpopManuu o mpemnapare (oOmedl XapaKTepuCTHKE
JEKapCTBEHHOr0 Mpernapara), €ro MapKUpPOBKE M HHCTPYKIUH IO MEIULMHCKOMY
MIPUMEHEHUIO (JINCTKE-BKJIAJBIIIE) JIEGKAPCTBEHHOTO Tpernapara (Janee — JTUCTOK-BKIIAIbIII)



BaKIIMH JUISI METUIIMHCKOTO IPUMEHEHHMS], a TaKkKe K (opMaTy U COJIepKaHuI0 (HOPMYITHPOBOK
B paznenax 4 u 5 oOuiel XxapakTepUCTUKHU JIEKAPCTBEHHOIO IMpernapara, KOTOpble UMEIOT
HEKOTOpbIE 0COOCHHOCTH, XapaKTepHbIE JJI BaKIIHH.

II. O6mas xapaKTepHCTHKA JIEKapCTBSHHOTO IIpemapaTa

dapMareBTUYECKUMH pa3jieliaMu OOIer XapaKTepUCTUKHU JIEKApCTBEHHOTO Ipemnaparta (
nanee — OXJIIT) siBsitotcst pazaenst 1 —3 u 6.1 — 6.6.
K dapmakonornueckum v KIMHUYECKUM pasjeiaM, K KOTOPBIM MPEAbSBISIOTCS
HacTosIue TpedoBaHus, oTHOCcATCs pa3aensl 4.1 —4.9 u 5.1 OXJIIL.

1. HamMeHOBaHHe JIEKAPCTBEHHOTO Mpermapara

Cenenns B pazaene 1 OXJIII Ha BakIMHBI HEOOXOIUMO pacIojiarath B CIASIYIOMIEM
MOPSJIKE:
a) TOproBO€ HaMMEHOBAHUE;
0) [mo3upoBKal;
B) JICKapCcTBeHHAs (hopma;
r) OOIIETIPUHATOE HAMMEHOBAHUE JIEKAPCTBEHHOTO Mpernapara.

ToproBoe HauMeHOBAaHHE JIEKAPCTBEHHOIO IMpenapara: MHpH BbIOOpe TOProBOIO
HauMEHOBAaHHUA JICKapCTBEHHOI O MPEeNnapara CJAeJyeT YUUThIBATh MOJI0KEHHUA aKTOB OPraHOB
EBpas3urickoro 5KOHOMHUIECKOI0 CO03a B chepe obpaleHus JIeKapCTBEHHbBIX CPECTB;

JO3UPOBKA: JOILyCKAE€TCA HE YKAa3bIBATh JJO3UPOBKY, €CJIH OHA HCOYEBU/IHA;

JIEKAPCTBEHHAs (popMa. JOIYCKAETCS HE YKAa3bIBATh JIEKAPCTBEHHYO (hopMy BaKIHHBI B
OXJIII ecan oHa sABIgeTCA OYEBHIHOH, HCX04d H3 HAaHMEHOBAHHA BakLOHHEL Ecian
JIKAPCTBEHHAsI (hopMa BaKIMHBI He SBJISAETCSI OYEBHJIHOH H3 €€ HAHUMEHOBAaHHS, €€
HeoO0X0IUMO yYKa3aTb B OOLICH XapaKTEpHCTHKE JICKapCTBEHHOIO Ipenaparta. B nemsax
VKa3aHHs JEKapCTBEHHOH (YOpMBI CJIe[yeT HCIIOJIb30BaTh COOTBETCTBYIOIIHH CTaHIAPTHBIH
TepMHH HJIH KOMOHHAIHIO CTAHAApTHBIX TEPMHHOB B cooTBeTcTBHM ¢ HomeHknaTypoii
JIEKapCTBEHHBIX (hopM, yTBepskaeHHOH Periennem Kosnerun EBpa3utickolf 9KOHOMHIECKOH
Komuccuu ot 22 gexabps 2015 . Ne 172,

Ecnu popma BeIycka mpeAcTaBIIsSIET COOOM MpeaBapUTEIbHO 3aIOJTHCHHBIM IITIPHI] C
BaKIIMHOM, KOTOpasi MPOJIA€TCs B Pa3IMUHBIX MEPBUYHBIX YIIaKOBKaX, JIEKAPCTBEHHYIO (hopmy
(bopmbl) BBIMyCKa "MpEABAPUTEHHO 3alOJHECHHBIM IMMPUI' HEOOXOJAMMO YKa3aTh B
cnenymwolieit popmynupoBke <[PacTtBop, cycneH3usi| MJIsi UHBEKIHUH B MpeaBapUTEIHHO
3aIIOJTHEHHOM IIMpHUIE™>. B OCTanbHBIX CllydasX yKa3bIBaTh MEPBUYHYIO YIIAKOBKY B COCTABE
JIEKapCTBEHHOM (hOPMBI HE JIOIMYCKAETCS;

OO61enpuHATOe HAHMEHOBAHHE BAKI[HHBI: 110]] OOIICIPHHSATHIM HAHMEHOBAHHEM CJIETYET
MOHHMATh 3aroJOBOK COOTBETCTByrIIeH crarbu Papmakoneun EBpa3uicKoOro
9KOHOMHYECKOTO COI03a, YTBepKACcHHOH Pemennem Kosierun EBpa3uiiCKOH S5 KOHOMHYECKOH



komuccun ot 11 aBrycra 2020 r. Ne 100 (nanee — @apmakones Coroza). B ciydae ecin
crarbs B @apmakxonee Coro3a OTCyTCTBYeT, HEOOXOAUMO CJIEA0BATh MPAaBUIAM COCTaBJICHUS
3arosioBKoB crateit @apmakonen Coro3a, BKJII0YAas HCIIOJIb30BaHHE TaKUX CJIOB, Kak ">KuBas',
"ancopbupoBaHHas" n "Bupocoma', B CKoOKax, ecJiu MPUMEHHMO.

2. KagecTBEHHEIHM ¥ KOJIMIECTBEHHEIN COCTaB

OcHoBHbie cBefieHus B pazaene 2 OXJIII momkHbl pacmnonaraTbCs B CISAYIOIIEM MTOPSIIKE

KaueCTBEHHOE U KOJIMUYECTBEHHOE COJIepKaHUE Kaxa0u (papMalieBTUUeCKOn CyOCTaHIINH;
KaueCTBEHHOE U KOJUYECTBEHHOE COJIEpKaHUE KaXKI0T0 aIbIOBaHTa WU aJICOPOCHTA;
B) CCHIJIKA Ha TEPEYEeHb BCIOMOTATEJIBHBIX BEIIECTB B pazzaene 6.1 obmiei
XapaKTEePUCTUKH JIEKAPCTBEHHOTO Ipernapara.
CBeneHus IPUBOJATCS C YUETOM CHEAYIONIUX TPeOOBaHMIA:
®dapmaiieBTH4YEeCKHE CYyOCTaHIIHH.
KayecTBeHHBIH W KOJIMYECTBEHHBIH COCTAB IO COJEPKAHHIO (PapMaleBTHYECKHX
cyOcTaHIHH BIPakaeTcs Ha €THHHUILY JO3bI.

dapmalleBTUUECKUE CyOCTAHIIMU TOJMBAJICHTHBIX BAKIIMH JOJDKHBI YKa3bIBAThCS B
COOTBETCTBHM C COOTBETCTBYIOIIUM 3aroyioBKkoM ctatbu @apmakoneun Coro3a, Npyu HATUIUHU
Takoi ctatbu. B ciydae ecnu cratha B ®Papmakorniee Corwo3a OTCYTCTBYET, HEOOXOIUMO
CJIeIOBaTh MpaBUJIaM COCTaBIICHMs 3aroioBKOB ctateit @apmakornien Coroza. Ecau popma
BBIITYCKa COCTOUT M3 HECKOJBKUX TEPBUYHBIX YIIAKOBOK WJIM KaMmMep, COCTaB CJeayeT
yKa3bIBaTh Ha MEPBUYHON yIMaKOBKE (KaMmepe).

B OXJIII He pomyckaeTcs HMCHOJb30BAaTh COKpAallEHHbIE HAUMEHOBAHUS
(hapMalieBTUYECKUX CyOCTaHIIMM (BKJIIOUasi OEI0K-HOCUTEIID).

B paznene 2 OXJIII naumeHoBaHus (papMaleBTUUECKUX CYOCTaHIIMM HEOOXOIUMO
yKa3blBaTh B COOTBETCTBUM C UX OOLIECTIPUHATHIM HAUMEHOBAHUEM WU XUMHYECKUM
onucanueMm. I[loCKoNbKy BaKUMHHBIE AHTUTEHBl HE UMEIOT MEXIYHAapOJHOTO
HEMaTeHTOBAaHHOI'0 HAMMEHOBAHUS, HAMMEHOBAHUE KaX 01 (hapMalleBTUUECKON CyOCTaHIINU
JOJKHO (HACKOJIBKO 3TO BO3MOKHO), COOTBETCTBOBATh TEPMHUHOJIOTUU cTaTelr Dapmakonen
Coro3a Ha BakIMHHbIE aHTUreHbl. HanMmeHoBaHue HedapMmakonelHbIX (apMaleBTUHYECKUX
cyOCTaHIIMii HEOOXOJMMO YKa3blBaThb B COOTBETCTBUU C HUX JATUHCKUM (TPEUYECKHUM)
HAaUMEHOBAHUSMH WJIU B COOTBETCTBUU C 3a00JI€BaHUAMHU, OAJEKAIIMMHI MPOPUITAKTUKE, C
y4eTOM TMPUMEPOB HAMMEHOBAHMN BaKIMH, paHEe HAXOJUBIIMXCA B OOpalleHUH, U
(hapmakomnenHbIX MPaBUil MPUCBOCHUSI HANMEHOBAHUI aHAJIOTMYHBIM BaKIIMHHBIM aHTUTEHAM.

TakcoOHOMHUYECKHE HAUMEHOBAHUSI KJIETOYHBIX MUKPOOPTAaHU3MOB BBIACIISIIOTCS] KYPCUBOM
. Ha3zBanus MUKpOOHBIX POJOB HE COKpamarorcs. B HanMeHOBaHWE KaXXJOTO aHTHUTEHA
OakTepuil U BUPYCOB HEOOXOJAMMO BKIIIOUATh YKa3aHUE IITaMMa, CEPOTHUIIA WM WHOTO
MOIXO/ISIIIIETO MOABUOBOTO KiIacCH(pUKATOPA.



Heo6xonumo yka3zath CBOWCTBA BCEX HCIOIB30BAHHBIX B MPOU3BOJCTBE KJIETOUYHBIX
CUCTEM M, €CJIM MMPUMEHUMO, yKa3aTh HUCIOJb30BaHUE TEXHOJOruu pexoMOunanTHoi JIHK.
TekcT B oOmIel XapakTEpUCTUKE JIEKAPCTBEHHOTO Mpernapara M3JaralT B CleAyrouien
peaakuuu: <moaydeHa oT kineTok XXX [mo texHonoruu pexkomouHanTHou JJHK]>.

Hanpumep: <nosyueHa u3 AUIUIOWIHBIX KieToK yenoBeka (MRC-5)>, <nonydyeHna u3
kietok Escherichia coli mo texnomoruu pexomOunantHor JIHK>, <mosmyuena u3 kieTok
KYPHUHBIX YMOPHUOHOB™>.

CBeneHus 0 KIIETOYHBIX CUCTEMAX, UCIIOIb30BAHHBIX JIJISl IPOM3BO/ICTBA MOJIUBAJIEHTHBIX
BAKIIMH, YKa3bIBalOTCS B BUJE CHOCOK B paszaene 2 OXJIII. B octaibHBIX ciaydasx mpouecc
MPOU3BOJICTBA B HAMMEHOBAaHMH (hapMaIeBTUUECKOW CyOCTaHIIMM BAKIIMHBI YKA3bIBAETCS C
HCIIOJIb30BAHUEM CJIEIYIOIINX TEPMUHOB:

"JKrBasi aTTEHyupoBaHHast" (€CIM BaKIMHbI COICPKAT KUBbIE MUKPOOPTaHU3MBI);

"MHaKTUBUpPOBaHHAas" (€CIM BaKIIMHbBI COJIepKaT YOUThIE MUKPOOPTAaHU3MBI).

Caenenus o cnoco0ax aTTeHyallMUH WM MHAKTUBALMK (papMaleBTUYECKON CyOCTaHIIMU
HE YKa3bIBAIOTCS, €CJIM TOJBKO ATH CBENICHUS HE TPEOYIOTCS ISl XapaKTePUCTUKU CBOMCTB
(apMaleBTUUECKON CyOCTaHIIMU, HAIPUMEDP, B CIy4Yae XOJEPHOr0 BAKLIMHHOIO aHTUIEHA,
oOpaboTanHoTO (hopMaibIeruA0M (TIOIBEPTHYTOTO BO3/ICUCTBHUIO BEICOKOUM TEMITEpaTypHhl).

AIBIOBaHTHI U (HiH) aacopbeHThl. Eciu BakiiuHA COMEPXKUT aqbIOBaHT HJIH a/]COPOEHT,
ero Heobxoaumo ykazatb B pazaene 2 OXJIIl. Ciaenyer HCrob30BaTh HAHMEHOBAHHS STHX
BEHIECTB B COOTBETCTBHH C HAUMEHOBAaHUAMH, yKka3aHHbIMH B Papmakonee Coro3a. [Ipu 3ToM
JOITYCKAETCs B BHJI€ UCKJIFOYCHHUS BMECTO "aiqlOMHHHUS THAPOKCH], THAPATUPOBAHHBIH, JUIS
ajcoponuu" yka3plBaTh "aTFOMHHHS THIPOKCH]T, THAPATHPOBAHHBIH "

CoenuHeHHs alOMUHUA, KaK MPaBUIIO, SABISIOTCA afcopOeHTamu. KonnuecTBeHHOE
coJiepKaHUE COCIMHEHUM aJTIOMHHHS HEOOXOJIMMO YKa3bIBaTh M0 KOJIMYECTBY aTIOMUHUS B
n03€.

JIy1st MOMMBaJIEHTHBIX BAKITUH B OCOOEHHOCTH, a TAKXKE I MOHOBAJIGHTHBIX BAaKIIWH, €CIIH
TO YIOOHO, KAa4yeCTBEHHbIE M KOJMYECTBEHHbIE JaHHblE 00 aabloBaHTax U (UJM)
afcopOEHTaxX MOXKHO MPEICTABUTh B BUJE CHOCKH B mpeaenax pasaena 2 OXJIIL.

B OXJIII n nuctke-BKIAABIIIE HE CIEYET UCIOJIB30BATh COKPAILICHHBIE HAUMEHOBAHUS
aJbIOBAaHTOB (a7COPOCHTOB), COKPAILICHUS JOMYCKAIOTCSl HA MApPKUPOBKE MIPU HEXBATKE MECTa
IpU YCJIOBUH, UTO JII0OOE Takoe cokpalieHue OyaeT pacuimdpoBaHo B pazzene 2 oOIiei
XapaKTePUCTUKH JIEKAPCTBEHHOTO Mpernapara.

MHorono3HbIe npenaparsl.

JI1st MHOTOJIO3HOTO Mpenapara HeoOXOAUMO MPEeayCMOTPETh CleAyrollee yka3aHue: "
Konreitnep sBasercss MHOTO03HBIM. KonmmuecTBo 7103 BO (pi1akoHe yKazaHo B paszzene 6.5";

CcbliKka Ha IEpEYEHb BCIIOMOTaTENbHBIX BEIIECTB.

B xoHue paznena HE0OXOAUMMO yKazaTh clenyrolmuil TekcT: <IloaHblil nepeyeHb
BCIIOMOTaTEIbHBIX BEUIECTB MPUBEACH B pazaene 6.1.>.



3. JlexapcTBeHHas popma

VYkazanue nekapcTBeHHOM (hopMmbl B paznene 3 OXJIIT gomkHO coBnagaTh ¢ yKazaHUEM
nexkapcTBeHHOM dopmbl B pasaene 1 OXJIIIT
DTOT pazfen IOMKEH COJEpPKAaTh ONMCAHUE MPOMBIIIJIEHHOW CEpUHU JIEKAPCTBEHHOTO
Ipernapara.

4. Kimmavngeckue naasie 4.1. [Toka3anusa kK IPAMEHECHHUIO.

[TokazaHust kK MPUMEHEHHUIO TOJDKHBI BKITIOYATh B CEOS:

a) 3a00JeBaHusl, TOJyIeKaIMe TPoPuiIakTKe (BKIIOYasi KOHKPETHBIE BUIAbI OPTaHU3MOB,
€CJIM IPUMEHUMO);

0) MUHUMAaJIBHBIN JOMYCTUMBIN ISl MPUMEHEHHUS BO3PACT (HampuMmep, MIAJEHIIbI C 2-

MECSIYHOTO BO3pACTa);

B) COOTBETCTBYIOIIME BO3PACTHBIC KATETOPUH (HAIIPUMEP, HOBOPOXKICHHBIC, MIIAJICHITHI,
JIETH, TIOJPOCTKH, B3POCIBIE);

') MAaKCUMaJIBHO JIOMYCTUMBII BO3pAcCT, €ClIM TaKOe OrpaHUYeHHE HEOOXOIUMO, UCXOIS
U3 TakuX (PaKTOpOB, KaK AMUIEMHUOJIOTHS 3a00JIeBaHUS WIH COJEPKaHNE AaHTUTE€HA B BaKIIMHE

1) yKa3aHue KOHKPETHBIX NOMYJIALNI NallUeHTOB, JJII KOTOPBIX MOAXOAUT BAKIIUHA, €CIIH
HEO00XO0IMMO (HampuMep, HEeBAaKIIMHUPOBAHHBIE, TIEPBUYHO BAKIIMHUPOBAHHbBIC, HAXOISAIIAECS
B rpynne pucka). [lonynsiuu, KOTOpsIM BaKIMHA HE MOAXOIUT, IEPEUUCISIOTCS B IPYTUX
paszaenax.

4.2. PexxuM TOBUPOBAHUS H CIIOCOO IIPHMEHEHUA.

Pexxum no3upoBaHus.

B pazgene HE0OX0AMMO YETKO OMUCATh W Pa3/IeNIUTh JA03bl U CXEMbI MEPBUYHON U
OycTepHOM BakIMHAIMK. YKa3aHUs JOJDKHBI COAEPKaTh MH(POpPMAIMI0 O MHUHUMAJIbLHOM
BO3pAacTE€ B MOMEHT BBEJCHHUSA IMEPBOU [103bl, MUHUMAJIbHBII MHTEPBAJI JTO3UPOBAHUS U
MHUHHMMAaJIbHBI HHTEPBAJI MKy TTOCICAHEH 10301 13 IEPBUYHOMN CEPUH, IEPBOH OyCTEPHOM
710301 (M, BO3MOXKHO, MOCIEAYIOMUX OYCTEPHBIX J103aX), KOTOPhIC U3YYAIUCh B KITMHUYECKUX
WCCIIEIOBAHUSX.

JIyist GONbIIMHCTBA BAaKIMH, MPEHA3HAYEHHBIX JJI MJIAJEHLEB, U sl OOJbLIIMHCTBA
OyCTEpHBIX aHTUTE€HOB, PYTUHHO BBOJMMBIX B MJIQJICHYECKOM BO3pacTe, TpeOyeTcs yKa3aTh
uHpopManioo 0 HEOOXOJUMOCTH BBHITIOTHEHUS YyKa3aHUM YIOJIHOMOYEHHBIX OPraHOB
roCyJapCTB — 4YJC€HOB EBpa3zuilCKOTO 3KOHOMHYECKOTO COK03a B OTHOLIEHWHU KOHKPETHBIX
CPOKOB BBEJCHUS TAKUX BaKLVH.

HeoOxonuMo ykazath OTJeNIbHbIE PEKOMEHJIAIMU 10 J103aM M CXEeMe BBEACHUS s
PA3JIMYHBIX BO3PACTHBIX TPYII WIM MOMYJISALUUM, ONPEAEISIEMBIX M0 IPYTUM mapamerpaMm (
HaIrpuMep, UMMYHOICTTPECCUBHBIX JIUIL).



[{enecooOpa3Ho yka3pIBaTh HA BOZMOKHYIO B3aMO3aMEHSEMOCTh BaKIIUH BHYTPU CXEMBI
BaKIIUHAIIUH.
[IyTs BBEICHUA.

HeoOxoauMo ykaszaTh MyTh BBEJCHHS (HapuUMeEp, BHYTPh, BHYTPUMBIIIIEUHO), a JJIs
MHBEKIIMOHHBIX BAaKIIMH — TaKXXE€ MECTO MPEANOYTUTEIHLHOTO BBEACHUS (HAMpUMED,
JIEIbTOBU/IHAS MBIIIIIIA).

Ecnu 5T0 nmpumeHHMO IS KOHKPETHOW BaKIUHBI, B JAHHOM pa3jelie MPUBOIATCS
cienyrone GopMyITUPOBKU:

<Tonbko s IpueMa BHYTPb, HE JIJI1 UHbEKIIMOHHOTO BBEJICHUS™;
<He BBOAUTH B COCYAUCTOE PYCIIO>;
<ITogko>kHOE BBEJICHUE JOMYCKAETCS B UCKIIOUMTEIBHBIX CIIydasX IMalueHTaM C
TPOMOOIIMTONICHUEH WM HApYIIEHUSIMH reMocTtas3a. JIroOble maHHble IO 0€30MacHOCTH U
UMMYHHOMY OTBETY IPY TaKOM BBEJICHUHU CIEAYET MPUBECTHU B pazzeine 4.4.>.

4.3. IIpoTuBOIOKa3aHUA.

[IpoTuBomoka3anusi, Kaxk TMpPaBUIO0, OTPAHUYMBAIOTCS aOCOITIOTHBIMU
MPOTHUBOMOKA3aHUSIMH, KOTOPBIE aKTYaJIbHbI HA MOMEHT BBEJICHHSI.
Heob6xoanmo, kak MUHUMYM, YKa3aTh CJeAyIolIee:
<[ToproBoe HaMMEHOBaHUE| HE CIEAYEeT BBOJUTH JIUIAM C H3BECTHOM
TUINEPUYyBCTBUTEIHLHOCTHIO K TIOOOMY KOMIIOHEHTY BaKIIMHBL>;
<IlomoGHO IpyruM BaKIlMHAM, BBEJEHUE [TOProBOE€ HAUMEHOBAHME ]| JTUIIAM C OCTPHIMU
TSDKEIJIBIMU JIUXOPAI0YHBIMU 3a00JI€BAHUSIMU CHEAYET OTIOKUTH>.

4.4. Ocobrle yka3aHHUs 1 MEPHI MIPEXOCTOPOKHOCTH IIPH IPUMCHEHUH.

Ecnu 3T0 mpruMeHNMO, TPUBOIATCS CIAEAYIOIINE YACTO BCTPEUAIONINECS YKa3aHUS:
<ITomoOHO BCEM HWHBEKIIMOHHBIM BaKI[MHAM, IPH BO3HUKHOBECHUHU PEIKO
BCTPEUAIOIIETOCS TI0CJIC BBEACHUS BaKIMHBI aHA(PUIAKTHYECKOTO SBICHUS HEOOXOIUMO
BCET/Ia pacrojlaraTb BO3MOKHOCTBIO OKa3aHHMS METUIMHCKOW IMOMOIIUW W OCYIIECTBIICHHS
HaOIIOICHUS™>;
<[ToproBoe HamMeHOBaHWE]| HU MPH KAKUX CIAydasxX HE JIOMYCKAaeTCS BBOJUTH B

COCYIUCTOE PYyCIIO>;

<B mporecce mpon3BOACTBA JAHHOTO Mpenapara UCIOJIb30BAICS THOMEPCA, B TOTOBOM
npenapaTre MOTYT COXPaHSATBCS €r0 OCTaTOYHOE COJACPIKAHHE, BCICJACTBHE YETO MOTYT
BO3HHMKATh PEAKITUN CEHCUOMIH3AITUN>;

<[lomo6GHO OCTaJbHBIM BaKIIMHAM, 3AIIUTHBI KMMYHHBIH OTBET MOKET BO3HUKATh HE Y
BCEX BaKIIMHUPYEMBIX JTUIL>.

B manHOM pazjene Takxke CiaeayeT OInucaTh:



HEJIOCTATOYHYI0 MPOPUIAKTUYECKYI0 A()PEKTUBHOCTh WM OTPAHUUYCHHYIO
MEPEKPECTHYIO MPOPHITaKTHIECKY IO 3(h(DEKTUBHOCTH B OTHOIICHHUH IIITAMMOB HJIH CEPOTHIIOB
, He BKITFOYCHHBIX B BAKIIMHY;

CUTyalluu, HalpUMEpP, BBEJACHUE JIMIIaM, HAXOJSIIUMCS B MHKYOAIITMOHHOM TEPHOJIC
3a00JIeBaHUs, WU TTOMYJIAIAH (HAIPUMEp, MOXKIIBIE), Y KOTOPHIX 3(PPEKTUBHOCTh BAKIIMHBI
HE M3y4ayiach U B IICJIOM HE 0XKHACTCS;

(haKkTOpBI, KOTOPHIE XapaKTePHBI 711 HAPYIIICHHOTO MMMYHHOTO OTBETA.
B oTHOmIEHNN XUBBIX aTTEHYHUPOBAHHBIX BAKIIMH HEOOXOJIUMO OMHCATh BO3ZMOXKHOCTh
nepeayd BaKIMHHBIX IITAMMOB, a TakKK€ BO3MOXKHOCTH PEBEPCHUU BHUPYJICHTHOCTH WIIU
peaccopTaliy co mTaMMaMH TUKOTO THUIIA.

4.5. BzanMmopelcTBHE ¢ APYTMMH JIEKapCTBEHHBIMH IpenapaTaMy U OpyTHe BUIBI B3aHMOCHCTBUA

B nanHom pasjene He0OXOAMMO pa3rpaHUYHUTh YKa3aHUs 110 OJTHOBPEMEHHOMY BBEJICHUIO
, OCHOBAaHHBIC Ha KIMHWYECKUX JAHHBIX, OT TaKWX YKa3aHWW, OCHOBAaHHBIX Ha OOMIMX
npuHOMNax. B 1esomM yaoBIETBOPUTENbHBIE JaHHBIE, IMOJYyYEHHBIE IO pe3yJibTaTaM
OJTHOBPEMEHHOTO BBEJICHHS PEIPE3CHTATHBHON BAKIIMHBI OTPEICICHHOTO THIA (HarmpuMmep,
KOMOWHUPOBAHUE BAKITUHBI JIJIS1 TPOQPMIAKTUKY MU TEprH, CTOIOHSKA, KOKITIONA U BAKIIUHBI
C IPYTMMH aHTUTCHAMHU C OJHOM M3 HaXOJSIIMXCS Ha PHIHKE BAKIWH TSI TPOPUIAKTUKU
KOPH, SMUJAEMUYECKOTO MapOTUTA U KPACHYXH), TOJDKHBI CITYy’)KUTh B KA4ECTBE 00OCHOBAHUS
oO0ILIero ykazaHus o OJHOBPEMEHHOMY BBEJICHUIO.

HeobxomnMo onucath KIMHUYECKA BAXKHYIO M MOTEHIIUATBHO KIMHUYECKH BAKHYIO
UMMYHHYIO UHTEp(PEPEHIINIO.

Heo06XxoauMo OTMETUTh OTCYTCTBHE JAHHBIX 00 OJHOBPEMEHHOM BBEICHUU BMECTE C
BaKI[MHOW OIpPECIICHHOTO TUIIA, €CJI BEPOSITHOCTh OJHOBPEMEHHOT'O BBEJICHUS TIpenapara ¢
Hell BBICOKA, HAIIPUMEP C UCIIOJIb30BAaHUEM CIICTYIONTUX (POPMYIHPOBOK:

<V mnanueHTOB, MOJYYaOIIUX UMMYHOJCIPECCUBHYIO TEpaIUi0, W TMAaIMEHTOB C
UMMYHOJIE(PUIIITOM MOKET HE Pa3BUTHCS JOCTATOUHBIA UMMYHHBIA OTBET>;
<Bwmecrte ¢ [ToproBoe HauMeHOBaHUE| HE TOMYCKAETCSI BBOJUTH UMMYHOTIIO0YJITHH>
<IIpu HEOOXOAMMOCTH HEMEIJIEHHOTO 00eCTIeUeHHsI 3alUThI, [TOPrOBO€ HAMMEHOBAHUE |
JIOTYCKAeTCS BBOJHWTH BMECTE C [HOPMAJbHBIM, X-CIEHMUPUYHBIM| HMMYHOTJIOOYIHHOM.
BBenenue [ToproBoe HaMMEHOBaHUE | 1 UMMYHOTJIOOYJIMHA CJIEIYET OCYIIECTBIISITH B Pa3HbIC
KOHCYHOCTH>.

4.6. ®epTHILHOCTD, GEPEMEHHOCTD 1 JIAKTAIHA.

JI1s1 BakiH, KOTOphIe OyyT BBOJAUTHCSA UCKIIOYUTEIBLHO B MPemyOepTaTHOM BO3pacTe,
JOCTaTOYHO yKa3aTh:



<[ToproBoe HaMMEHOBaHHE| HE IPETHAZHAYEHO IS B3pOCIbIX. J[aHHBIE O IPUMEHEHHUH
BO BpeMsi OEpEMEHHOCTH U JIAKTAl[MU y YeJOBEKa, a TaKXKe pe3yJbTaThl PENPOyKTHUBHBIX
UCCIIEIOBAHUM HA JKUBOTHBIX OTCYTCTBYIOT>.

JIns BakUuMH, NpeIHA3HAYEHHBIX JJISI JTUL JETOPOAHOTO BO3pacTa, B IAHHOM pa3leiie
HEOOXO0UMO OMHCATh UMEIOMUNUCS MOKIWHUYECKUN M KIMHUYCCKUA OMBIT B OTHOIICHUU
TaKOU MOITYJISLIUH.

JIJ1s1 ”HAKTUBUPOBAHHBIX BAKIMH 1€JIECO00PA3HO MPUBECTHU CIEAYIOLIYI0 PEKOMEHAALMIO:
<IlomoO6HO ApYruM MHAKTUBHPOBAHHBIM BaKIIMHAM, BPEH JJIA TUIOJA HE OXKHIAeTCs.
Opnako [TOproBoe HaMMEHOBaHUE| ClIeyeT NPUMEHATh BO BpeMsi OEpEMEHHOCTH TOJIBKO MpU
SIBHOM PUCKE UH(DUITMPOBAHUS .

JKuBble aTTEHYMpPOBAaHHBIE BAKIMHBI, KAK IPABUJIO, MIPOTUBONOKA3aHbl BO BpEMs
O0epeMeHHOCTH. B ciywyae eciam BakIuHa SBJISETCS XOPOIIO M3YYEHHBIM IpEmapaTroMm, B
OTHOIIEHUU KOTOPOTO MMEETCS ONBIT MPUMEHEHHS B COOTBETCTBUU C TpeOoBaHusiMU [IpaBui
pPErucTpalii M JKCIEPTU3bI JEKAPCTBEHHBIX CPEICTB ISl MEAULHUHCKOIO NMPUMEHEHUS,
yTBepxkaeHHbIX Pemennem CoBeta EBpasuiickoit SKOHOMHUYECKOM KOMUCCHM OT 3 HOSIOps
2016 r. Ne 78, noctarouHo ykaszaTh UHGOPMALMIO O HEIEJIeCOO0Pa3HOCTH BaKIMHAIIUU BO
BpeMsi OEpeMEHHOCTH MPU OTCYTCTBUU SIBHOM HEOOXOAMMOCTH.

JIJ1s1 MTHAKTUBUPOBAHHBIX BAaKIIMH B OTHOIIECHUH JIAKTALIUM TIPU OTCYTCTBUM JAHHBIX, KaK
IIPABUJIO, YKA3bIBACTCS CIEAYIOLIEE:

<BnusHHUE Ha JIeTeW, HAXOAIINXCA HAa TPYJIHOM BCKapMJIMBaHUHU, BBEIEHUE [TOProBOE
HaMMEHOBaHHE| UX MATEpsIM, HE U3YHaJIOCh™.

PexoMmengannm B OTHOIIEHUH >KUBBIX aTTEHYUPOBAHHBIX BAaKLIHMH COCTaBISIOTCA B
VHJVMBUAYAJIBHOM ITOPSIKE.

4.7. BmusiHEE Ha CIOCOOHOCTD YIPABIIATh TPAHCIIOPTHEIME CPEICTBaMH H PabOTAaTh C
MeXaHH3MaMH.

J1yist BakIuH, KOTOpBIe OYyyT BBOJAUTHCA UCKIIOUUTEIHHO B TIPEyOepTaTHOM BO3pacTe,
JOCTaTOYHO yKa3aTh:

<[ToproBoe HauMeHOBaHHE| HE NPEIHAZHAYCHO JJIS B3POCIBIX >,

Ecnu BakimHa npenHa3zHayeHa B3pOCIIbIM, PUBOJISTCS CTaHAAPTHBIE PEKOMEH IAlIUH.

4.8. HexxenarensHEIC peakIiy.

B nanHOM paznene aJisi BaKIMH JTOJDKHBI OBITH MPUBEICHBI CIENYIOMNUE yKa3zaHus (
CBEJICHHUS):
a) IaHHBIE O MECTHBIX U CUCTEMHBIX PEaKIIHsIX;
0) ocoOble 3amedaHusi 00 OMpeeICHHBIX HEXEeIaTeIbHBIX JEKAPCTBEHHBIX PEaKIUiX (
HaIMpuMep, TUX0paaKa, GeOpUIbHbBIC CYJOPOTH);



B) HEKEJAaTeJlbHbIE JIEKAPCTBEHHBIE PEAaKIMU M YacTOTa MX BO3HUKHOBEHHUS IO
BO3PACTHBIM TPYyIaM, YUCIO 03, AHAMHE3 BaKI[MHAIIMW, BO3HUKIINE B XOJI€ KIMHUYECKUX
MCCJIEIOBAHUN U TIO Pe3yJIbTaTaM MOCTPETrUCTPAIIMOHHOTO HAOIIIOICHHS,;

I') 0cOOBIe YKa3aHUs O J0OOM IMOBBIIICHUH YaCTOThl BOBHUKHOBEHUS HEXKEJIATEIbHBIX
JICKApPCTBEHHBIX PEAKIMK, OTMEYABIIMXCS MNPU OJHOBPEMEHHOM BBEAECHHHU C JAPYTHMU
BAKLIMHAMH.

4.9. Ilepeno3npoBka.

Heo6xoaumo onmcaTh BeCh MMEIOIIMICS ONBIT Mepeno3upoBku. CiaeayeT yKazaTh, 4TO
MepeI03uPOBKa MajIOBEPOsTHA MPU JaHHOM Qopme Bblllycka (Hampumep, MpeaBapUuTesIbHO
3aMOJTHEHHBIN MITPUIT).

5. ®apmaxonorumgeckue cBoicTBa 5.1. GapMakoAMHAMHIECKHE CBOMCTBA.

B nmanHOM paszgene HeoOXOAUMO KpaTKo O0OONIUTH (HampuMep, B BHJIEC TAOJIHIIHI)
HauOosiee 3HAYMMble MMMYHOJOTHYECKHE JaHHble (MCHOJIb3ysd HauboJiee 3HauYUMbIe
napaMeTpbl) U BCE BaJMJHBIE OLIEHKH 3KCIEpUMEHTaNbHON 3¢dektuBHOoCcTH (efficacy) u
peansHOM d(pdexkTuBHOCTH (effectiveness) (¢ yueToM HEOCTATKOB OTHOCUTENIBHO MOIMYJISIIUH
, Y KOTOpOW OHHU ompenesinch). [lpu HEOOXOOAUMOCTH AaHHBIE CIEAYeT pa3ieluTh Ha
MEPBUYHBIE CEPUM BAKIIMHAIIMU U OYCTEPHYIO BAKIMHAIIMIO, TI0O BO3PACTHBIM TpyMIaM WM
ApyruMm pakTopam (Harmpumep, MIMMYHOIEIPECCHS).

B pazgen nomyckaeTcsi BKIIOYUTH CBEJIEHUSI 00 YCTAaHOBJICHHOM WJIM MPEIIojaraeMoM
UMMYHOJIOTHYECKOM KOppeaTe MpopUITaKTHKH.

6. ®apmaneprnaeckue cBegenns 6.1. IlepedeHs BcnoMoraTeIbHEIX BEMIECTB

BcnomMorarenbHble BellecTBa HEOOX0IUMO NEPEUUCTUTh B COOTBETCTBUM C HACTOSAIIUMHU
TpeOOBaHUSAMH, MCIOJIb3ysl COOTBETCTBYIOIIME OOLIECNPUHATHIE HauMeHoBaHus. 11omo6HO
BCEM BCIIOMOTaTelIbHBIM BEILECTBAM KOHCEpPBAHTHI B pasjaene 6.1 ciemyer ykas3bBaTh
Ka4EeCTBEHHO, a4 HE KOJIMYECTBEHHO.

B pasnmene 6.1 He cieayeT NepedyucisITh OCTATOYHOE COAEPHKAHUE PEAKTHUBOB,
HCIMOJIb30BAaHHBIX TNPHU MPOU3BOACTBE. OIHAKO OIpPEIEIICHHBIE OCTATOYHBIE IPUMECH,
HampuMmep, MPUMECH AaHTHOMOTHKOB WM WHBIX NPOTHBOMHKPOOHBIX TIPENaparos,
UCMOJIb30BAHHBIX B TPOM3BOJCTBE M M3BECTHBIX CBOMMHU AJNIEPT€HHBIMU CBOWCTBaMH,
CIIOCOOHBIMU BBI3BIBaTh HEKEJATEIbHBIE PEAKLHH, JIOIYCKAETCS yKa3blBaTh B paszene 4.3
OXJIIL.

BcnomoraTenbHble BelecTBa BaKIUH, (POPMOI BBIITYCKa KOTOPBIX ABIISIETCS HECKOJIBKO
MEePBUYHBIX YIMAKOBOK WJIM IINPUIBI C JBOWHOW KaMepoil, HEOOXOAUMO yKa3aTh Ha
IIEPBUYHON YIIAKOBKE WJIA KaMepe.



B OXIJIII m nucTKe-BKIAABIINIE HE JOMYCKAETCS HCIOJb30BaTh COKpAIlEHHBIE
HAaMMEHOBaHUSl BCIIOMOTaTeNbHBIX BellecTB. OHAKO MPU HEXBATKE MECTa COKpALICHHBIE
HAaVMEHOBAHUsI BCIIOMOTATENIbHBIX BEIIECTB JOMYCKAaeTCs yKa3blBaTh B MAapKUPOBKE IpHU
yCJIOBUH, 4TO OHU paciudpoBansl B pazaene 6.1 OXJIIL.

B paznene 6.1 He yka3pIBatoTCs aIbIOBAHTHI U aICOPOEHTHI. OTHAKO €CIIM ATH MaTepHAaIIbI
OPUCYTCTBYIOT B BAaKLHWHE, JAHHBINA pa3/es JOJKEH COJIEpKaTh CChUIKY HAa MX YKa3aHUE B
pazgene 2 OXJIIL

6.2. HecoBMeCcTHMOCTB.

B nanHoM pa3zenie HEOOXOIMMO YKa3bIBaTh TOJBKO CBEICHUS O (papMalEeBTHUECKOM (
(bU3UYECKOM, XUMUIECKON 1 OMOJIOTUIECKOM ) HECOBMECTUMOCTH.

Heo6xoauMo mpuBecTH COOTBETCTBYIOIIEE CTAHAAPTHOE yKazaHue, a UMeHHo: <He
npumeHumo>, <Ilpu oTCyTCTBUH PE3YJIBTATOB UCCICAOBAHUI COBMECTHMOCTH BAKI[UHY HE
caeayer CMelIuBaTh ¢ APYTUMH JIEKapCTBEHHBIMHU NIpenapaTaMu> Wi <BaKIHHY He caeayeT
CMEIIUBATH C APYTHMH JIEKAPCTBCHHBIMHU MPEHAPATAMH, 34 HUCKJIIOYCHHEM YIOMSHYTHIX B
pazzaeie 6.6>.

dapmakoJoruiecKkass HECOBMECTUMOCTh BaKIIMHBI (HAPUMED, 1n ViV ), B3aUMOJICHCTBUE
C IpyTMMU JIEKAPCTBEHHBIMU IpEerapaTtaMy WM MUIIEH, B pazaene 6.2 He ONMUCHIBAIOTCS,
ITOCKOJIbKY 3TO OTHOCHUTCS K KinuHnuyeckou yactu OXJIIT.

6.3. Cpok rogHOoCTH (CPOK XpaHeHH).

VYkazaHue cpoka TOJJHOCTH (CpoKa XpaHEHHs) HEBOCCTAHOBJICHHBIX M BOCCTAHOBJICHHBIX
BaKIMH (MpH HEOOXOAUMOCTH) JOJDKHO COOTBETCTBOBATh HACTOSAIIMM TPEOOBAaHUSIM M aKTaM
opraHoB EBpasuiickoro sxoHomudeckoro corsa (manee — Coro3) B cepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB.

6.4. Oco0xle yka3aHHUsA IO XPaHEHHIO.

VYkazanue Mep MpeIoCTOPOKHOCTH 10 XPAaHEHHUIO TOMKHO COOTBETCTBOBATH HACTOSIIIUM
TpeboBaHMsIMU U akTaM opraHoB Coro3a B cdepe oOpaliieHrs JeKapCTBEHHBIX CPEICTB.

6.5. XapakTep U comepKaHue YIAaKOBKH <H CIICITHAIBHOE 060pyf.[03alme U1 ACIIOJIb30BaHMS,
BBECICHHA WIN UMILUIAHTAIINH>.

VYka3zaHue xapakTepa M COAEPKUMOr0 yHNAKOBKM B JAHHOM paszjeie JOJIKHO
COOTBETCTBOBATh HACTOSIIUM TpeOOBaHUAM M akTam opraHoB Coros3a B cepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB.

Heo0xoaumo yka3aTh KOJIMYECTBO 03 MHOI'OJO3HBIX BaKIUH BO (DJIaKOHE.



6.6. Oco0rbie MepHI IIPeIOCTOPOKHOCTH NIPH YTHJIM3AIWH HCIOIH30BaHHOT'O JIEKAPCTBEHHOTO
mpernapaTa Wik OTXOJOB, MOTy9YeHHBIX MOCIIe IPUMEHEHHS JIeKapCTBEHHOTO Mpenapara, i Jpyrue

MaHUITYJISAIUH C IIPETapaToM.

Ecimm BakimmHa MOJJICKUT BOCCTAHOBJICHHWIO, ONHWCAHHWE €€ BHEIIHEro BHJA N0
BOCCTAHOBJIEHUS IPUBOJUTCSA B pas3zelie 3, a mocie BOCCTaHOBIEHU — B pasaeie 6.6 OXJIIL.
Jlst BceX BaKIMH HEOOXOIUMO TaK)Ke MPUBECTH yKa3aHHE O HEOOXOJIMMOCTH MPOBEPKHU
BHEIIHETO BHUJA IMpemnapara nepen BBeacHUeM. [lpu HEOOXOAMMOCTH YKa3bIBAIOTCS
JOTIOJTHUTENIbHBIE MHCTPYKITUH.

B paznene 6.6 npuBoAsTCsS CBEACHUS, HEOOXOIUMBbIE PAOOTHUKY alTeKW WJIM UHOMY
MEIUIIMHCKOMY PAaOOTHHKY /IS IPUTOTOBJICHUS TMperapaTa K BBEJACHUIO BAKIIMHUPYEMOMY
nuiy. OgHaKo CBEJCHUS, HEOOXOAMMBIC Bpady WM WHOMY MEIUIMHCKOMY PaOOTHUKY JUIs
BBEJICHUS TpenapaTa BaKIIMHUPYEMOMY JIHIly, HE JIOMYyCKAaeTCs yKa3blBaTh B pazzene 6.6,
MOCKOJIBKY OHHM JIOJI’KHBI COJIEPKAThCS B KIIMHUYEeCKuX pazaenax OXJIIL.

B oTHOIlIEHUU *KUBBIX BaKIMH HEOOXOJIMMO MPUBECTH KaK MUHUMYM yKa3aHUE Ha
HEOOXOMMOCTh YTHUIIM3AIlMA Tperapara, MaTepHajaoB, BCTYMAaBIIMX B KOHTAKT C
JIEKapCTBEHHBIM IpenapatoM, W (WJIM) OTXOJIOB, B COOTBETCTBUM C TpeOOBaHUSIMHU
3aKOHOJIATEIHCTBA TOCYAapCTB — uieHOB Coro3a B cepe OM0IornIeckoil 0€30MmacHOCTH.

B oTHoOlIeHNN WHAKTUBHUPOBAHHBIX BAKIMH HEOOXOAUMO, KaK MUHUMYM, MPUBECTH
yKazaHue 00 YTWJIM3allud HEUCIOJb30BAaHHOW BAKIMHBI U OTXOJIOB B COOTBETCTBUU C
TpeOOBaHUSMH 3aKOHOJATENLCTBA rocyaapctB — wieHoB Coro3a B cdepe OMOIOrnuecKoi
0e30IMacHOCTH.

III. CnenuansHbIe TpeOOBaHUA K MapKHPOBKE BaKIIWH

B otHOmICHUN BaKIIUH HCO6XOI[I/IMO INIPpUHHUMATb BO BHHUMAHHC CJICAYIOIIHNC
JOITIOJIHUTCJIIBHBIC Tpe6OBaHI/IH.

1. Bropuanas ymakoBka

dapmaineBTHUYECKUE CyOCTAHIIMM W aTbIOBAHT WU aJCOPOCHT (IIPU HAJIUYUM)
HEOOXOMMO OTPa3uTh KAaUECTBEHHO U KOJIMYECTBEHHO HAa €AUHMILY J103bl B COOTBETCTBUU C
pasznenoM 2 OXJIII, 3a UCKIIOYEHNEM CIIy4aeB HEXBATKU MECTA, NP KOTOPBIX JTOITYCKAETCS
UCIIOJIb30BaTh COKpAICHHbIE HAaUMEHOBAHUS OINpPENEICHHBIX abIOBAHTOB U aJCOPOCHTOB,
ecnu oHu pacuudposanbl B OXJII
KonnuecTBo 7103 MHOIOJIO3HBIX MpenaparoB HEOOXOAMMO YKa3bIBaTh B MEPBUYHBIX
ynakoBkax (KoHTelHepax). Ha BTopuyHOI yrakoBKe JOMYCKAaeTCsl HE YKa3bIBaTh CBEACHUS O
KJIETOYHBIX CUCTEMaX, UCIOJB30BaHHBIX B KAUE€CTBE MPOU3BOICTBEHHBIX cyOcTpaToB. ClI0BO
"MUKpOrpamMMbl", Kak NOpaBUIO, CIEAYET YKa3blBaThb B MAapKHPOBKE IMOJHOCTBHIO, 3a
HCKIIFOUEHHUEM CIIy4aeB 3HAYUTEIbHON HEXBATKU MECTA, P KOTOPBIX JOIIYCTUMO yKa3bIBATh



"MKT", ecii 3T0O 000CHOBaHHO M OTCYTCTBYIOT OIACEHHMsI C TOUKHU 3pECHUsI O€30MaCHOCTH TIPH
MIPUMEHEHUU BaKI[UHBI.

Ha BTOpuYHOI yNakoBKE YKa3bIBAETCS MEPEYEHb BCIIOMOTATENbHBIX BELIECTB B
coorBercTBUM ¢ pazaenom 6.1 OXJIIL. OgHako mpu HEXBATKE MeCTa JOIYyCKaeTcs
HCIIOJIb30BaTh COKpAIIEHHbIC HAMMEHOBAHUS OINPEEICHHBIX BCIOMOTATEIbHBIX BEIIECTB,
€CJIM OHU pacii(poBaHbl B 00IIEH XapaKTepUCTUKE JIEKAPCTBEHHOTO ITpernapara.

Ecnu BTOpHMuYHash ynmakoBKa COACPKHUT JOMOJHUTENbHBIE MaTepuaibl (Hampumep,
TaMIIOHBI, UTJIBI U JIp.), Ha Hel He0OXOAUMO MEPEUUCIUTh 001I1ee COIEPKUMOE YITaKOBKH.

Ha BTOpuuHO#l ymakoBke HEOOXOAMMO MPUBECTH TMOJTHOE MPEAYHPEKICHHUE IO
YTUJIU3AIMU HEUCTIOIb30BAHHOIO Mpenapara v (Win) 0TX0A0B. B cioydae eciu Ha BTOPUYHOM
YIIAaKOBKE HEJIOCTATOYHO MECTa, YKa3bIBa€TCs CChUIKA Ha HaJUYWE HHCTPYKIHUM IO
YTHIM3AIUU B JTUCTKE-BKIIAJIBIIIIE.

2. IlepBuuHas ymakoBka HeGOILIOro pa3Mepa

Ha nepBuuHON ymakoBKe HEOOJIBIIOTO pa3Mepa JOMyCKaeTCs UCIOJIb30BaTh KPaTKUE
HAaUMEHOBAHMsI JIEKapCTBEHHBIX (DOPM B COOTBETCTBUU ¢ HomeHKIaTypoi JeKapCTBEHHBIX
(dbopM, HO TIpU YCIIOBHM UX MPEEMCTBEHHOT'O HUCMOJIb30BAHUSI BO BCEX SI3BIKOBBIX BEPCHUSIX
MapKupoBKH. Ha mepBUYHOI yrakOBKE MaJIOro pa3Mepa JICKapCTBEHHYIO (hOpMY JOIMyCKaeTCsI
HE YKa3bIBaTh, €CJIM TEKCT HM3JIO)KEH B COOTBETCTBUU C TpeOOBaHUSIMU K MapKUPOBKE
JIEKAPCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IPUMEHEHHUSI U BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpenctB, yTBepkaeHHbIX Pemenuem CoBeta EBpa3uiickoil 9KOHOMUYECKONW KOMHUCCHUU OT 3
HOsiOpst 2016 1. Ne 76 m mpunmoxenueM Ne 17 k TpeOOBaHHSM K HMHCTPYKIIUH 10
MEIUIIMHCKOMY TPUMEHEHUIO JIEKApCTBEHHOrO Ipernapara M oOIel XapaKTepucTHKe
JIEKApCTBEHHOTO Tpemnapara, yTBepxkacHHbIMU Pemenunem Coera EBpasuiickoit
HKOHOMHUYECKOM Komuccuu oT 3 HosA0pst 2016 1. Ne 88.

3. OTpbIBHAsA MapKHPOBKa

JlepkaTenn perucTpaliMoOHHOTO YJIOCTOBEPEHUs BIIPABE MPUKIEUTH HA IEPBUYHYIO
YIIaKOBKY OTPBIBHYIO 3THUKETKY, KOTOPYIO MOKHO HCHOJIb30BaTh JJIsl BHECEHUS JTaHHBIX 00
MMMYHHU3alUUHU B JOKYMEHTALUIO MAlCHTA.

IV. JIncTok-BKIamBIII

JIucTOoK-BKIAJBIIN HEOOXOJUMO COCTaBISITh HA OCHOBAaHUM OOIIEH XapaKTEPUCTUKU
JIEKapCTBEHHOTO TMperapaTa ¢ UCMOIb30BaHUEM MOHIATHON JIJIsl MOTPEOUTENST TEPMUHOJIOTHH.
CokpallleHHbIE TEPMUHBI UCMHOJIB30BATh HE JOMYCKAETCs, MOCKOJIbKY pa3Mepbl TEKCTOBOTO
T10JI5 JIMCTKA-BKJIAIbIIIa HE OTPAHUYCHBI.

B nucTke-BKiaabIIe HEOOXOAMMO ONMUCHIBATH CBOMCTBA BCEX KJIETOUHBIX CHUCTEM,
HCTIOJb30BaHHBIX MPU MPOU3BOACTBE, M, €CIH 3HAYMMO, HMCIIOJIb30BAHUE TEXHOJOTUH



pekomOunanTHoit JIHK B cooTBercTBMU ¢ ykazanusamu, npeaycmoTpeHHbiMu B OXJIII,
BKJIIOYasl HCIOJB30BAHME TAKOTO BBIPAXKEHUS, KaK <moJydeHa oT kiaeTtok XXX [mo
TeXHOJI0THH pekoMOuHaHnTHoH J[HK >

B nuctke-BKIabIIe HEOOXOAUMO YKa3aTh MOAPOOHBIE HHCTPYKIIMH JJIsI HOTPEOUTES 110
MPUMEHEHUIO0, pab0Te M YTUIU3AINH JIEKAPCTBEHHOTO TIpenapara.

BwMmecTto cokparnienus "MKT" ¢iioBo "MHUKpoOrpamMMbl' yKa3bIBa€TCA MOJHOCTBIO.

Ecnu BakiuHa conepKUT aabIOBAaHT WU aJCOPOCHT, B JIUCTKE-BKJIAbIIIEC MPUBOAUTCS
CJIEIyIONIEe WM SKBUBAJICHTHOE YKa3aHue: <B BakKI[HHY B Ka4e€CTBE [aIbIOBAHTA, a/[cCOPOEHTA
| aobaBneHo BemjectBo [X]. [AABIOBaHTEI, aACOpPOCHTHI] — 3TO BEI[ECTBA, JJ00ABIIEMBIC B
COCTaB HEKOTOPBIX BAKIIHH B 1[EJIAX YCKOPEHHA, YIYUIIEHHU U (M) YJIHHEHHUS 3aIUTHOTO
JEHCTBHS BAKIIHHBL>.

V. Ilepeuens npumepoB uaGopMarmu, ykazsiBaemor B OXJIII Bakmus 1. IIpumeps
OOIIEIPHUHATHIX HANMEHOBaHHH MHOTOKOMIIOHCHTBIX BaKI[HH

Baxkuuna s npogunaktuku nudrepun, CTOIO0HSIKA U KOKITIOIIA (aAcOpOMpOBaHHAs );

Bakuuna qis npodunaktuku gudrepun, CTONOHSIKA M KOkitoma (OeckieTodHas,
cyobenuHuYHas) (a1copOupoBaHHas);

Bakuuna mis npodumaktuku gudrepuu, cToOHsSIKA, KOKoma (OeckieTodHas,
cyorenunuunas) u renatuta B (p/IHK) (ancopbupoBannas).

Baknuna s npodunaktuku renatuta A (mHakTuBupoBanHas) u remaruta B (p/IHK) (
azicopOMpoBaHHas);

Bakuuna mis npodunaktuku qudrepuu, cTOJIOHSIKA, KOKJIoma (OecKieTodHas,
cyobenuanaHas) 1 Haemophilus Tuna b konbsrorupoBanHas (agcopoupoBaHHas);

Bakuuna mns npodunaktuku gudrepuu, cToJIOHSIKA, KOKJoma (OeckieTodHas,
cyobenuunyHas), renatuta B (pJAHK) u mnomuommenura (umHakTHBHUpOBaHHAs) (
azicopOMpoBaHHas);

Baknuna mist nmpodwmaktuku gudrepuu, cToOHsSIKA, KOKoma (OeckieTodHas,
cyobenuanyHas), renatura B (p/IHK), momrmomuenura (nHaktuBupoBanHas) 1 Haemophilus
TUTIa b KOHBIOTHPOBaHHAA (aACOPOMPOBAHHAS).

2. ITpumeps! ipeacTaBieEns pasgena 2 OXJIIII

Bakuuna mist npodunaktuku qudrepuu, CTOJOHSIKA, KOKIoma (OecKieTodHas,
cyowenunuynas) u renatuta B (p/IHK) (ancopbuposannast)
1 no3a (0,5 M) COOEPIKUT:

1 He meHee X ME

JudrepuifHbIif aHATOKCHH
CTONGSIHbII AHATOKCHH ne menee X ME

Bordetella pertussis! <mramm (Tum) arrmoTHHOreHa>
p (THm) ( He MeHee X ME

WHAKTHUBUPOBAHHA )

IToBepXHOCTHBIN aHTUTEH renaTuTa B3 X MKT



! AncopOupoBaHHbBIN Ha ATIOMUHUS TUAPOKCHIE THApaTUpoBaHHOM (X Mr Al).

2 [Tonyden u3 nmpoxokeBBIX KiIeTOK (Saccharomyces cerevisiae) 1Mo TEXHOJOTHUU
pekomOuHanTHOM JIHK.

3 AncopbupoBanHas Ha amtomMuHusa Gocdare (X mr Al).

IlonHbI1 IepedYeHs BCIOMOTaTeIbHBIX BEMECTB NpuBeeH B paszeine 6.1. Baxinaa s
OpoHIaKTHKA renaTtiuTa A (HHAaKTHBHPOBAaHHASN)
u renarura B (pIHK) (ancop6upoBannast)

1 no3a (1 M) COAEPIKUT:
Bupyc renarura A <tur> (MHaKTHBHPOBaHHbIi) 1 2 X UDA-ennnun

IloBepXHOCTHBIN AaHTUTE€H renaTuTa B4 X MKT

! [Tonyden u3 AumIOUIHBIX KieToK uenoBeka (MRC-5).
2 AncopOupoBaHHBIN Ha ATIOMUHUS TUAPOKCHIE THApaTUpoBaHHOM (X Mr Al).

3 [TonyyeH W3 IpOXKEBBIX KJIETOK (Saccharomyces cerevisiae) Mo TEXHOJOTUH
pekomOuHanTHOM JIHK.

4 AncopOupoBanHas Ha amomMuHus docdate (X mr Al).

ITomHEBINi NepeYeHs BCIIOMOTaTeIbHBIX BEMECTB IPHBEZECH B pazaene 6.1. BakuuHa misa
npodunakTuky Haemophilus Tima b xowstormposarnas u renatura B (p/THK)

1 noza (0,5 mu1) cCOIepKUT:

omucaxapung Haemophilus Tuma b

X MKT
(mommupubo3mnpuduTondocdar)
KOHbIOTMpOBaHHBIM ¢  Neisseria meningitidis
ceporpynnsl B <mramm>
. . Y — Z Mxr
OCNKOBBIIl KOMIUIEKC Hapy»XHOW MeMOpaHbl — B
Ka4yecTBE HOCHTEIS
IToBepxHOCTHBIN aHTUTeH renaThTa B 1,2 X MKr

! [TonyyeH W3 OpOXKKEBBIX KIETOK (Saccharomyces cerevisiae) Mo TEXHOJOTUH
pekomOuHanTHOM JIHK.

2 AncopOupoBannas Ha amomMuHus docdate (X mr Al).

IlonHbII epeYeHh BCIOMOTaTeIbHBIX BEIECTB MpUBEeH B paszeie 6.1. Bakiaa mna
IpoHIAKTAKA POTABHPYCHOM WHpEKIMA

[Tocne BoccranoBienus 1 n1o3a (2,5 mit) conepxut:



PeaccopraHT poTaBupyca pe3yca/denoBeka cepotuna 1 - x 10° BOE!
(>KMBOH1, aTTEHYHPOBAHHBIN )

PeaccopraHT poraBupyca pe3yca/deoBeKka cepoTurna 2

" y X 10° BOE!
(>KUBOIA, aTTEHYHPOBAHHBIH)

Peaccoprant poraBupyca pesyca/yenoBeka ceporuma 42
PTaHT POTaBUpYCa Pesy p X 105 EOE!

(>kuBOM, aTTeHYHPOBaHHBII)

PoraBupyc pesyca ceporunma 3 3 (KHUBOH,

o X 10° BOE!
aTTeHyHPOBAaHHBIN)

! brsmkoobpasyromiye eTuHUIIBI.

ITonmb1i nepedeHs BCIOMOTaTeIbHEIX BEIECTB NpUBECH B pasaene 6.1. Baxipna i
npoduIakTuky gudTepun, cTonOHIKa, KoKmoma (becknerounas, cyoremuangHas), remarura B (
pAHK), nommomuenuta (MHaKTHBHpoBaHHAA) B Haemophilus Tvma b xorbiorupoBanHas (
azicopOupoOBaHHAA)

[Tocne BoccranoBnenus 1 no3a (0,5 Mir) COOEPKUT:
M3HauanbHO B BUJIE CYCIICH3UMU:
Judrepuiinbiit aHaTokcuH ! He meHee X ME

CTonOHSYHBII aHATOKCHH | He MeHee X ME

Amnturenst Bordetella pertussis <mramm

(TUM arraIOTHHOTEHA)>

KOKJIIOIIHbIH aHATOKCHH X MKT
®unamMeHTHBI remarroTas | X MKT
HepTaKTI/IHl X MKT
IToBepXHOCTHBIN aHTUTEH renaTUTa B3 X MKT

[TonuoBupyc (MHAaKTUBHPOBAHHBIN)

tam 1 "mramm” X D-aHTHUTCH-€ TUHUIT
THI 2 "mramm" X D-aHTUreH-e JUHUIL
THII 3 <ImITaMM> X D-aHTHUTCH-€ TUHUIT

N3HayanpHO B BUJIEC MOPOIIIKA:

IMomcaxapux Haemophilus tumna b
3 X MKT
(monupubo3mtpuduTondocdar)

KOHBIOTUPOBAHHEIN C CTOJIOHSYHBIM aHATOKCHHOM —
Y — Z Mxr
B KauecTBe OeJIKa-HOCHUTEIIS

! AncopOupOBaHHBIN HAa ATFOMUHUS THIPOKCUIE THAPATHPOBAHHOM (X MUJUITUTPAMMOB
Al).
2 [Tonyden u3 npoxokeBbIX KiIeTOK (Saccharomyces cerevisiae) Mo TEXHOJIOTHUU
pekomOunanTHol JIHK.

3 AncopbupoBanHas Ha amoMuHus Gocdare (X mumurpaMmon Al).



IlonHbI nepedeHs BCIOMOTaTeIbHBIX BEIECTB NpUBEZeH B paszeie 6.1. Baxiuaa s
npopunaktuky renatrra B (pIHK)

1 no3a (1,0 M) conepkur:
[ToBepXHOCTHBIN aHTUTEH renatura B

(6enkoBBIe MOHOMEDHI S, Tipe-S1 u Hpe-S2)1’ 2 X Mmkr

! [Tonyuen u3 mpimunbix (C1271) knetok no TexHosoruu pekomounantHoit JJHK.

2 AncopOupoBaHHBINA Ha aTIOMUHUS OKCHJIE THApaTUpoBaHHOM (X Mr Al).

ITonmHbI epedeHsh BCIOMOraTeIbHEIX BeIeCTB IpUBEJeH B paszene 6.1. Baxina i
IpO(UIAKTHKA KOPH, SITAAEMUIECKOr0 IApOTHTa
¥ KpacCHYXH (XKWBas)

[Tocne BoccranoBienus 1 go3a (0,5 mur) conepxut:

1
Bupyc kopu” <mramm> e meree 110% MJIKK, 2

(>kuBOM, aTTEeHYHPOBaHHBII)

Iw "
Bprc SMUACMHUYCCKOI0 MapoTruTa  "IITaMM He MEHee 1103 I/LHKKS()z

(>kuBOM, aTTEeHYHUPOBaHHBII)

In

Bupyc kpacHyxu” "mramMm"

He menee 1103 I/I)_'[KKSO2
(>KMBOI1, aTTEHYHPOBAHHBIN )

! [TonyyeH u3 kiIeTOK TUNA "KJIETOYHAsi CUCTEMA, UCIOJIb30BAHHAS B IPOM3BOJICTBE" .

2 Cratucrnuecku oTpenensieMoe KOJTUISCTBO BUPYCa, KOTOPOE JTOHKHO HHPUIIUPOBATH
50 % K1EeTOYHOMN KYJIbTYPBI.

ITomHBIi nepeYeHs BCIIOMOTaTeIbHBIX BEMECTB IPHBEECH B pasaene 6.1. BakuuHa i
IpOoHIAKTUKY THEBMOKOKKOBOH HH}pEKImH
noJHcaxapuaHas (rerTaBaleHTHAsA, aCOpOHPOBaHHAN)

1 no3a (0,5 M) comepxuT:

Streptococcus pneumoniae, cepoTHit 4, noanaxapI/IL[1 X MKT
Streptococcus pneumoniae, cepotuil 6B, HOHI/ICELXElpI/IIll X MKT
Streptococcus pneumoniae, cepotui 9V, nonucaxappml X MKT

Streptococcus pneumoniae, ceporuin 14, Homfcaxapwzl X MKT

Streptococcus pneumoniae, ceporun 18C, ommrocaxapu
1 X MKT
A

Streptococcus pneumoniae, ceporun 19F, moancaxapun

) X MKT

Streptococcus pneumoniae, ceporun 23F, monncaxapun

) X MKT



I Konsroruposannslii ¢ 6enkom CRM197 B kauectBe HocuTesns (Bcero Y — Z MKI Ha 703y
) ¥ ancopOMpOBaHHBIA Ha aTOMUHUS THAPOKCUIE TUIpaTHpoBaHHOM (Bcero 0,5 mr Al Ha
7103Y).

IlonHbI nepedeHs BCIOMOTaTeIbHBIX BEIECTB NpHBEEH B paszeie 6.1.

3. Ilpumeps! ykazanus ceefeHuil B pazaene 6.5 OXJIII
[Tpumep 1
<ITo 0,5 mi cycneH3uu B MpeABAPUTEILHO 3aMOJHEHHOM Mimpule (ctekno | tuma) ¢
YIUIOTHUTENEM MOPIIHS (XJIOPOYTUIIKAYUYK) B KOMILUIEKTE C UTJIOW WM O€3 UTJIbI B YIIAKOBKE
o 5 wiu 10 mryk.>.
<B nponake MOI'yT HaXOJIUThCSI HE BCE pa3MepPbl YITAKOBOK™.
[Tpumep 2
<ITo 1 mn cycnen3uu Bo (pakoHe (cTexksio | Tuma) ¢ ymiaoTHUTEIEM MOpIIHS (
XJIOPOYTHIIKAYy4yK) B KOMIUIEKTE C UTJION B yMakoBKe 1o | mTyke.>.
[Tpumep 3
<Ilo 0,5 mn cycnenszuu u 0,5 M pacTBOopa B NpeABAPUTEILHOM 3aMOJHEHHOM HINPUIIE (
cTekiio I Tuna) ¢ qBOMHON KaMepoil, yIUIOTHUTENEM MOpIIHA (CMeCh XJIOPOYTUIKaydyKOB),
KOJIMAYKOM HaKOHEYHUKa (OpoMOyTMikaydykK) H OOXOJHBIM  yIJOTHHUTENEM  (
OpOMOYTHIIKAYUYYK)
B YITAKOBKE MO | mTyke.>.
[Tpumep 4
<ITo 10 mu (20 0,5 ma 103) cycrnieH3uu Bo ¢iiakoHe (cTekyo | Tumna) ¢ ymioTHuTenem (
OpoMOYTHUIIKaydyK) B YIIAKOBKE TI0 | MITyKe.>.

IMMPUJIOKEHUE Ne 4
Kk TpeOoBaHHUSIM K HHCTPYKIIHH TI0
MEIUIMHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO TpemnapaTa 1 o0rueit
XapaKTePUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MEJUIITHCKOTO
MPUMEHEHHS

VKA3AHUA

0 MCIOJIF30BaHMI0 MeIUIMHCKOro CIIOBapsi TEPMHUHOB JJIA PETYIATOPHOM AEeATEIHHOCTH (
MedDRA) npu onucaHi# HeXeJIaTeIbHBIX PeaKyii B MHCTPYKITHH II0 MEIHITTHCKOMY
IPUMEHEHHIO JIEKAPCTBEHHOTO IIpenapara i o0me# XapakTepUCTHKe JISKapCTBEHHOTO IIpenapaTa
I METUIIMHCKOTO IIPAMEHEHHA



Cnocka. IIpunoxenue 4 B pengakiuu pemeHus Cosera EBpa3uiickoil 5KOHOMUYECKOM
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KajJeHJIapHBIX JHEH ¢
JIaThl €ro OPUIMATBLHOTO OIMyOJIUKOBAHUA).

Bce HexenartenbHble peakiud HEOOXOIUMO CTPYNIUPOBATH B COOTBETCTBUM CO
CJEAYIOIIUM MOPSAIKOM Ha OCHOBAaHUHU CUCTEMHO-opraHHbIX KiaccoB (COK) Meaununckoro
cJIoBaps TEPMUHOB JJisi peryisitopHor nesrenbHoctd (MedDRA). Kak npaBuiio, TepMuHbI
MedDRA crneayet kiaccuduiiupoBath B COOTBETCTBUU ¢ Hauboisiee noaxonsmum COK,
CBSI3aHHBIM C OPTaHOM-MUIIEHBIO.

st Toro, 4ToObl MPOBECTU UACHTU(PUKAIIUIO HEXKENaTeIbHBIX peakiuii Haubomee

MPOCTHIM M KIIMHUYECKHU MOIXOAIIAM JIJII YUTATENsI COCOO0M, HEOOXOIUMO MPUMEHSTh
MparMaTUYHbBIA MOAXO0/ K pacrojioKeHHn0 TepMUHOB. Hanpumep, B 0011Iel XapaKTepUCTHUKE
JIEKapCTBEHHOT0 IpenapaTra JONMYyCKAaeTcsl MCIOJb30BaTh PACIOJIOKEHUE OTAEIbHBIX
npeano4TuTebHeiXx TepMuHOB MedDRA BTopuuHo mno ortHomenuto k COK wim
HCIIOJIB30BaTh MECTOMOJIOKEHHUSI, HE COOTBETCTBYIOIIME B TOYHOCTH cTpykType MedDRA. B
Clly4ae eciii B OOIIYI0 XapaKTepUCTUKY JIEKAPCTBEHHOIO MperapaTa He0OX0AMMO BKIFOUYUTh
MpEeANoYTUTENIbHbIE TepMUHBI "OTKIOHEHHE OT HOPMBI PE3yJbTATOB (YHKIIHMOHAIBHBIX
neyeHouHbIX mpo6", "T'ematut" u "[leuenouynas >nH1edanonaTus", Bce OHU yKa3bIBAIOTCS B
€JIMHOM CHUCTEMHO-OpraHHOM Kjacce "HapyiieHust co CTOpOHBI MEUEHH U JKETYEBBIBOISIINX
nyTei'", a He pacnpeaestoTcs Mo OTAEIbHBIM CUCTEMHO-OpraHHbIM KiaccaM "Hapyuienus co
CTOPOHBI IEYEHH U KETYEBBIBOAAIIMX IyTei", "HapylieHus co CTOpOHbI HEPBHOM CUCTEMBI"
u "JlabopaTopHble U HHCTPYMEHTAIbHBIC JaHHbBIE" .

ITepegens COK:

MH(EKINN 1 UTHBA3UU;

T00pOKAaYECTBEHHBIE, 3JI0KAaYECTBEHHbIE U HEYyTOYHEHHBIE HOBOOOpa30BaHUs (BKIIIOYAS
KHUCTBI U TOJIUIIBI);

HAPYIIEHUS CO CTOPOHBI KPOBHU M TIMM(PATHUECKOM CUCTEMBI;
HapYIICHUS] CO CTOPOHBI HUMMYHHOMN CHCTEMBI;
SHJOKPUHHBIE HAPYIICHUS;

HapylIeHUs: MeTaboIu3Ma U MUTAHUS,

MICUXUYECKUE HAPYILICHHUS;

HapYILIEHUS! CO CTOPOHBI HEPBHOM CUCTEMBI;

HapYIICHUS] CO CTOPOHBI OpraHa 3peHHUs;

HapYUIEHUSI CO CTOPOHBI OpraHa ciiyxa v JaOUpUHTA;
HapyLIEHUs1 CO CTOPOHBI CEPJILIA;

HapYIIEHUS] CO CTOPOHBI COCY/IOB;

HApPYLIEHUSI CO CTOPOHBI JBIXaTEIbHOM CHUCTEMBI, OPraHOB T'PYAHOW KIETKH H
CPEIOCTEHUS;

HapYLIEHUS] CO CTOPOHBI JKEITYJOUYHO-KHUILIEYHOT'O TPAKTa;
HapYIICHUS! CO CTOPOHBI MEYEHU U JKETUEBBIBOISIINX MyTEH;



HapYIIEHUSI CO CTOPOHBI KOKHU U MOJAKOKHBIX TKaHEH;

HAPYIIEHUS CO CTOPOHBI MBIIIEYHOU, KOCTHOW U COEIMHUTEIILHOW TKAHU;

HapYIICHUS! CO CTOPOHBI MOYEK U MOYEBBIBOASIINX MMYyTEH;

OEepEeMEHHOCTh, TTOCIEPOIOBBIN IEPUO/T U MIEPUHATAIHHBIE COCTOSIHHUS;

HapYIICHUS! CO CTOPOHBI PENPOIYKTUBHOM CUCTEMBI M MOJIOYHBIX JKEJIE3;

BPOJK/ICHHBIE, CEMEMHbBIC U TEHETUYECKHUE HAPYIIICHMUS,;

001111e HApYIIEHUS U PEeaKI[MU B MECTE BBEICHUS;

1abopaTopHbIe U UHCTPYMEHTAIIbHBIC JaHHbBIE;
TpPaBMbl, UTHTOKCUKAIIMHU U OCJIOKHEHUS MPOLEYD;
XUPYPruyecKre U MEAUIIMHCKUE MTPOLIEAYPHI;

COILMaJIbHbIE OOCTOSITENbCTBA;

poOJIEMBI C TPOTYKTOM.

Ornucanue HeXelaTeIbHON peaklMK JOJIKHO OCHOBBIBATHCS HA HAauOOJIee MOIXOSAIIEM

tepmuHe. Kak npaBuio, 3T0 ypoBEeHb NPEANOUYTUTEILHOIO TEPMHUHA, OJHAKO B HEKOTOPBIX
CiIy4asix JIOIyCKaeTCsl UCIOJIb30BaTh TEPMUHBI HUKHETO YPOBHS WM T'PYIIOBBIE TEPMUHBI,
HanmpuMmep, BepxHero ypoBHs. JlomyckaeTcss aganTHUpOBaTh HAMMEHOBAHUSI TPYIIOBBIX
TEPMUHOB, €CIIM ATO JeJaeT MX OoJyiee MOHSATHBIMU UYUTATENIO OOIIEH XapaKTEePUCTUKHU
JIEKapCTBEHHOI'0 TIperapara, Hampumep, He JOMYCKAaeTCs HCIOJIb30BaTh a00peBHATyphI
HB/IP (ne BxiuroueHHwlii B napyrue pyoOpuwku) u HY (HeyTouHEeHHBIN) B 0OIIeH
XapaKTEpPUCTHUKE JIEKAPCTBEHHOTO penapara. [lopsaok cIoB Mpu yKa3aHUU HEKeIaTeIbHOU
peaKkIuu JOJDKEH OBITh ©CTECTBEHHBIM IS MPUHITON METUIIMHCKOW TEPMHUHOJIOTHH,
Harpumep, "MHTEPCTUIIMATIbHAS THEBMOHMS", @ HE "MTHEBMOHMS UHTEPCTUIIHANIbHAA".
B HekOoTOphIX ciiydasiXx B IEISAX YJYUYLICHHS BOCTIPUSTHS pa3peniaeTcsi HE3HAYUTEIbHO
Moau(UIIMPOBaTh TEPMUHBI. B OTHOIIEHWH KOHKPETHOTO COCTOSIHUS HEOOXOIUMO
HCIIOJIb30BaTh HaumboJsiee MIMPOKO MPUMEHSEMbIH TEPMHUH, HaMpUMEp, NPEeANOUYTHUTEIHLHO
yka3atb "cunnpom Uepmxa-Crpocca" BMecTo "ajuiepruueckuii rpaHyieMaToO3HbI aHTUUT" .

B npenenax kaxmoro COK MedDRA nHexenaTenbHble peakiiuu KiIacCUPUIIMPYIOTCS B
COOTBETCTBHUHM C YaCTOTON UX BOZHUKHOBEHMUSI:

oudeHsb vacto ( 1/10);

gacto ( 1/100, vHo < 1/10);

Hevacto ( 1/1000, Ho < 1/100);

peako ( 1/10000, o < 1/1000);

oueHb peako (< 1/10000);

4acTOTa HEM3BECTHA (Ha OCHOBAHUM UMEIOIINXCSI TAHHBIX OIEHUTh HEBO3MOIKHO).

[lepen onpeneieHMEM YaCTOThl BO3HUKHOBEHUS HEKENIATEIbHbBIX SIBIICHUI HA OCHOBAaHUU
CUCTEMATU3UPOBAHHBIX UCCIENOBAaHUN (KIMHUYECKUX UCCIEIOBAHUN U IPYTUX UCTOUYHUKOB)
B LIEJIAX JOTMYECKOW TPYNMUPOBKH KIMHUYECKU POJICTBEHHBIX COCTOSIHUU HCMOJb3YIOTCS

n

Hajuiexkamue ypoHu MedDRA wuepapxuu. Hanpumep, y manueHTOB perucTpUpoOBaIOCh

n

MOCTypaJIbHOE TOJIOBOKpPYKE€HHE", "TOIOBOKpYXeHUE MNpHU (U3UYECKOW Harpyske" Hu



UJIMOMATUYECKOE TOJIOBOKpYkeHue" (¢ dactoToil 2 % Kaxloe), UX CleAyeT OTpa3uTh B
o0111ei XapaKTepUCTUKE JIEKaPCTBEHHOI0 Mpenapara Kak "ToJI0BOKpYykeHue" ¢ yactoroi 6 %
NAIMEeHTOB (Mpearnoaras, YTo KaKI0My MalueHTy COOTBETCTBYET TOJIBKO OJJHO COOOIIECHHE
O TOJIOBOKpYKEHHH). B HEKOTOpBIX cllyyasx TakXKe JOMYyCKaeTcs HCIOJIb30BaTh

CUTYAaTHBHYIO TPYNIIMPOBKY TEPMHHOB MJIM aAanTUPOBATh rpymnmnoBble TepMuHbl MedDRA,
eci uMeronuecs: rpynmnoBbie TepMuHbl MedDRA He mpuMeHHUMBI OJHOCTBIO (HANpUMeED,
COOOIIEHUsI O HEXKENATEIbHBIX PEeaKUUsAX MpeACTaBIeHbl Kak "auapes'", "nuapes B cTaauu
oboctpenus", "xuakuii cryn", "BOASHUCTBIN CTyn", "KUIIEUHAs] TUIIEPKUHE3Us" U Jp., B
LEJAX 3HAYMMOCTH M YJIYYIIEHUS BOCIPUATHS OOIIEH XapaKTEPUCTHUKU JIEKAPCTBEHHOIO
npenapara nanueHTaMu JaHHbIE HEKEIATeNbHbIE PEAKIIMH IPEICTABIIAIOTCS B BUAE €HHOIO
TepMuHa "nuapes"”, a s ONpeAesIeHHs] YaCTOThl €€ YaCTOThI CIIEyeT MCIOIb30BaTh 00I1Iee

KOJIMYECTBO TaKHUX cnyqaeB).
MMPUJIOXKEHMUE Ne 5

K TpeOoBaHUSIM K MHCTPYKIIMH TI0

MEIUIMHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO TpenapaTa 1 o0rueit

XapaKTEePUCTUKE JIEKAPCTBEHHOTO

npenapara Juisi MEJULIMHCKOTO
MIPUMEHEHHS

ITPUMEPBI
(b opMyIIMPOBOK, HCIIOIE3YeMEIX B pasnele 4.6 ("bepeMeHHOCTD M JaKkTamma") obmieit
XapaKTEPUCTHKHY JIEKAPCTBEHHOTO Ipemapara

CHocka. [Ipunoxenne 5 ¢ n3MeHeHreM, BHECEHHBIMU petennemM CoBeta EBpaszuiickoit
skoHOMHUYecKor Komuccum ot 21.02.2025 Ne 18 (Bctymaer B cumiy mo uctedeHuu 30
KaJICHJIApHBIX THEH C 1aThl ero 0(UIIMaTBLHOTO OMyOJIUKOBAHNS).

B nacTosimux npumepax, BBEJEHBI CJICAYIONINE MpaBuia UCIOIb30BAHUS CKOOOK:
{TexcT} — B moJie MEXIy CKOOKaMu BHOCHUTCS MH(MOpMAIUS MCXOJS M3 COCTaBa H
0COOEHHOCTEH JIEKapCTBEHHOIO Mperapara;

<TEKCT> — B MOJI€ MEXKTY CKOOKaMH TEKCT BRIOUPACTCS WM YJAISICTCS U3 TIPEIT0KCHHBIX
CTaHJAPTHBIX (POPMYIUPOBOK B 3aBUCUMOCTH OT JIEKAPCTBEHHOI'O Mperapara;

[TEKCT] — B IOJIe YKa3aHO YCIOBUE WM KOMMEHTAPUN K TEKCTY, PACIOI0KEHHOMY Tepe
HUM.

1. IToxpasnen "bepemennrocts"

[Tpumep 1:

<OnbIT IPUMEHEHUS Y YeJIOBEKa [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JEHCTBYIOIIIEE
BEILIECTBO} BBI3BIBAET <BPOXKJEHHbIE IMOPOKU [yKa3aTh| NpH BBEICHUH BO BpeMs
O0epeMeHHOCTH.> [uiH]| <BpeaHble (hapMakojgorunyeckue 3PpQPexTsl BO BpemMsi OEpeMEHHOCTH U
(wnn) y moaa (HOBOPOXKIEHHOT0).>



{ToproBoe HaMeHOBaHUE} MPOTHBOMOKA3aHO <BO BpeMs OEPEeMEHHOCTH><BO BpeMs {
TpUMeECTp} OEpEeMEHHOCTH> (B JAaHHOM CJIy4ae — 3TO CTPOroe MPOTUBOIMIOKA3aHUE, CM. pa3ei
4.3).

<)KeHIMHBI C AETOPOJAHBIM MOTEHIUAIOM JOKHBI UCIOIb30BAaTh HA/ICKHBIE METObI
KOHTpAaLEeNUu <BO BpeMs <H BIUIOTH 10 {UUCIIO} HEJEb MOCIE 3aBEPILIECHUS> TePAIIUU.>>.

[Tpumep 2:

<OnbIT IPUMEHEHUS Y YETIOBEKA [yKa3aTh| CBUAETEILCTBYET O TOM, UYTO {JCHCTBYIOIIIEE
BEIIIECTBO} MOJKET BBI3BIBATH BPOXKJCHHBIE MOPOKH [yKa3aTh| MpHU BBEACHUU BO BpPEMS
OEpEeMEHHOCTH.

a) <B uccnenoBaHusAX Ha )KMUBOTHBIX OOHAPYKEHA PEMPOTYKTUBHAS TOKCUYHOCTH (CM.
pasnen 5.3).>

[nnu]
0) <MccnenoBanuit penpoyKTUBHOW TOKCHYHOCTH Ha XKMBOTHBIX HEJIOCTATOYHO (CM.
paznen 5.3).>

{ToproBoe HauMeHOBaHHUE} HE CIEAYET MPUMEHAITh <BO BpeMsi OEpEeMEHHOCTH><BO
BpeMsi {TpUMecTp} OEpPEMEHHOCTH™>, €CJIM TOJbKO KIMHUYECKOE COCTOSIHUE >KCHIUHBI HE
TpeOyeT Tepanuu {ACHUCTBYIOIINM BEIIIECTBOM |} .

<JKeHIIMHBI C AETOPOJAHBIM MOTEHIHUAIOM JOJKHBI UCIOIb30BAaTh HA/IEKHBIE METObI

KOHTpAIENIUU <BO BpeMs <d BIUIOTH JI0 {UUCIIO} HENEh MOCIIE 3aBEPIICHUS> TePATuu.>>.
[Tpumep 3:
<OnbIT IPUMEHEHUS Y YETIOBEKA [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JCHCTBYIOIIEE
BEILIECTBO} MOJKET BBI3BIBATH BPOXKJIEHHBIE MOPOKH [yKa3aTh| MpHU BBEACHUU BO BpPEMS
OEpEeMEHHOCTH.
HccnenoBanus penpoyKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX HE CBUAETEIBCTBYIOT O
HaJIMYUH NPSAMBIX UM HENPSIMBIX BpeAHbIX 3P PeKToB (cM. pazaen 5.3).>

{ToproBoe HaMEHOBaHHE} HE CIEAYeT MPUMEHSITh <BO BpeMs O0€pEMEHHOCTH><BO
BpeMs {TpuMecTp} OEpeMEHHOCTH™>, €CJIM TOJIbKO KIMHUYECKOE COCTOSHUE >KEHIIMHBI HE
TpeOyeT Tepanuu {IelCTBYIOUIUM BEIIECTBOM } .

<JKeHUuHBI ¢ AETOPOIHBIM MMOTEHIIMAJIOM AOJIKHBI UCIIOIb30BaTh HAJAECKHBIE METOBI

KOHTpAaLEeNn1y <BO BpeMs <H BIUIOTh 10 {UUCIIO} HEJEIb MOCIE 3aBEPIICHUS> TePAIUU.>>.
[Tpumep 4:
</lanHblE O MPUMEHEHUH {AEHUCTBYIOLIErO BEUIECTBA} y OEPEMEHHBIX >KEHUIMH
OTCYTCTBYIOT WJIM OTPAHUYECHBI.

a) <B uccnenoBaHusAX Ha JKMBOTHBIX OOHApY’)KEHA PENPOJYKTUBHAS TOKCUYHOCTH (CM.

pazaen 5.3).>
[mm]

0) <WccnenoBanuii penpoayKTUBHOW TOKCHYHOCTH HA KUBOTHBIX HEJIOCTATOYHO (CM.

pasnmen 5.3). >



[Ipumenenue {TOoproBoe HaMMEHOBaHUE} <BO BpeMs OEpPEMEHHOCTU><BO BpeMs {
TpUMECTpP} OEPEMEHHOCTH> U Y JKCHIIIUH C JIETOPOJAHBIM MOTEHIIMATIOM, HE UCTOJIb3YIOIINX
KOHTpaUCNInio, HE pPCKOMEHAYCTCS. >>.

[Tpumep 5:

</lamHBIE O TPUMEHEHUH {JCHCTBYIOMIETO BEMIECTBA} y OCPEMEHHBIX >KCHIIWH

OTCYTCTBYIOT WM orpanuueHbl (MeHee 300 nucxo10B 6EpeMEHHOCTH).
UccnenoBanus penpoyKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX HE CBUACTEILCTBYIOT O
HAJIMYUU TPSMBIX WU HEMPSIMBIX BpeAHbIX 3P dekToB (cM. pazaen 5.3).>
B kadecTBe mpeaynpeauTeabHOM Mephl MPEANOYTUTEIFHO HE MPUMEHSTh {TOPTOBOE
HaMEHOBaHHE} <BO BpeMs OEPEMEHHOCTH><BO BpeMsl {TpUMecTp} OEpEeMEHHOCTH.>>,
[Ipumep 6:
<Cpennuii 00beM JaHHBIX O IPUMEHEHUHU {JCHCTBYIOIIErO BEIIECTBA} Y O€pEMEHHBIX
xeHmuH (300 — 1000 ncxomoB 6€peMEHHOCTH) CBUIETEIBCTBYET 00 OTCYTCTBHH MOPOKOB
pa3BuTUA U PeTo- U (UIK) HEOHATATLHON TOKCUYHOCTH.
a) <B uccnenoBaHusAX Ha KMUBOTHBIX OOHAPYKEHA PEMPOIYKTUBHAS TOKCUYHOCTH (CM.
pasnen 5.3).>
[mmm ]
0) <UccnenoBanuii penpoayKTUBHOW TOKCUYHOCTH HA KMBOTHBIX HEJOCTATOYHO (CM.
pazaen 5.3).>
B kxauectBe mpeaynpeauTeabHON Mepbl MPEANOUYTUTENbHO HE TPUMEHSATh {TOProBOe
HAaWMEHOBaHUE} <BO BpeMsi OEPEMEHHOCTH><BO BpeMsl {TpUMecTp} OepeMEHHOCTH.>.
[Tpumep 7:
<CpenHuil 00beM TaHHBIX O TPUMEHEHUHU {/IEUCTBYIOIIETO BEUIECTBA} Y OEpPEMEHHBIX
xeHuH (300 — 1000 ucxon0B OEPEMEHHOCTH) CBUIETEIBCTBYET 00 OTCYTCTBHH MOPOKOB
pa3BuTUA U PeTo- U (UIK) HEOHATATLHON TOKCUYHOCTH.
HccnenoBanus penpoyKTUBHOM TOKCHYHOCTH HA KUBOTHBIX HE CBUAETEILCTBYIOT O
HaJIMYUU PEIPOTYKTUBHOM TOKCUYHOCTH (CM. paszen 5.3).
[Ipumenenue {ToproBoe HaMMEHOBaHUE} <BO BpEMsl OEPEMEHHOCTHU><BO BpeMs {
TPUMECTpP} OEPEMEHHOCTH> MPU HEOOXOIUMOCTH BO3MOMKHO.>.
[Tpumep 8:
<bonpmoit 00beM MaHHBIX O OepeMeHHBIX eHIuHax (6omee 1000 mcxomoB
OEpeMEHHOCTH) CBHJIETEIBCTBYET 00 OTCYTCTBUM MOPOKOB pPa3BUTUS U (eTo- U (WIH)
HEOHATAIbHOW TOKCUYHOCTHU MPU MPUMEHEHHUH {JICHCTBYIOIIETO BEIIECTBA}.>.
{ToproBoe HauMEHOBAaHHUE} JOIMYCKAETCSI MPUMEHSITHh <BO BpeMs 0€pEeMEHHOCTU><BO
BpeMs {TpuMecTp} OEPEeMEHHOCTH >, UCXOI U3 KIMHUIECKON HEOOXOIUMOCTH.
[Tpumep 9:

<Bnusinue Ha OEpPEMEHHOCTh HE OXKHAAETCS, MOCKOJBKY CUCTEMHAsl IKCHO3UIUS {

JEHCTBYIOIIETO BEUIECTBA} HUYTOXKHA.>



{ToproBoe HanMeHOBaHHE} IOMYCKAETCS MPUMEHSTh BO BpeMsi OepeMeHHOCTH. (
Hampumep, JiekapcTBEHHBIE Mpenaparbl, HUYTOXKHAs CUCTEMHAs SKCIO3UIUS (HUYTOXKHAS
cucTteMHas (hapMaKoJIMHAMHYECKAss aKTUBHOCTH) KOTOPBIX MOJTBEPKICHA B KIMHUYECKUX
YCIIOBHUSX). >.

2. IToppaznen "Jlakramus"

[Tpumep 1:
<{/lelicTBytolllee BEIIECTBO} (META0OJUTHI) MIPOHUKAIOT B IPYTHOE MOJIOKO YEJIOBEKA,
MOKa3aHO BIMSHUE HA HOBOPOKICHHBIX (JI€TEH), HAXOASIIUXCS HA TPYAHOM BCKapMIIMBAHUH,
MaTepHu KOTOPBIX IPUMEHSIIH Mperapar.;
[mmm ]
<{JleiicTByro111€€ BEIIECTBO} (METAOOINTHI) OOHAPYKEHBI B OPTaHU3ME HOBOPOKACHHBIX
(meTeit), Martepw KOTOPHIX NPUMEHSIM Tpenapar. <Bnusaue {dapMarieBTHIECKOM
CyOCTaHIIMM} Ha HOBOPOXKJCHHBIX (JIeTel) Heus3BecTHO.> uiu <CBeNeHHN O BIMSHHUM {
JIEUCTBYIONIETO BEIIECTBA} HA HOBOPOXKJIEHHBIX (JIETEH) HEIOCTATOYHO.>;
[mmm]
<{JlelicTByto11ee BeniecTBO} (MeTabOIUTHI) MPOHUKAIOT B TPYAHOE MOJIOKO YEJIOBEKa B
KOJINYECTBE, JIOCTATOYHOM JUISi OKa3aHWs BIMSHUS Ha HOBOPOXIEHHBIX (merei),
HaXOJISAITUXCS HAa TPYTHOM BCKapMJITUBAaHUH. >
<{ToproBoe HaMMEHOBaHHE } <TPOTHUBOMOKA3aHO B MIEPHOJI TPYAHOTO BCKapMIMBAHUSA (CM
. paznen 4.3)> unu <He cleayeT MPUMEHSTH B TIEPUOJI TPYIHOTO BCKAPMIIMBAHUS.>;
[nnu]
<B mepuon snedeHus {TOProBoe HaMMEHOBaHUE} I'PY/IHOE BCKapMIIMBAHHUE CIEIYET
MIpPEKpaTUTh.>;
[mmm ]
<Heo6xoaumo NpuHATH penieHue 0o 0 MpeKpalleHy rpyJHOr0 BCKapMIIMBAHHUSL, TUOO
00 OTMEHE Tepanuu {TOProBO€ HAMMEHOBAHME |, MPUHUMAS. BO BHUMAHUE TOJIb3Yy TPYIHOTO
BCKapMJIMBAHHMS JIJIs peOCHKA U TTOJIB3Y TEPAITHH IS )KCHIIUHBL. >,
[Tpumep 2:
<CpeneHHUs 0 TPOHUKHOBEHUH {JIEHCTBYIOLIETO BellecTBa} (METabOJUTOB) B TPYAHOE
MOJIOKO YeJIOBEKAa OTCYTCTBYIOT.>;
[mmm]
</laHHBIX O TPOHMKHOBEHHMH {JIEUCTBYIOUIErO BEHIECTBa} (META0OJMUTOB) B IPYyJIHOE
MOJIOKO Y€JIOBEKa HEJJOCTaTOYHO.>;
[nnu]
<JlaHHBIX O IPOHUKHOBECHHUH {JCHCTBYIOIIETO BEIIeCTBa} (METaOOIMTOB) B I'PYyAHOE
MOJIOKO XUBOTHBIX HEJOCTATOYHO.>;
[nnu]



<dapMakoMHAMUYECKHE (TOKCUKOJIOTHUUECKHUE) TaHHbIC, TTOJIyYCHHBIE Ha KUBOTHBIX,
CBUJIETENBCTBYIOT O IPOHUKHOBEHUU {/IEWCTBYIOIIETO BEUIECTBA} (META0OOIMTOB) B TPYyAHOE
MOJI0KO (O0see moapoOHO cM. pazaen 5.3).>;
[nnu]
<DU3NKO-XUMUYECKUE JAHHBIE MPEANOJaraloT MPOHUKHOBEHHE {IEHCTBYIOUIETO
BelecTBa} (MeTaboIMTOR) B TPYIHOE MOJIOKO YeJIOBEKa.>.
<He uCKIIIOYEeH PUCK ISl HOBOPOXKIEHHBIX (JIeTEi).>.
<{ToproBoe HauMeHOBaHKE} <IMPOTHUBOIMOKA3aHO B MEPUOJ TPYJHOTO BCKapMIMBaHUS (
cM. pazzen 4.3)> [win] <He ciaeayeT NPUMEHSITh B IEPUOJI TPYAHOIO0 BCKapMIIMBaHUS>.>;
[mmm ]
<B mepuon snedeHuss {TOProBoe HaMMEHOBaHHUE} I'PYJIHOE BCKapMIIMBAHHUE CIEIyeT
PCKPATUTH.>;
[mm]
<Heo06xoaumo NpUHATH penieHue 0o 0 MPeKpalleHHH Py IHOTO BCKapMIIMBAHHUSL, TUOO
00 oTMeHe Tepanuu {TOproBoe HaMMEHOBAaHHE }, MPUHUMASI BO BHUMAaHUE O3y IPYIHOTO
BCKapMJIMBAaHUS 1711 peOCHKA U MOJIb3Y TEPANUHM JIJIS )KEHILUHBI.>.
[Tpumep 3:
<BnusHue {aeHCTBYIONIEr0 BEIIECTBA} HA HOBOPOXKJICHHBIX (JI€TEH), HAXOAMIUXCS Ha
TPYAHOM BCKapMJIMBAaHUU MAaTEPSIMH, MPUHUMAIOIIMMHU TperapaT, He 00HapyKeHO.>;
[mm]
<B CBSI3M C HUYTOXHOW CHUCTEMHOM 3KCHO3UIMEN {IEHCTBYIOIIETO BEIIECTBA} Y
KOPMSIIIEH TPYAbIO KEHIIMHBI BIUSHUS HA HOBOPOKIECHHOrO (peOeHKa), HaXOIAIIErocs: Ha
IPyAHOM BCKapMIIMBaHUU, HE OKUAACTCS.>;
[mmm ]
<{[eiicTByIOIIEE BEIIECCTBO} (METAOOJUTHI) B IJIa3ME€ HOBOPOXKJICHHBIX (IeTeil),
HaXOJSIIIMXCS HAa TPYJHOM BCKAapMIIMBAHUM, MATEPH KOTOPBIX MPUMEHSIIM Tpemapar, {
oOHapy’KeHbI {yKa3aTh KOJIMYECTBO} [MJIH]| HE OOHAPYKEHBI |.>;
[nnu]
<{JlelicTByoI1I€E BEIIECTBO} (METaOOIUTHI) HE MPOHUKAIOT B ITPYAHOE MOJIOKO UeJIOBEKa.

[mmm ]
<{JlelicTBytolllee BEIIECTBO} (META0OJUTHI) MPOHUKAIOT B IPYJHOE MOJIOKO YEJIOBEKa,
OJIHAKO B T€PANEBTUYECKHX JI03aX {TOProBOE€ HAUMEHOBAHKE | BIUSHUE HA HOBOPOXKICHHBIX (
JIeTel) He 0XKUIaeTCs.>,
{ToproBoe HamMEHOBaHHUE} JOMYCKACTCS MPUMEHITH B TEPUOJ TPYIHOTO

BCKapMJIMBAHUA.
I[MTPUIJIOXEHUE Ne 6

K TpebGoBaHUAM K HHCTPYKIIMH IO
MEIUIIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO Npemnapara 1 o0mien



XapaKTCPUCTUKE JICKAPCTBECHHOT'O
npenapara sl MEAUIUHCKOT O
TIPUMCHEHUA

ITEPEYEHDb
CTaHAAPTHEIX (JOPMYIMPOBOK I YKa3aHUA YCJIOBHI XpaHEeHUS JIEKAPCTBECHHBIX IIPEIapaToB

Cnocka. I[Ipunoxenue 6 B pegakiuuu pemenus Coera EBpa3zuiickoil 5KOHOMHYECKOI
komuccuu ot 21.02.2025 Ne 18 (BcTynaet B cuily no ucredeHuu 30 KaJlleHIapHbIX JTHEU ¢
JaThl €r0 O(UIIUATIBHOTO OITyOIMKOBAHUS ).

<Xpanuth npu temmeparype He Boiie [25 C, 30 C]> unu <XpaHuTh Npu TEMIEpaType
Huxke [25 C, 30 CJ>;

<XpanuTth B xonoauiabHuke (2 — 8C)>;

<XpaHUTb U TNEPEBO3UTh B XOJOAUIbHUKE (2 — 8 C)>1 win <XpaHUTb U

TPaHCHOPTUPOBATh B XOJIOIUIbHUKE (2 — 8 OC)1>;
<XpaHuTh B MOPO3UIILHOW KaMepe IIpU TEMIIEpaType [TeMIepaTypHbIi Juana3oH |>;
<XpaHuTh M TPAHCIOPTUPOBATH B 3aMOPOXKEHHOM BHJE MpPU TemIiieparype [

TEMIIEpaTypPHBIN III/IaHa3OH]>2 i <XpaHUTb U TPAHCIIOPTUPOBATh B MOPO3UJIBHOU KaMepe

IIpU TEMIIEPATYPE [TeMnepaTypHbIN I[I/IaHaSOH]>2 ;

<He oxnaxnate> unu <He XpaHUTh B XOJIOAWIbHUKE™> WM <He 3amopaxuBaTs™>;

<XpaHuTh [BU]I IEPBUYHON YITAKOBKH (KOHTeI‘/’IHepa)]3 IJIOTHO BaKpI)ITbIM>4;

<XpaHUTh B OPUTHHAIBHON [BU ynaKOBKH]>4;

<XpaHuTh [BUJ MNEPBUYHON YMAKOBKH (KOHTeﬁHepa)]3 B [BuUJ BTOpUYHOH (
OTPEeOUTEIIbCKOM ) ynaKOBKH]4;
<JlekapcTBeHHBIN ITpenapar He TpeOyeT CrelHaIbHbIX YCIOBUI XpaHEHUS™;
<JlexapcTBeHHBIN TIpenapar He TpeOyeT CHeluajbHBIX YCIOBUM XpaHeHUs, |

TEMIIEPaTyPHbIN I[I/IaHa30H]>5 ;
<... JUIsl TOTO, YTOOBI 3aIUTUTh OT [CBETA, BJIATU|> WU <... JJIs 3alIUTHI OT [CBETA,
BIIATH >,

<XpaHuUTh B 3alIUIIEHHOM OT CBE€Ta MECTe MpHU Temneparype He Boiie [25 C, 30 C]>6
[Ipumeyanus:
B macrosmux cranmapTHbIX (HOPMYTHUPOBKAX, BBEACHBI CIEAYIOIIHE IpaBuia

UCIIOJIb30BaHUS CKOOOK:

[TekcT] — B moJie MEXTy CKOOKaMH BHOCUTCSI HH(POPMAIIHAS UCXOS U3 YKAa3aHHBIX B HUX
YCIIOBUH;

<TEKCT> — B MOJI€ MEXIY CKOOKaMH TEKCT BBIOUPAETCS WIH YIAISETCS U3 MPEATI0KEHHBIX
CTaHAApPTHBIX (POPMYIMPOBOK B 3aBUCUMOCTH OT BHUJA JIEKAPCTBEHHOIO Mpernapara.



! JlanHbie MO cTaOWIBHOCTH, MOTy4YeHHBbIE TTpu Temmnepatype (25 £2) C /(60 = 5) %
OTHOCHUTEJIbHOM BIIA)KHOCTHU JIOJKHBI OBITH MPUHATHI BO BHUMAaHWE MPU MPUHATHN PEIISHUS O
BO3MOKHOCTH TPAHCITIOPTHPOBKH MPU OTCYTCTBUHU OXJTKICHUS. ITO TOMYCKAETCS TOJIBKO B
HCKJTFOYUTEIBHBIX CITyJasx.

2 Vkasanue JIOITYyCKAaeTCsl UCIIOJIb30BaTh, TOJIBKO €CIIH 10 PE3yJIbTaTaM HMCCIIEI0OBaHUM
CTaOUJIBHOCTHU MPUHATO COOTBETCTBYIOLIEE PEIICHUE.

3 KonkpeTrHoe Ha3BaHue BHAa YIMAKOBKHU, KOTOpas OyJeT UCIOJIb30BaThCS (HAIpuMep,
OyTbUIKa, OJUCTEp, KAPTOHHAS TaYKa U T. 11.).

4 CrnenyeT uCnoab30BaTh, €CIU JIEKAPCTBEHHBIN TpenapaT YyBCTBUTEIICH K CBETY U (UJIN)
Biare. Hanpumep, "Xpanuts B opuruHaabHOM (DiIakoHE JJIsl 3alUThl OT cBeTa", "XpaHUThb
(hJaKOH TUIOTHO 3aKPBITHIM JIJISA 3aIUTHI OT Biaru", "XpaHuTh OJUCTEp B KAPTOHHOM Mavyke
JUISA 3aIlMTEI OT cBeTa'.

> B 3aBHCHMOCTH OT JI€KapCTBEHHON (DOPMBI U CBOMCTB JIEKAPCTBEHHOTO Ipernapara
MO>XET BO3HUKHYTh PUCK YXYIIICHHsS KauecTBa M3-3a ACHCTBUS (pu3mdeckux (hakTopoB,
HallpuMep, €CIU Ipenapar IOABEpPraeTcs BO3JCUCTBUIO HM3KUX TeMmrmeparyp. Huskue
TEMIIEpaTypbl B HEKOTOPBIX CIIy4yasix MOTYT OKa3bIBaTh BIMSHHUE Ha yIakoBKy. Heobxoaumo
JOTIOJIHUTEIBHO YKa3bIBaTh 3Ty BO3MOKHOCTh. Hanpumep, "jnexkapCTBEHHBIN mpenapar He
TpeOyeT cnenuanbHbIX YCIOBUN XpaHEHHUs, HE XPaHUTh MpU Temneparype Hike 8C".

6 DopMyIHPOBKA UCTIOJIB3YETCS B CIydasiX, KOT/Ia MPUBEJCHHBIE B ab3alax MmepBoM —

IBeHaaIaToM Hacrosero [lepednst popMynupoBKHU HE TPUMEHUMBI.
[TPUJIOKEHUE Ne 7

K TpeOoBaHUSIM K HHCTPYKIIMH TI0
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TpenapaTa 1 o0rueit
XapaKTEePUCTHKE JIEKAPCTBEHHOTO
npenapara Jyuisi MEJULIMHCKOTO
MIPUMEHEHHS

TPEBOBAHUA
K YKa3aHHIO MaKCHMAaJIbHOTO CpPOKa I'OXHOCTH (CpOKa XpaHeHH) CTEPHIbHBIX JICKapPCTBEHHBIX
OPenapaToB MOCIe IIEPBOr0 BCKPHITASL W BOCCTAHOBJICHUS

Cnocka. I[Ipunoxenue 7 B pegakuuu pemenus Coera EBpaznuiickoil 5KOHOMHYECKOM
komuccun ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucrteueHuu 30 KajJeHIapHbIX AHEU ¢
JaThl ero 0(UIIUATLHOTO OITYOJIMKOBAHU).

1. O6mme monoxeHus

Hacrosimmue TpeOGoBaHUsS pacpoCTpaHSIOTCS HA BCE CTEPHIbHBIE JIEKAPCTBEHHbBIE
npenaparsl i1 MEIUIIMHCKOTO MPUMEHEHHS, 32 UCKITIOUCHHEM paanodapManeBTUHIeCKUX U
MPUTOTOBJISIEMBIX WM MOJUGMUIIUPYEMBIX €X tempore JeKapCTBEHHBIX MPEnapaToB.



[TockoJbKy TIpeyCMOTPETh BCE BO3MOYKHBIC YCIOBHUS, IIPH KOTOPBIX IMpermapaTr OyayT
BCKpBIBaTh, Pa3BOAUTh, BOCCTAHABIMBATh, XPAHUTh U AP., 3aTPYJAHUTEIBHO, MOJb30BATEb
HECET OTBETCTBEHHOCTH 3a MOAJAEPKAHME KauyeCTBa JICKAPCTBEHHOTO IMpernapara, BBOAUMOTO
nanueHTty. JlepxaTenb perucTpalioOHHOTO YJI0CTOBEPEHHS 00s3aH MPOBECTH HEOOXOAUMBIC
UCCJIEIOBAaHUSI U yKa3aTh COOTBETCTBYIOIIME CBEJACHUS O HHUX B HUHPOpPMAIUH IS
M0JIB30BaTENIs (HampuMep, 00IIeH XapaKTepUCTHKE JICKAPCTBEHHOTO TIpenapaTa, HHCTPYKIIUH
M0 MEIUIMHCKOMY TMPUMEHEHUIO (JIMCTKE-BKJIAJbIIIE) JIEKApCTBEHHOIO0 IIpenapara,
MapKUpPOBKE) B COOTBETCTBUU C MPUMEPAMHU, YKa3aHHBIMH B pasjeiiec 2 HaCTOSIINX
TpeOOBaHUM U BBIJICICHHBIMU KYPCUBOM.

B oTHolIeHUMH yka3zaHus CPOKOB TOJHOCTH (CPOK XpPAaHEHMS) W YCIOBUU XpaHEHUS
OTIENBbHBIX KATErOPUW CTEPUIIbHBIX JICKAPCTBEHHBIX IPENAPATOB IOCJIE HX BCKPBITHUS
3aBHUTENI0 HEOOXOAMMO TakKe YydHWThIBaTh mosiokeHuss dapmakonen EBpaszumiickoro
SKOHOMHYECKOTO COI03a, yTBep KaeHHOM Pemenuem Komnerun EBpa3uiickoil 5KOHOMUYECKOM
komuccuu ot 22 asrycra 2020 r. Ne 100.

B nHacTosmux TpeOoBaHUAX CPOK XpaHEHUs (CPOK TOJHOCTH) IMMOHUMAETCS KakK MEepUO/T
MEXJY BCKPBITHEM IEPBUYHONU YMAaKOBKHM (KOHTEHepa) JIEKapCTBEHHOrO Ipenapara u
BPEMEHEM €ro BBEICHUS IMMAlUEHTY, MNPOJOJDKUTEIbHOCTh BBEJICHHUSA IIPU 3TOM HE
YUYUTHIBAETCA.

2. CrepuibHbIE IpeNapaThl, HE COJepKalue aHTAMUKPOOHEIE KOHCEpBaHTHI 2.1. O0mue yka3zaHus

<Xumnueckas u ¢pu3nyeckas CTaOUILHOCTh TOTOBOTO K IPUMEHEHHIO JIEKAPCTBEHHOTO

npemnapara noATBepkaeHa B TeueHue X yacoB (queit) mpu Y C.>;

<C MHUKpOOMOJIOTUYECKON TOUKHU 3PEHUS, €CIM METOJl BCKPHITUS (BOCCTAHOBIICHMUS,
pa3BelieHUs1) HE MPEMSITCTBYeT MUKPOOHOM KOHTaMHUHAIIMM, JIEKAPCTBEHHBIM Mpenapar
MOJIEKUT HEMEUIEHHOMY MPUMEHEHUIO.>;

<Ecnu nekapCTBEHHBIN MpenapaT HE BBEJIECH HEMEIJICHHO, XpaHEHUE T'OTOBOTO K
MPUMEHEHUIO JICKAPCTBEHHOTO TMpenapara U 00ecreueHne yCIoBUi SIBISIETCS 00s13aHHOCTBIO
MO0JIb30BaTE/IS.~.

2.2. Yka3aHHUA 1A JEKapCTBEHHBIX IPEenapaToB Wi HHQY3Wi WM HHHEKIUH

<Xumuueckasd u (pusndeckas cTadOMIBHOCTh TOTOBOTO K MPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara MmoATBEpKAeHa B TeueHre X yacoB (aHei) mpu Y C.>;
<C MHKpOOHOJOTHYECKON TOUYKHM 3pEHHUs] IpemnapaTr HOAJIEKUT HEMEIJICHHOMY
npuMeHeHnto. Eciau npenapaT He BBEEH HEMEIJIEHHO, XpAaHEHUE TOTOBOTO K MPUMEHEHHIO
npernapaTa U o0ecrieueHue yCIOBUN 10 BBEACHHUS SBISETCS 00s13aHHOCTBIO IOJIb30BATENS, B
LIEJIOM HE JOJDKHO INpeBbIIATh X 4acoB npu Temneparype 2 — 8 C minm Y 4acoB Ipu
Temmeparype He Bhoie 25 C, eciid BOCCTaHOBJICHHE (pa3BeIeHUE) U T. I1. HE OCYIIECTBIISIIOCH
B [IPOBEPEHHBIX U BAIUJIMPOBAHHBIX ACENTUYECKUX YCIOBHIX.>.



3. JlexapcTBeHHBIE IpenapaThl Ha BOGHOM OCHOBE, 00JIafaloNie aHTAMUKPOOHBIM IeHCTBHEM, H
JICKapCTBEHHBIC IpeapaTsl Ha BOSHON OCHOBE, COAEPIKAIHEe aHTUMHKPOOHBIC KOHCEPBAHTEI.
Be3BoHBIE IEKapPCTBEHHEIE IIPENapaThl (HaIlpUMep, MacIITHBIE)

<Xumnueckas U pusndeckas CTaOMIbHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara noATBepkaeHa B TeueHue X yacoB (anei) mpu Y C.>.
<C MHUKpOOHOJIOTMYECKOW TOUKHU 3PEHUs MOCJIE BCKPBITUS JIEKAPCTBEHHBIN IpenapaT
JOTMyCKaeTcsl XpaHUTh He Oosiee yeM Z nHeil mpu temnepatype t C. MHble ycnoBus u
IIPOJOJKUTEIBHOCTD XPAHEHUS ABIISIIOTCS. OTBETCTBEHHOCTBIO 3asBUTEIIS.>.
3asiBUTENb 0053aH 00OCHOBATh 3HAUEHUS Z U t B KaXXJA0M cilydae. 3HaueHue Z He JOJKHO

B LIEJIOM IIPEBBILIATH 28 JTHEM.

MMPUJIOXKEHHUE Ne 8
K TpeOoBaHMSIM K HHCTPYKIIHH TI0
MEIUIMHCKOMY TIPUMEHEHUIO

JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPHUCTHKE JIEKAPCTBEHHOTO
npenapara Jyuis MEJULIUHCKOTO
MPUMEHEHHS

ITIPABUJIA
COCTaBJICHHS €JMHBIX JIACTKOB-BKJIAIBIMIEH ¥ OOIIMX XapaKTEPHUCTHK JIEKApCTBEHHOTO IIpemapaTa
Ha pa3HBIE JO3HPOBKH

Cnocka. I[Ipunoxenue 8 B pegakuuu pemenus Cosera EBpa3znilckoil 5KOHOMHAYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctymaer B cuiny no ucteueHuu 30 KajgeHIapHBIX JHEH ¢
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

1. Kpurepnn 00beqMHEECHIA HECKOJIBKAX JO3HPOBOK B UHYIO OOIIYI0 XapaKTePUCTHKY
JIEKAPCTBEHHOTO Tpenapara

B nensx ynpoiienuss paboT Mo OIEHKE PErUCTPAIMOHHOTO JOChE U DKCIIEPTH3bI
nH(popMaIuu 0 JEKapCTBEHHBIX MpenapaTax CleIyeT JJIisl BCEX SI3bIKOB COCTABJISTH €UHBIC
o0Iue XapaKTepUCTUKH JIEKAPCTBEHHOTO Mpernapara B OTHOIICHUH Pa3HBIX JO3UPOBOK OJHOU
U TOW XK€ JIeKapcTBEHHOU ¢GopMmbl. OOIIHUE XapaKTEPUCTUKHU JEKApPCTBEHHOTO Mpernapara
JIOJDKHBI OBITh TIOJTHOCTBHIO MACHTUYHBI (32 MCKIIOYEHUEM CHEeNU(PUIHBIX TSI TO3UPOBOK
CBEJICHUI), HAMpUMEp, €CIIM IOKa3aHus K MPUMEHEHHUIO IS Pa3HbIX JO3UPOBOK HE
COBIIAIAIOT, TO OOIIME XapaKTEePUCTUKHU JIEKAPCTBEHHOI'O Mpernapara KOMOMHUPOBATH HE
JOITyCKAeTCS.

B oTHOIIEHUM 00BEIMHEHHBIX TEPMUHOB HEOOXOIUMO UCTIOIB30BATh TOJIBKO MEPBUUHYIO
JIEKapCTBEHHYIO (OopMy, HAIIPUMEP, BO3MOKHO KOMOMHUPOBAHKE "PaCTBOP JJIsi MHBEKIIHI BO
(dbnakone" u "pacTBOP I UHBEKIIUNA B PEABAPUTEIHHO 3aMI0OTHEHHOM HITIPUIE" C YKa3aHUEM
TOJBKO "pacTBOP JIJIsi UHBbEKIUN'".



[Ipy mepBUYHOUN perucTpauuu JEKapCTBEHHOIO Ipemnapara ClIeayeT MCIOIb30BaTh
eJMHBIE O0IIMEe XapaKTePUCTUKH JIEKAPCTBEHHBIX MPEMapaToB.
B cnydae ecnu ekapCTBEHHBIN ITpenapaT BbITYCKAETCS B PA3JIMYHBIX JIEKAPCTBEHHBIX
dbopmax uHpoOpMalUs 0 KaxA0W JIeKapCTBEHHOM (hopMe TaHHOTO MpernapaTa Bcerjaa JoJKHa
OBITH TIPE/ICTABIICHA B PA3HBIX OOIIMX XapaKTEPUCTUKAX JIEKAPCTBEHHOTO TIpernapara.

2. CocTaBiieHHE €UHBIX OOMMX XapaKTEPUCTHK JIEKAPCTBCHHBIX IPENapaToB

B pasnenax, B KOTOPBIX OIPUBOJATCA CIEHU(PUYHBIE I PA3TUYHBIX JTO3UPOBOK CBEJICHNUA,
HE00XO0MMO UCIOJIb30BaTh T0/13ar 0JIOBKH.

[Tog3zaronoBok HEOOXOAUMO BBIIEIUTh NMOAYEPKUBAHUEM, OH JOJKEH COJEPKATh
HaVMEHOBAaHME JIEKAPCTBEHHOIO Ipemnapara, AO3UPOBKY (IO3MPOBKH), K KOTOPBIM OH
MPUMEHUM, U JIeKapcTBEeHHYI0 ¢hopmy (Hanpumep, "X, 5 mr, tabnetku", "X, 10 mr, Tabnetku"
u ap.). Ilocne yxazanus cnenuduyHON Il JO3UPOBKM HH(OpManuu HE0OXOAMMO
IPEeIyCMOTPETh ONPEACIICHHbIN MTPOMEKYTOK YTOOBI YETKO 0003HAYUTh KOHEI Celu(pUIHOM
uH(pOpMaMU 1 BO30OHOBIIEHUE YKA3aHHS OOIINX CBEJICHUN.

B paznene 1 "HanmeHoBaHMe J1€KapCTBEHHOTO Mpenapara” yKa3blBaTh I1O3aroJ0BKH HE
Tpedyercs.

Ipumep:

1. HAMMEHOBAHMWE JIEKAPCTBEHHOTI'O ITPEITAPATA

[ToproBoe HamMeHOBaHKE ], 5 MT, TAOJIETKH

[ToproBoe HaumeHoBanue], 10 mr, TabiaeTKH

2. KAUECTBEHHBII 1 KOJIMYECTBEHHbBIV COCTAB

[ToproBoe HauMeHOBaHue], 5 MT, TaOJIETKH

Kaxxnas Tabnerka coaepxur 5 mr Z.

[ToproBoe HanmeHnoBanue], 10 mr, TabaeTKH

Kaxnas tabnerka comepxkut 10 mr Z.

[TostHBIM IEpEeYEHb BCIIOMOTATEbHBIX BEIIECTB IIPUBEEH B pa3aeine 6.1.

3. JEKAPCTBEHHASI ©OPMA

Tabnerku

[ToproBoe HauMeHOBaHUeE], 5 MT, TaOJIETKH

TabneTku oT GeOro 70 Cierka >KeiaToro BeTa ¢ rpaBUpoBKoi "5" Ha oHOI cTopoHe U "
Y" Ha 0OpaTHOM.

[ToproBoe HanmenoBanue], 10 mr, TabiaeTku

TabmeTku ot 6eoro /10 cierka KenToro 1Bera ¢ rpaBupoBkoit "10" Ha ogHON cTOpOHE U
"Y" Ha 00paTHOM.

B mocnenyromux paszaenax KOMOMHUPOBAHHBIX OOITUX XapaKTEPUCTUKAX JIEKAPCTBEHHBIX

mperapaToB MOTYT COACPKATHCA PA3IUYAIOITHUECCA CBEACHUS:
1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA



2. KAUECTBEHHbII Y KOJIMUECTBEHHbIM COCTAB
3. JEKAPCTBEHHAS ®OPMA

Onucanue gekapcTBeHHOH GopMel (popma, IBET, pa3Mepbl)
4. KIMHUYECKUE JAHHBIE

(4.2. PexxuM T03MpOBaHUS U CIIOCOO IPUMEHEHU)

6. DPAPMAIIEBTUYECKUE CBOMCTBA

(6.1. TTepedeHpb BCIIOMOTaTENILHBIX BEIIECTB)

(6.3. Cpox rogHOCTH (CPOK XpaHEHWs))

(6.5. XapakTtep 1 coaepaHHE YIMaKOBKH <H CIENHAIbHOE 000PYIOBaHUE ISl HCIIOIB30BAHMS, BBEICHUS WIIH
UMIUTAHTAIII>)

(6.6. OcoOble Mepbl TMPETOCTOPOKHOCTH MPH YTUIIU3AIIMN HCIIOJIH30BAaHHOTO JIKAPCTBEHHOTO TMpemnapara win
OTXOJIOB, MOJIY4YEHHBIX MTOCTIe MPUMEHEHHS JIEKapCTBEHHOT0 IpernapaTa, ¥ Ipyrue MaHUIYJISIHUN C IPEeTapaToM)
8. HOMEP (HOMEPA) PETMCTPAILIMOHHbBIX Y/IOCTOBEPEHIH

9. KATEI'OPH OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

10. ZOBUMETPUSA (ECJIN TIPUMEHHUMO)

4. EnyHEIA JTMCTOK-BKJIABIIT

[IpaBuna cocTtaBieHUs €IMHOTO JIMCTKA-BKJIAJbIIIA SIBJISIIOTCS CaMOCTOSATEIbHBIMU
OpaBUjaMM U HampsIMyl0 HE 3aBUCAT OT NPaBUJI COCTABICHUA €AUHOWU oOIIei
XapaKTEePUCTUKU JIEKAPCTBEHHOTO TMpemnapara. B CBS3M ¢ 3TUM HCMNOJIb30BaHUE E€UHBIX
OOIIUX XapaKTEPUCTUK JEKAPCTBEHHBIX IMPENapaToB JOMYCTUMO (€ciu COOII0/IEHBI
COOTBETCTBYIOIIME KPHUTEPHUH), JAXKE €CIH COCTABICHHE €IMHOr0 JIMCTKAa-BKIJIAJbIIIA HE
Oy CTHMO.

3asBUTEINb BIPaBe MOAATh 3asBKY Ha PETUCTPAIIUIO C €IUHBIM JIMCTKOM-BKJIABIIIEM JJIsI
HECKOJBKHX JIO3UPOBOK OJTHOM U TOH ke JIeKapCTBEHHOU (opMbl. ENMHBINA TUCTOK-BKIIA IBIII
JIOTYCKAETCsl COCTABIISATh MPU COOMIOJICHUU CIETYIONUX 3 YCIOBUI:

a) peXUM J03UPOBAHMS, YKa3aHHBI B OOIIEN XapakTEPUCTUKE JIEKAPCTBEHHOTO
npenapara M JUCTKE-BKIIaJbIIlIe, IPEyCMaTPUBAET IO MEHBIIEH MEPE JIBa BApUAHTA PEKUMA
no3upoBanusi (Hampumep, (aza moadopa 103bl, KOPPEKLUHS J03bl B 3aBUCUMOCTH OT
KJIIMHAYECKOTO OTBETA WJIM KOPPEKIIUSA T03bI Y OCOOBIX TPyI);

0) uadopmanus B TUCTKE-BKIIAJIBIIIE ISl HECKOJIBKUX JO3UPOBOK MOJHOCTHIO UACHTUYHA
, 38 ICKJTFOYEHUEM HEOOJBIIOr0 YKcia CIeU(PUIHBIX 1151 JO3UPOBOK CBEICHHIA,

B) Ipe/iaraéMblii KOMOMHUPOBAHHBIN JINCTOK-BKJIA/IBIIT HE JOMYCKAET MyTaHUIIBI MEXKITY
MPUEMOM PAa3HBIX JO3UPOBOK M HE MPUBOJUT K PHUCKY HENPABHIBHOIO MNPUMEHEHHUS
JIEKapCTBEHHOTO Mpernapara MaldeHToOM WIH MOTpeOUuTenemM.

B nensax cocrtaBiieHUMss KOMOMHHUPOBAHHOTO JIMCTKA-BKJIAJbIIIA 3asBUTEIb JIOJKEH
BKJIFOUUTD B 3asBJICHHE HA PETUCTPALINIO, TOATBEPKICHUE perucTpanuu (IepeperucTpalmio),

BHECEHUE M3MEHEHUM B PETUCTPAIIMOHHOE JIOChE COOTBETCTBYIOIIEE 00OOCHOBAHUE.
IMTPUJIOJKEHUE Ne 9
k TpeGoBaHUAM K HHCTPYKIHH IO
MEUIUHCKOMY TIPHMEHEHHUIO
JIEKapCTBEHHOTO Tperapara u oomuieit



XapaKTCPUCTUKE JICKAPCTBECHHOT'O
npenapara sl MEAUIUHCKOT O
TIPUMCHEHUA

ITPABAJIA
yKa3aHUA JO3HPOBKH (KOIMIECTBEHHOTO COIEP KaHHA JESHCTBYIOIMX BEMIECTB) B HANMEHOBAaHUHI
JIEKapCTBEHHBIX IIPENapaToB

Cnocka. I[Ipunoxenue 9 B pegakuuu pemenus Coera EBpa3nuilckoil 5KOHOMHAYECKOU
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHud 30 KaJeHJapHBIX AHEU ¢
JaThl €r0 OUIIUAIBHOTO OIMyOJIMKOBAHUS).

1. O6mue monoxeHus

JlexapcTBEHHBIN MpenapaT MapKUpyeTcs B ClieytolieM Bue: "(TOproBoe) HaMMEHOBAHKE
+ no3upoBka + jekapctBeHHas ¢opma". Takoe ykazaHue paccMaTpuUBaeTCs B KayecCTBE
MOJIHOTO HAMMEHOBAaHUS JIEKAPCTBEHHOI'O IPENapara, B CBS3M C YEM HCIIOJIb3YEMOE Jajee
MOHATHE "HauMeHOBaHUE" B HacToAmMX [IpaBunax moHMMAETCA Kak MOJHOE HAMMEHOBAHUE
JIEKapCTBEHHOTO Mperapara, CoOAepIKalllee yKa3aHHbIE 3 JIIEMEHTA.

B cooTtBercTBUM ¢ myHkTOM 1 paznena Il TpeGoBanMil K MHCTPYKIUU N0 MEAUIIMHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOI'O TMpernapara U OOIIed XapaKTepUCTUKE JIEKapCTBEHHOTO
npemnapara JJisi MEIMIIMHCKOTO TPUMEHEHMs, YTBepXKJIeHHbIX pemeHuem CoBera
€BPa3HIICKOI SKOHOMUYECKOU Komuccuu ot 3 HosiOpst 2016 r. Ne 88 (manee — TpeboBaHus),
1o/l JO3UPOBKOM B HAMMEHOBAHHMH JIEKAPCTBEHHOTO Mpernapara MOHUMAETCS KOJUYECTBO (
coJepkaHue) JAEUCTBYIOIIETO BEIIECTBA B €IUHUIE JICKAPCTBEHHON (POpPMBI, a TaKXKe B
€IUHUIIE MAacChl WJIM O0BbEMa JIEKAPCTBEHHOI'O Mpemnapara, 3HauYuMOE [JIs MPaBHIIbHOM
UJIeHTU(PUKAIIMA U TIPUMEHEHUS JIEKapCTBEHHOr0 mpenapara. /[03upoBka B HAMMEHOBAHUU
JIEKapCTBEHHOTO TpernapaTa A0 KHa COOTHOCUTRCS ¢ MH(pOpMaIUe, yKazaHHOU B pasnene 2
1 4.2 o011eil XapaKTEPUCTUKH JIEKAPCTBEHHOTO Mpenapara JJjisi METUIIMHCKOTO MpUMeHEHUs (
nanee — OXJIII).

ConeprkaHue IEMCTBYIONIETO BEIIECTBA B €IMHUIIE MACChI WIIM 00beMa JIEKAPCTBEHHOTO
npenapara TakKe Ha3bIBAETCA KOHIIEHTpPAIMEW W MNPUBOJUTCS MNPEUMYILIECTBEHHO s
HEJ03UPOBAHHBIX JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX MTPENapaToB.

JI1s1 HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (POPM JO3UPOBKA BHIPAKAETCSI KOJIUUECTBOM
JIEUCTBYIOIIET0 BEIIECTBA, BBICBOOOXKIAEMOr0 M3 JIEKAPCTBEHHOW (OPMBI B E€AMHUILY
BPEMECHH.

VYka3zaHue NO3UPOBKM B HAMMEHOBAHHH JICKAPCTBEHHOTO MpemapaTra 00ecleunBaeT
npeAcTaBIeHUE MAIMeHTy Hanbojee 3HaYuMON HH(POPMAITUU O KOJIUYECTBE JIEKAPCTBEHHOTO
npernapara npu €ro NpUMEHEHUH, MO3BOJISIET JIErKO UJICHTU(UIIMPOBATH JIEKAPCTBEHHBIN
npenapar U OTJIM4YaTh €ro OT APYrux (opM BHITyCKa TOTO Mperapara, a TakKe MO3BOJISIET
Bpaudy HA3HAYATh JIEKAPCTBEHHBIN Mpenapar ¢ y4eTOM JIPYTUX aClEeKTOB MPOIECCa JICUCHUS U



IIPUMEHEHHUS 3TOTO JIEKAPCTBEHHOTO npenapara. L{enp ykazaHus T03UpOBKH B 3TOM CIIy4ae
oTinuHa OT 1enei pazaena 2 OXJIII u pa3aena 2 MapKUpOBKH, B KOTOPBIX COAEpKATCS OoJiee
MOAPOOHBIC U AHATMUTHYECKUE TaHHBIE O TOYHOM KOJMYECTBE Mperapara Kak B OTHOIICHUU
(dapmaneBTUYECKON CyOCTaHIIMK (aKTUBHOM YacTU MOJIEKYJIbl JEHCTBYIOLIETO BEIIECTBA), TAK
Y JIEKapCTBEHHOT'O Ipenapara. YKa3zaHue JO3UPOBKHU JOJKHO OCHOBBIBATHCS HAa KPUTEPHUAX
yno0cTBa JjIsi MOHUMAaHUS MOTpeOuTeneM (Ha3HAYaloIMM JIMIIOM), & HE Ha KPUTEPHUIX
KauyecTBa JIEKApCTBEHHOTO MpernapaTa (aHATUTUYECKUX KPUTEPUSIX).

Crenenp geranuzanuu Mexay paszzaenamu 1 u 2 OXJII moxeTr paznuyarbesi, HO3TOMY
Npu ykKazaHuu 103upoBku B pazfene 1 OXJIIl e TpeOyercs BKIOUATh M30BITOUHBIC
CBEJICHUSI, KOTOphIE cofiepxkatcs B apyrux pazaenax OXJII u mapkupoBKe JIEKapCTBEHHOTO
npenapara. Ecinu 1o3upoBKa B HAMMEHOBAHUM JIEKAPCTBEHHOTO MPETAPATa OTPAKAET TOIBKO
oO11ee KOJMYECTBO ACHCTBYIOLIErO BEIIECTBA B MEPBUYHON YNAKOBKE, B IPYTUX pa3ieinax
OXJIIT u MapKupoOBKe JIEKApCTBEHHOTO TMpenapara HeoOX0AUMO MPUBECTH YETKOE yKa3aHUE
oOmiero oobemMa M KOHIEHTpAlUMU Ha €IMHUIY 00beMa B COOTBETCTBHM C YKa3aHUSMH K
tabnuiie B myHkTe 2.3.5 nacrosmmx [IpaBun. AHanoru4Ho, ecim 103UpOoBKa B HANMEHOBAHUH
JIEKApCTBEHHOTO MpernapaTa yKa3blBaeTCs B BUJE KOHLIEHTPALMM HA €AUMHUIY 0ObeMa, B
npyrux pazaenax OXJIII u mMapkupoBKe JIGKAPCTBEHHOIO Mperapara He0oOXOIUMO YETKO
yKa3aTh 00Ilee KOJWYECTBO JCHCTBYIONIErO BEIleCTBA U OOUIMA O0BEM JIEKapCTBEHHOIO
npernapara B COOTBETCTBUM C yKa3aHHUSIMU K Tabnuie B nyHkTe 2.3.5 Hactosiuux [IpaBui.
TouHOoe yKa3zaHuME HTHUX KIIOYEBBIX JJEMEHTOB B IMpeAiaraeMoil MapKUpOBKE W Ha
YIAKOBOYHOM MaTe€pHalle 3asBUTEIEM SBIISIETCS KIFOUEBBIM ACIEKTOM IIPH 3KCIEPTH3E
MaKeTOB M 00pa3lOB JIEKAPCTBEHHOTO Mpernapara, HalpaBICHHbIM Ha CHUIKEHHE PHUCKA
omMOKKM Jo3upoBaHud. Jlu3allH MapKUPOBKH, HCIOJIB3YyEMbIH (apMalleBTHYECKUM
NPOU3BOAUTENEM, IOJKEH o0ecrneynmBaTh 3aMETHOCTb U OJHO3HAYHOCTh IMOHUMAaHMUS
KJIF0U€BOM MH(MOpPMAIUK JJIs1 TPaBUILHOTO MPUMEHEHHMS JIEKAPCTBEHHOIO Mpernapara.

J103upoBKY (KOHIEHTpAILMIO) YKa3bIBAIOT, KaK MPaBWIO, JJi OAHO-, JABYX- H
TPEXKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MpenapatoB. B OTAENbHBIX cCllyyasx IJOMYCKaeTcCs
yKa3aHHe JO3UPOBKH (KOHILIEHTPALMU) SISl YETHIPEX- U MSATUKOMIIOHEHTHBIX JIEKAPCTBEHHBIX
npenaparos.

Hacrosmiee npuioxeHue no3BoJisieT 00ecneunTh rapMOHU3ALUIO YKa3aHusl HH(opManuu
JUTSI CXOKUX JIEKAPCTBEHHBIX MPEMApaTOB M JEKAPCTBEHHBIX (POPM M COBEPIICHCTBOBAHHUE
MapKHUPOBKH JIEKAPCTBEHHBIX MPENapaToB Juisi 00eCreyeHus MpaBUiIbHOTO U 0€301acHOro X
MPUMEHEHUSI U MUHUMU3AIMHU OIMTHOOK JI03UPOBAHUS.

[Tonoxxenust Hactosimux [IpaBus pacrpoCTpaHSIOTCS HCKIIOUUTENIBHO Ha yKa3aHue
JO3UPOBKM B HAMMEHOBAHUU JIEKAPCTBEHHBIX IMPENapaToB U HE 3aTpParuBaroT Jpyrue
PEryJIsTOpHBIE MPOUEAYpPHI (HApUMEp, MpaBUiia MPUCBOCHHUS HOMEPOB PErHMCTPALIMOHHBIX
YAOCTOBEPEHUH, pacyeTa BEJIMYMHBI MOLUINH, BBIOOpa MEXAY U3MEHEHUEM, TPEOYIOIIUM U HE
TpeOYIOIUM HOBOM PETUCTpAIUH, U JIp.).



2. Yka3aHue J03UPOBKHM B HANMEHOBAHUY JIEKaPCTBEHHEIX IIPENapaToB

Haubonee noaxoasmuii BapuaHT yKa3zaHus TO3UPOBKU B HAMMEHOBAHUU JIEKAPCTBEHHOTO
Ipenapara OIpeAenseTcss B MHIWBUIYAJIbHOM IOpsAAKE. ECIM B YNakOBKY BIIOXKEHO
COOTBETCTBYIOLIEE O3UPYIOIIEE U3JENNE, U C ITOMOIIbIO HEro OyqyT BBEJEHBI OJHA WU
HECKOJIbKO (PUKCHUPOBAHHBIX /103, HEOOXOJMMO YKa3bIBaTh JO3UPOBKY C YYETOM €ro
UCIIOJIb30BaHUS.

B nononHenue k nonoxeHusM noapaszaena 1 paszaena I tpedoBanuii, 11s NpaBUILHOTO
OTpe/ieNIeHUs] yKa3aHUs JI03UPOBKHU (HampuMep, T03UPOBKU B MAapKUPOBKE JIEKAPCTBEHHBIX
[IpenapaToB, UCCIEAYEMBIX B KIIMHUYECKUX HUCCIIENOBAHUAX WU [PU HATUYUU JO3UPYIOLIErO
U3JIeNHs) HEOOXOMMO YUUTHIBATh CIAEAYIOUINE (PaKTOPHI.

2.1. Jlna yxazaHusi AO3UPOBKHU (KOHUEHTPALMK) IPUMEHSIOT CIAEAYIONINE COKPAILICHUS
CAUHUL U3MEPEHUSL:

r — rpamMmm

Mr — MIUITHTPaMM
MKT' — MHUKpPOTpaMM
MIT — MIITHITATP

JIns yka3aHHS JO3UPOBKU TAK)KE NPUMEHSIOT YKa3aHUE 3HAUCHUS aKTUBHOCTH
JIEUCTBYIOIIETO BEIIECTBA, MPUBEEHHOE B ojpazene 1 paaena Il tpeboBanuii.

[Ipun ykazaHum DO3MPOBKM HAMMEHOBAHUE CIWHUIIBI JICKAPCTBEHHOU (HOpMBI HE
npuBoautcs. Hanpumep, 200 mr, a ue 200 mr/tabnerka, 20 ME, a ne 20 ME/¢naxoH.

2.2. KonnuecTBeHHOE YKa3aHUE J03UPOBKU (KOHIIEHTPAIUN).

2.2.1. Tlpu yxa3aHuu JO3UPOBKHU (KOHUEHTPAIMH) €€ YNCICHHOE 3HAYEHUE JOJHKHO OBITh
BBIPQKEHO B PallMOHAJIBHOM BHJIE, YTO JOCTUTAETCS MYyTEM BBIOOpAa COOTBETCTBYIOIIUX
€IUHUIl U3MEPEHUs] WJIM COOTBETCTBYIOIIMX IMPUCTABOK JJIsi 0Opa3oBaHUs JECATUYHBIX
KPaTHBIX U JOJbHBIX €AUHUIL U3MEPEHUSL.

2.2.2. llpu yka3aHuu JTO3UPOBKU (KOHIEHTPAIMU) BHIOMPAIOT €IUHUIIBI U3MEPEHHUS,
MO3BOJISIIOIIME MCIOb30BaTh 1EJble, & HE APOOHBIC YMCIIA, WIM 1eJble Yhucia ¢ APOOHBIM
pazpsgaoM 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 ykazaHuu NO3UPOBKU (KOHIIEHTPAIIMU) BHIOMPAIOT €IUHHIIBI U3MEPECHHUS,
NO3BOJISIIONTME U30ekKaTh YKa3aHUs yucia, cojeprkamiero oomuee tTpex paspsaos (1000 u Gonee
). Hanmpumep, 1,5 1, a ue 1500 mr, 5 mr, a He 5000 MKr.

B ciyuasx ecnu no3upoBKa BbIpa)keHa HE B €IMHUIAX Macchl (Hanpumep, B ME unmu
IpYyTUX €JWHHUIlaX), TOJBKO Ha YMaKOBKE JOMYyCKaroTcs cokpamieHust "muH.", "mupa.",
Hanpumep 5 MiaH. ME, a B OXJII U uHCTpYKIMU MO MEIAUIMUHCKOMY HNPUMEHEHUIO
JIEKapCTBEHHOTO Mpernaparta (JTUCTKe-BKIIAJIbIIIE) OHU HE IPUMEHSIOTCS.

2.2.4. B ciyuyae eciau MpOU3BOJIUTENb BBIMTYCKAET JEKAPCTBEHHBIN Mpenapar OgHOTO
HAaMMEHOBAHUSI B OJHOM JIEKAPCTBEHHOW (popMe C pa3HbIM KOJIMYECTBOM JIEUCTBYIOLIETO
BEIIECTBA, JO3UPOBKMU YKa3bIBAIOTCS B OJIMHAKOBBIX E€IMHUIIAX MJIsI BCEH JUHEHKH



JekapcTBeHHoro npenapara. Hanpumep, 0,75, 1ru 1,5, ane 750 mr, 1 ru 1,5 1, 250 mr,
500 mr u 1000 mr, a e 250 mr, 500 mru 1 r.

2.2.5. B cimy4ae UCIOB30BaHUS B KAYECTBE JICUCTBYIONIUX BEIIECTB d(PUPOB, COJICH,
COJIbBATOB YKa3bIBAETCS COJICPXKAHUE JICHCTBYIOIIETO BEIIECTBA B MEpecUeTe Ha aKTUBHYIO
4acTh MOJIEKYJIbI (KUCIOTY, OCHOBaHHE, 0€3BOIHOE MM CyXOo€ BemiecTBo). Hanmpumep, npu
MCIOJIb30BAaHUU B KayeCTBE JCHCTBYIOLIErO BellecTBa kKeToThudeHa pymMapaTa yKa3blBaeTCs
coJiep>KaHMe JIEWCTBYIOIIETO BEIIECTBA B MIEpecyeTe Ha KETOTU(EH.

B cnywae ecnu ucnonb3dyembie cOH, dPUPH OTIHYAIOTCS (PapMaKOJIOTHYECKUM
JNeUCTBUEM JONMYyCKaeTCsd YKa3blBaTh JIO3UPOBKY B IepecueTe Ha BCIO MOJEKYIy
JICHCTBYIOIIETO BelecTBa (HampuMep, OCH3WITICHUITUININHA HATPUEBAS COJIb).

2.2.6. Jlynsi NByXKOMITOHEHTHBIX JIEKAPCTBEHHBIX IPENapaToB COAEpKaHUE KaKJI0ro U3
JIBYX JCHCTBYIONIMX BEIIECTB YKAa3bIBACTCS, C HMCIOJb30BaHWEM 3Haka "+" wnu "/" u
OJIMHAKOBBIX €IMHMI] U3MEPEHUs, Hanpumep, "25 mr + 50 mr" unum "25 mr/50 mr".

JI1sT MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB COJEpPKAHUE KaXKIOro U3
JNEUCTBYIOIIMX BEUIECTB YKa3bIBAETCS IOCIEIOBATEIBHO B MOPSAKE, COOTBETCTBYIOLIEM
IPpyNIMPOBOYHOMY (OOIIEPUHATOMY) HAMMEHOBAHUIO, C UCIIOIb30BaHUEeM 3Haka "+" umm "/"
. Harrpumep:

"AmnogunuH + Bancapran + 'mppoxnopornaszua” — "5 mr + 160 mr + 12,5 mr", rae 5 mr
— coaepxkaHue amuonunuHa, 160 Mr — coaepkanue BaicapTaHa, 12,5 Mr — cojep;kaHue
TUAPOXJIOPOTHAZHUA;

"Amnonunus / Bancapran / ['mapoxnoporuazua" — "5 mr / 160 mr/12,5 mr", rae 5 mr —
coJepkaHue amioaunuHa, 160 Mr — coaepxkanue BajicapraHa, 12,5 mr — cojepxaHue
TUIPOXIIOPOTHAUIA.

[Ipn »TOM HCHONB3YIOTCS OJWHAKOBBIE €IUHUIIBI M3MEPEHUs sl 0003HAYCHUS
coliepKaHus KaXJ0Tro M3 JEHUCTBYIOIMIMX BEIIECTB (B Ciydae HCIOJIb30BaHUSI MACCOBBIX
€JIMHUI] BBIPAKCHMUS ).

2.3. Yka3aHue KOHUEHTPALHH JIJISl JJIEKAPCTBEHHBIX MPEMAPATOB.

2.3.1. JIns yka3zaHusl KOHIICHTPAIIUU MPUMEHSIOT KOMOWHAITUIO OTHOIICHUH €UHUIL
U3MEPEHUS, IPUBEICHHBIX B OANyHKTE 2.1 HacTosmux [IpaBun, Hanpumep:

/™M1 rpamMM Ha MUJUTUITATP
MTI/MIT MUUIATPAMM Ha MUJUTHITUTP
MKT/MIT MHUKPOTPaMM Ha MUJUTHIIATP
Mr/T MUJITUTPaMM Ha rpaMM
MKT/T MHUKpPOTPaMM Ha rpaMM
MKI/MT' MHKpPOIpaMM Ha MUJUITUTPaMM
MEXyHapOIHAs eIUHHIA ONOJOTHIECKONU aKTHBHOCTH
ME/mn
Ha MUJUTHJIATP
ME/r MeXIyHapOaHasl eAMHNIIA OUOJIOTMYECKON aKTUBHOCTH

Ha rpaMm



ME/mMr MEXIyHapOoaHas eIUHAIA ONOJIOTHYECKOH aKTHBHOCTH
Ha MIJITUTPaMM.

2.3.2. YkazaHue J03UPOBKHU B TPOIEHTAX HE JOIMYCKAaeTCs, 3a MCKIIYCHHEM
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenapatoB (WU HOBBIX JO3UPOBOK TaKUX
MpenapaToB), JO3UPOBKH KOTOPHIX TPAJUIIMOHHO BBIpAXaIuCh TakUM crnocoOoMm (B
YaCTHOCTH WH(Y3MOHHBIE U MHBEKIIMOHHBIE PACTBOPHI: M30TOHUYECKHUIN pACcCTBOpP HATPUS
XJIOpHUa, PaACTBOPHI TIIOKO3bI U alb,OYyMUHA, B HEKOTOPBIX CIy4asX TBEPJbIE U MATKUE
JeKapCcTBEHHbIE (OpMBI B MHOTOJIO30BBIX YymakoBkax). I[Ipum sToM nomyckaercs
HCMOJIb30BaHME 3HAKA MPOLEHTa "%" B CIIENYIOIIMX 3HAYEHUSX:

MacCCOBBII MPOLEHT, BHIPAXKAOIINI KOJIMYECTBO TPaMMOB A€iCTBYOIIEro Bemectsa B 100
rpaMMax JeKapCTBEHHOTO IIpenapara;

Macco-00bEMHBIN TPOIIEHT, BBIPAYKAIOIINN KOJIHMYECTBO T'PAMMOB JE€HCTBYIOIIETO
BemiecTsa B 100 MummnnTpax JIeKapCTBEHHOTO TMIpernapara;

00BbEMHBIM MPOLEHT, KOJIMYECTBO MUIMIUTPOB JelcTByromero Bemiecrsa B 100
MUJUTWIIMTPAX JEKAPCTBEHHOTO IMpernapara.

2.3.3. Ilpu yka3zaHuy KOHUEHTPAUHNHU JACHCTBYIOIIErO BEIIECTBA B €AMHUIEC MACCHI UJIU
o0OBeMa JiekapcTBeHHOTrO npenapara nudpy "1" ne ykassiBator. Hampumep, 200 ME/mi, a ve
200 ME/1 M.

2.3.4. JlomyckaeTcsl yKa3blBaThb COJIEp>KaHUE JAEHCTBYIOIIErO BEIIECTBA B WHOM
KOJIMYECTBE MAacCChl WM 00beMa JIEKapCTBEHHOI'O Ipernapara, MpUBOJS MPU 3TOM JaHHOE
KOJIMYECTBO Mpenapara, Harmpumep, 200 ME/0,5 m.

2.3.5. JIn1 MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENapaToB KOHUEHTPALHIO
YKa3bIBalOT C YYETOM IOJOKEHUN MoAnyHKTa 2.2.6 HacTosmux [IpaBun Hanpumep, (25 mr +
50 mr)/5 mut unu (25 mr/50 mr)/5 M.

VYkazaHue J03UpOBKHU (KOHUEHTPALMH) JIJISl PA3IMYHbIX JIEKAPCTBEHHBIX (DOPM MPUBEIECHO
B Ta0iuIe, TAE HCHOJB3YIOTCS CIEAYIONIME YCIOBHBIE O0OO3HaYeHWs: X MI/MI =
KOHIIeHTpalus; Z Mr = oblijee coJep>xkaHue ACHCTBYIOIIErO BelecTBa; Y M = OOIIHH 00beM;
Z mr/Y mur = obliree coepkaHue AEHCTBYIOIIETO BEIIECTBa B 001meM oObeMe.

Crnoco6  BBIpaxeHUs
IIpeanouturensHoe

JlekapcTBeHHas opma Tun nepBuYHO yl'IaKOBKI/II JTIO3UPOBKH (KOHIICHTPAIIH
0003HaYCHHUE TO3UPOBKU )3

JlekapcTBEHHBIE MIpETIapaThl A7l TpHeMa BHYTPb

TBepable 103UpPOBaHHBIE

KOJINYECTBO HAa EIWHUILY
JeKapcTBEHHbIE (OPMBI ( OTHOI030Bas

JIO3UPOBAHHOU Z mr

Hanmpumep, TaOIeTKH,  MHOTOI030Bas N
JIEKapCTBEHHOW (OPMBI

KariCyJIbl)

TBepable HEO3UPOBAHHBIE
JeKapcTBeHHbIe (OpMBI ( MHOTOII030Bast
HanpuMep, TPaHyJIbl)

KOJIMYECTBO Ha CIAMHUILY
X Mr/t
MacChl

o0Iee KOJMYECTBO B
0JIHOJ1030Bas N Z Mr
MIEPBUYHON YIIaKOBKe



Msrkue nekapcTBEHHbIE
¢dopmsbl (HarpuMep, HacTa,
TeJb JUIs IpHeMa BHYTPb)

Kunkue nexkapcTBeHHBIE

¢bopmbel  (Hampumep,
aMITyJIBI, calle)

Ilopomku (rpaHyisl) It
MPUTOTOBJICHUS KHUJIKHX

JICKApCTBEHHBIX (hOpM

MHOIroJa030Bas

OJIHO030Bas

MHOroao3oBas

OIHOI030Bast

MHOI'0/1030Bast

KOJIUYCCTBO Ha CAWHUILLY

MacCChbl

o0IIee KOJMYECTBO B

IIEPBUYHOH YIIAKOBKE

KOJINYCCTBO Ha CAWHULY

o0beMa

o0111ee KOJIMYECTBO B

HepBI/I‘IHOﬁ YIOaKoBKeE

KOJIMYECTBO Ha CIMHUIY

o0beMa nocie

BOCCTAHOBJICHUSA

.HCKapCTBeHHLIG npenaparsl AJId NApEHTCPAIbHOTO BBEACHU S

Kunkue nexkapcTBEHHBIE

hopmbI

ITopomku OIs

OPUTOTOBJICHUA KUAKUX

JIEKapCTBEHHBIX (bopM6

KonuenTpatst

Konnentpatsl

WmvmnaHTaTH

WmmnaHTaTh

OIHOI030Bas (mpu
e}II/IHOBpeMeHHOM

BBe,Z[eHI/II/I4)
ogHomo30Bas  (mpH

YaCTUYHOM BBe):leHI/lI/I4)

MHOroao3oBas

OIHOI030Bast

MHOI'0/1030Bast

OJIHOI030Bas

(mpu  eAMHOBpPEMEHHOM

BBeI[eHI/II/I4)

OIHOI030Bast

(HpI/I YaCTUYHOM BBCICHHUU

4

MHOroao3oBas

o0liee KOJMYECTBO B

TIEPBUYHOHN YIIAKOBKE

KOJIMYECTBO Ha CAMHHUILY

o0BeMa

KOJIN4YCCTBO Ha CAWHULY

o0beMa

o011lee KOJIHMYECTBO B

HepBI/I‘IHOfI YIIaKOBKE

KOJIMYECTBO Ha CAMHUIY

o0beMa mnocie

BOCCTAaHOBJICHUSA

o0Iee KOJHMYECTBO B

NIEPBUYHOH YIIAKOBKE

KOJIN4YCCTBO Ha CAWHULY

o0bema nepen

pa3BeJieHuEeM

KOJIMYECTBO Ha C€AWHHUIY

o0beMa
pa3BelicHUEM

nepen

o0111ee KOJIWYECTBO B

HUMILIIAaHTATC

JlekapcTBEHHBIE TIpETIapaThl AJIs1 HAPYKHOTO, TPAHCAEPMAIBHOTO, PEKTAILHOTO,

BarnHaJIbHOT'O BBEACHHNA, HAHECECHUA HA CIIM3UCTYIO O6OJIO‘IKy TI0JIOCTH pTa, JECEH

TBepable 03UpPOBaHHBIE

JeKapcTBEHHbIE (OpMBI ( OTHOI030Bas

Harpumep, CyHHO3HTOpHI>i, MHOIroJa030Bas

TabIeTKa, Karncyia)

TBepable HEO3UPOBAHHBIE

JICKApCTBCHHBIC (l)OpMI)I (MHOFOI[O3OBE[$I

HarpuMmep, MOpOIIOK)

KOJIHYECTBO

X Mr/t

Z Mr

X Mr/mi

Z mMr

X Mr/min

Z mMr

X Mr/mm

X Mr/mi

Z mMr

X Mr/mi

Z Mr

X Mr/mm

X Mr/mi

Z mMr

Ha €AMHHMILY JO3HPOBAHHOW Z MT

JIeKapCTBEHHON (hOPMBI

KOJIMYECTBO Ha CIAMHUILY
X Mr/t

MaccChl



TpchnepMaanMe HOMHHAJIBHOC KOJIMYCCTBO,

npenaparsl s O0JHO/1030Bast BBICBOOOXIaeMoe Ha X mr/Y u
CHCTEMHOTO PUMEHEHHS ( €IMHHILy BPEMECHN

HampuMmep, TMIACTHIPh

TpaHCAECPMATBHBIN)

TpaHcaepManbHbIe

mpemnapaTsl i MECTHOTO
o011ee KOJIWYECTBO B

MPUMCHEHUs (HampuMep, OJHOI030Bast Z Mr
T1acThIpe
MIacTH Pb
TpaHCAEPMAIBHBIN)
Msirkue JneKapcTBCHHBIC
OJHOI030Bast KOJTMYECTBO HA €IUHUILY
(opmbI (HampuMep, Kpem, X mr/r
MHOT'0/1030Bast MacChbl
Telb, Masb)
obmiee KOJHYECTBO B
O0JIHOJI030Bast . Z Mr
Kugkue nexapcTBEHHbIE IIEPBUIHOU YIIAKOBKE
(bopmbI KOJINYECTBO Ha €IMHHILY
MHOT'0/1030Bast X mr/mn
o0beMa

.HeKapCTBeHHI)Ie npenaparbl AJ1d MHT AN

NHransuuoHHbIe
JeKapcTBeHHBIE (OPMBI ( OJHOA030Bast KOJMUYECTBO B

. X Mmr/mo3a
HalpuMep, TBEPABIE  MHOr01030Bas JOCTaBJIsIEMOH J103€

KarcyJibl, a3p030JIH, T'a3bl)

PactBop (cycmen3us,
o011lee KOJIHMYECTBO B
IMYIIbCHSA) s OIHOI030Bast Z Mr

. TIEPBUYHOHN YIIAKOBKE
HeOynaiizepa

PactBop (cycmeHsus,
KOJINYECTBO Ha E€AMHUILY

AMYJIbCHUSA) TUTSE MHOT0JI030Bast X mr/™Mn
. o0beMa

HeOymanzepa

OdTansMoI0rHYeCKHe, YITHBIC W Ha3aJIbHBIC JIEKAPCTBEHHBIC TIperapaThl

JKugkue nmexapcTBEHHBIC OJHOA030Bas KONMYeCTBO Ha eNUHMLY |y
MI/MJIT

(hopmBI MHOT'0/1030Bast obbema

Msirkue JNeKapCTBEHHbIE OJHONO030Bast KONHECTBO Ha CAMHMLY | y
MI/T

(dhopmbl (HarpuMep, Ma3b)  MHOTOZ030Bas Macchbl

' Onnopososas MEpBUYHAS YIAKOBKAa COJEPKUT KOJHYECTBO Ipernapara,
IIPEHAa3HAYEHHOE JUISl TTOJIHOTO MJIM 4aCTUYHOTO NMpUMeEHEHHUs 3a | nmpueM. MHOronososas
NEpPBUYHAs YIIAKOBKA COAEPKUT KOJMYECTBO Ipernapara, IPUrOJHOE Il IBYKPATHOIO U
0oJee 103UpOBaAHUS.

2 KomnuecTso dapmaneBTHUECKONH CyOCTaHIIMU WJIM JACHCTBYIOLIETO BEIIECTBA
COOTBETCTBEHHO.
3 Kpome yka3zaHHbIX B TaOauie crocoOOB BbIpaXKEHHS JO3UPOBKHU (KOHLEHTpPALMH),
JNOIYCKAETCA HMCIIOJIb30BaTh APYTHE NMPUEMIIEMBIE €IMHULBI U3MEPEHUS JJISI BBIPAKECHUS
JO3UPOBKHU (KOHLIEHTPALUH).

4 EI[I/IHOBPCMGHHOG BBCACHHUC: IPUMCHCHHNC BCCI'O KOJIMYCCTBA I[GﬁCTBYI-OIH@FO BCIICCTBA,
COACPKAIICTOCA B HCpBH‘-IHOﬁ YIIAKOBKC C€IWMHOBPCMCHHO B paMKax OJHOI'O BBCIACHUA.



YacTtruHoe BBEICHUE: BBOAMMAS 71032 PACCUMUTHIBAETCS B MHAUBUAYAILHOM TOPAIKE (B MI/KT

MAacCChI Teja, B MF/Mz), a HEHCIOJIb30BAaHHAs YaCTh JICKAPCTBEHHOIO IIperapara yHUYTOKASTCs

> Eciu B HaMMEHOBAHHH JIEKapCTBEHHOTO Tperapara JO03UPOBKA YKa3bIBACTCS Kak
KOHIIEHTpAIMs Ha YIaKOBKE HEOOXOJMMO UYETKO yKaszaTh OOIlee CoJepKaHWe B OOIIeM
obveMe. Eciin B HauMeHOBaHHMH JICKapCTBEHHOTO TpernapaTa J03UpPOBKAa yKa3bIBAETCS Kak
o01Iee KOJIWYECTBO JACHCTBYIOIICTO BEIECTBA B IEPBHYHOM yrakoBke. Ha ymakoBke
HEOOXO0MMO TaKXKe yKa3aTh OOLIUM 00BeM Wiu o0Ilee cojiep)KaHue B oOieM o0beMe U
KOHIIeHTparuio. Eciiu B HamMeHOBaHUY JICKaPCTBEHHOTO TIpemnapara J03UPOBKa YKa3bIBACTCS
Kak oOIlee KOJMYECTBO B oO0meM oObeMe Ha YIaKOBKE TaKKe CIIeAyeT YKa3aTh
KOHIICHTPAITHIO.

6 [Ipu Hamuuuu OTAETHLHON PEKOMEHJAIIMU B OTHOIICHHH 0oOBbeMa JJIsi PaCTBOPECHUS
JO3UPOBKY B KAUECTBE AIbTEPHATHBBI JJOITYCKACTCS YKa3bIBaTh B BUJIE OOIIETO KOJNICCTBA B
oO1iem o0beMe nocie pactBopeHus "Z mr/Y miu'.

2.4. OcoOble ciyvan yKa3zaHus JO3UPOBKHU (KOHIICHTPAIIHH).

2.4.1. Ins nekapCTBEHHBIX MPENApaToB I NpUEMa BHYTPb B MHOTOJI030BOM YIIAKOBKE,
JIeKapcTBeHHas (opMa MPUMEHEHUS KOTOPBIX OTJIMYAETCA OT MCXOJHOM JIEKapCTBEHHOU
dbopmbl (Hampumep, TpeOyeTcss MpoBeAeHUWE Npeodpa3oBaHUs IyTEM pPacTBOPEHHS,
pa3BeJieHus ), I03UPOBKA yKa3bIBAETCS ISl JIeKapCTBEHHOM (hopMbl mpuMeneHusi. Hanpumep,
"MOPOIIOK JIJIsl MPUTOTOBIIEHUS CYCIIEH3UU JIJIsl pUeMa BHYTPb 4 Mr/Mia" — IpH OTCYTCTBHH
JO3UPYIOIIETr0 YCTPOMCTBA, "MOPOLIOK AJI MPUTOTOBIEHUS CYCIEH3UU ISl IPUEeMa BHYTPh
20 Mr/5 mi" — IpU KOMIUIEKTAIIUHU JO3UPYIOIIUM YCTPOHCTBOM.

2.4.2. lns paarodapMalieBTUYECKUX JIEKAPCTBEHHBIX MPENapaToB yKa3bIBACTCs 00IIas
PaAMOaKTUBHOCTH, BRIPAKEHHAS PAIMOAKTUBHOCTHIO HyKHaa B Oekkepensx (I'bk, Mbk, kbk)
B €IUHHUIIE J03bl (JJIsI JO3UPOBAHHBIX JIEKAPCTBEHHBIX (QOpPM) WU pPaAUOAKTHUBHAS
KOHIIEHTpAaIusl, BRIpaKEHHAs! paJuoakTUBHOCTHIO HykIuaa B Oekkepensx (I'bk, Mbk, kbk) B
€AMHUIIE TIEPBUYHOMN YITAKOBKHU (1s1 HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX (DOPM).

2.4.3. Jlo3upoBKa (KOHLIEHTpAIUsI) HE YKa3bIBA€TCS ISl CAEIYIOIMIMX JIEKAPCTBEHHBIX
MpenapaTos:

B JIEKapCTBEHHOU (opMe "Tra3 meauMHCKUK", "Maciao", "KuakocTs";

B BUJIe (paCOBAHHOTO JICKAPCTBEHHOTO CHIPhS M MPEAHA3HAYCHHBIX ISl IPUTOTOBICHUS
BOJHBIX U3BJICYEHU;

CJIO’KHBIX COJIEBBIX PACTBOPOB ISl UH()Y3MOHHOTO BBEICHUS;

rOMEOMATUYECKUX JIEKAPCTBEHHBIX MPEMAPATOB;

MOJMBUTAMUHHBIX TpENapaToB W MpPEnapaToB, COACPKAIIUX MOTUBUTAMUHBI B
KOMOHWHAIIMY C MUHEPAIIbHBIMUA KOMIIOHEHTAMU U IPYTHUX.



2.4.5. Ha ynakoBKe (3THUKETKE) KUIKHX JICKAPCTBEHHBIX MPENAPATOB ISl UHBEKIIHA,
KpOME JIO3UPOBKH, YKa3bIBAa€TCsl KOHIEHTpalus JAeHCTBylomiero Bemectsa B 1 mu. s
COJIEPKUMOTO YITAKOBKH 00beMOM MeHee | M1 yKa3bIBaeTCs COJepKaHUE JIEWCTBYIOIIETO
BelllecTBa B 00IIeM 00beMe yIakoBKH, Hampumep, 12,5 mr/0,625 mn. B caydae ecnu
Ha3HAUYCHUE JIEKAPCTBEHHOr'0 Mperapara 3aBUCHUT OT €ro KOHILEHTpalUW B MPOLEHTAaX,
JIOTyCKaeTCsl BMECTE C Hel yKas3aTh CoJiepKaHUe JACHCTBYIOIIETO BelecTBa B 001IeM o0beMe

ynakoBkH, Hanpumep, 1 % (100 mr/10 mu).

MPUJIOXKEHUE Ne 10
k TpeOoBaHUSIM K MHCTPYKIMH TIO
MEIUIIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0reit
XapaKTEePHUCTHKE JIEKapCTBEHHOTO
npenapara Jyuis MEJUIUHCKOTO
MIPUMCEHEHHS

IITABJIOH
00mIeli XapaKTEpPHACTHKH JIEKAPCTBEHHOT'O Ipemnapara

Cuocka. ITpunoxenne 10 B penakuuu pemenus Copera EBpa3zuiickoil 5KOHOMUYECKOMN
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KajgeHIapHbBIX AHEU ¢
JaThl €ro 0(UIIUATHLHOTO OIYOJIMKOBAHUS).

B nacTosimiem ma6iioHe, MPUMEHSIIOTCS CJIEIYIOIINE MpaBuiia UCIOJIb30BAHUS CKOOOK:
{TexcT} — B moJIe MEXIy CKOOKaMu BHOCHUTCS MH(MOpMAIUS MCXOJIS M3 COCTaBa H
0COOEHHOCTEM JIEKApCTBEHHOIO Mpenapara;
<TeKCT>— B TI0JIE MEXKy CKOOKaMH TEKCT BHIOMPACTCS WIIN yAATSETCS U3 MPEI0KEHHBIX
CTaHAApTHBIX (POPMYIUPOBOK (BBIJEIECHBI KYPCHBOM) B 3aBUCUMOCTH OT JIEKapCTBEHHOTO

nmpemnapata (B TEKCTe OOIIEH XapaKTepHCTHUKH JICKAPCTBEHHOTO TpemnapaTa KypCHB HE
IIPUMEHSIETCS ).

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

< JlaHHBIH JIeKapCTBEHHBIN IpenapaT NOJIEKUT JOMOIHUTEIbHOMY MOHUTOPUHTY. DTO
MO3BOJIUT OBICTPO BBIIBUTH HOBYIO MH(OpMAIHMIO MO Oe3onacHocTu. Mbl oOpamiaemMcs K
CHEIUATICTaM CUCTEMBI 37JPaBOOXPAHEHUSI C TIPOCKOOM COOOIATh O JHOOBIX MOA03PEBAEMBIX
HEKeNaTeNbHBIX peaknusax. [lopsaok cooOmenus: 0 HeKeIaTeIbHBIX PEeaKIUiX MpeICTaBICH
B pazneine 4.8.>.

</laHHBI} JIeKapCTBEHHBIN Npenapar 3aperucTpUpOBaH MO NPOLEAype <perucTpanus ¢
YCTaHOBJICHHEM JIOMOJHUTENbHBIX TPEOOBAHUN> <pEeTUCTpaIUs B UCKIIOUUTEIBHBIX CITydasix
> <yCJOBHas PErucTpalus™> U MO HEMY OXKMJIAeTCs IPEJCTaBICHUE IOMOIHUTEIbHBIX
naHHbIX>. <{HammMeHOBaHME yIOJTHOMOYEHHOTO OpraHa rocyaapcTBa — uwiena EBpa3uiickoro
HKOHOMHYECKOTO CO03a}> OyJeT MPOBOJIUTH €XKErOJHO SKCIEPTH3y HOBBIX CBEIEHUHN O
npenapare, a fanHast OXJIII Oyaer 0OHOBIATHCS O Mepe HEOOXOIUMOCTH>.



<JlaHHBIN JIEKAPCTBEHHBIW MPENAPAT 3aPETUCTPUPOBAH IO MPOLEAYPE PETUCTPALMU B
MCKIIIOUUTENBHBIX CIy4YasX B CBS3U C <pEJIKMM 3a00JieBaHMEM™> <HAYYHBIMH COOOPAKEHUSAMHU
> <3TUYECKUMHU COOOPKECHUSIMI>, BCE HEOOXOUMbIC CBEJICHUS O JIAHHOM JICKAPCTBEHHOM
npenapare noJiy4YuTh HeBO3MOXXKHO. {HanMeHoBaHMe yIIOJTHOMOYEHHOTO0 OpraHa rocyjapcraa
— yieHa EBpa3uiickoro 3KOHOMHYECKOTO coio3a} OyAeT IMPOBOIUTH SKCHEPTU3Y HOBBIX
CBEJICHUHN, KOTOpPbIE MOTYT MOSIBISATHCA €xeroaHo, a nanHass OXJIII 6yner oOHOBISATHCA MO
Mepe HEOOXOIUMOCTH>.

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
{(ToproBoe) HauMeHOBaHuE, JO3UPOBKA, JIEKapCTBEHHAs hopma}

2. KAUECTBEHHbBIN Y KOJIMYECTBEHHBIN COCTAB

{HanmeHoBaHue NEMCTBYIOIIETO BEleCTBA (UM BEIIECTB)}

2.1. O6mee ommcaHue (PUBOIUTCS TOJIHKO JIJIS IIPEIapaToB 'eHHOW TepaInu, KJICTOYHON
TEpanuu 1 MpenaparoB AJis TKaHEBOH HH)KEHEPHN).

2.2. KadecTBEeHHBIN M KOJUIECTBEHHBIN COCTaB (IIPUBOJUTCS TOJIBKO IS IPENapaToB

TCHHOU Tepamnuu, KIIETOYHOW TEepariy 1 TpenapaToB JJis TKaHEBOH HH)KEHEPHH).

<BelecTBa, HAJTHYHE KOTOPhIX HA/0 YUYUTBIBATh B COCTABE JIGKAPCTBEHHOTO Tpenaparta: {
IIEpEeYUCIUTh BEIIECTBA }>.

<[losHbII IepedeHb BCIIOMOTaTeIbHBIX BELIECTB MIPUBE/EH B pazjeiie 6.1>.

3. JEKAPCTBEHHA S ®OPMA

<JIunus paznoma (pucka) npeaHazHaueHa UCKIIOUUTENIBHO JJI pa3iaMbIBaHUs TaOJIETKU
C IIeJIbI0 OOJIETUEHUS TTPOTJIATHIBAHMS, & HE JJI pa3/IeJICHUS Ha PaBHBIC JO3BL.>.

<Jlunwus pasznoma (prcka) He MpeAHa3HaueHA /IS pa3/IeJICHIs TaOIeTKH.>.

<TabneTky MOXHO pa3feNuTh Ha paBHBIEC JO3BL.>.

4. KIMHNYECKHE TAHHBIE

4.1. [TokazaHus K MPUMEHEHUIO

<JlekapCTBEHHbIH Npenapar NpUMEHAETCA HCKJIFOYUTEIFHO B JUATHOCTHYECKUX LEJIAX.>.
<{X} mokazaH K MPHUMEHEHHIO y <B3POCJbIX, HOBOPOXXJACHHbBIX, MJIaJCHIICB, JCTEH,

1noapocTkoB B Bospacte {oT X 1o Y} <uer, mecAaieB>.>.

4.2. Pexxum 103upoOBaHUs U CTIOCO0 TPUMEHEHHUS

Pexum no3upoBanus

OcoOble TpynIbl MalUeHTOB

Hetn



<<bezonacHocTb> <u> <a¢ppextuBHOCTE> {X} y mereri B Bozpacte {oT X no Y} <
MecdIleB, JIeT> WIH y JIIOObIX JPYrUX 3HAYUMBIX MOATPYMI, Hampumep, Mo Macce Tena,
MIOJIOBOM 3PEJIOCTH, IOy <Ha JAHHBIH MOMEHT> HE <yCTAHOBJICHBI>>,
</laHHbBIE OTCYTCTBYIOT>.
<Hmerommecs Ha CeroAHALIHUH JACHb JaHHbIE IPUBEJEHBI B pazaeie <4.8> <5.1> <5.2>,
OIHaKO HEBO3MOKHO /1aTh PEKOMEH/IALIUH 110 PEXXKUMY JO3HPOBAHUS .
<{X} He cienyer Ha3Ha4aTh (IPUMEHATH) y JeTeH B Bo3pacte {oT X no Y} <Uuer,
Mmecs1eB> 100 UHbIC 3HAUUMBbIE TTOKA3aTelNd, HalpuMep, Macca Tena, myoepTaTHbII BO3pacT,
MOJ B CBA3H C PHCKOM, CBS3aHHBIM C ONACEHHEM(SAIMH) OTHOCHTEIbHO <0€30MacHOCTH> <
9¢hpeKTHBHOCTIH>>.
<[Ilo noka3aHusaMm {yka3aTh Toka3anus} {X} y <gere#, gerei B Bo3pacte oT {oT X 10 Y}
<Me€cCALEB, JIeT>> <HE IPHUMCHACTCS.
<{X} mporuBomnokazaH y aere# B Bo3pacte {oT X no Y} <iuer, mecaneB> {npu
MoKa3aHuu (Moka3zaHusx)...} (cM. pazzaen 4.3).>.
B oTHOmIeHNN TBEPABIX JIEKAPCTBEHHBIX (HOPM, GPUKCUPOBAHHOMN JO3UPOBKHU YKA3bIBACTCS

<{X} He cimenyer HazHayaTh (IPUMEHATH) y AeTeH B Bo3pacte {oT X o Y} <uer,
MecsIeB> WK y J00bIX IPYyTUX 3HAYUMBIX MOATPYIII, HAPUMEpP, IO Macce Telia, MOJIOBOM
3peNoCTH, TONY <A AAaHHOH JIEKAPCTBEHHOH (YOPMBI> <B CBS3H C HEBO3MOXXHOCTHIO
obecrieynuTs peKUM JJO3HPOBAHUST .
Cnoco6 npuMeHeHust
<MepsI IpeaoCcTOPOXHOCTH, IPHHUMAEMBIC IIEPE] IPUMEHECHHUEM MpEenapara uiu IpH
pabote ¢ HUM>
<UHCTpyKUHH 110 <[OPUT'OTOBJIEHHIO> <PACTBOPEHHIO> <...> JIGKAPCTBECHHOIO IIPENapara
1epes IpPUMEHEHHEM CM. B pasjeie <6.6> <p> <[2>>
4.3. ITpoTuBONOKAa3aHUS-
<[ 'urep4yBCTBUTEJIbHOCTh K {JCHCTBYIOIIIEMY BEUIECTBY (AEHCTBYIOIIUM BEIlIECTBAM)}
HJIH K JI0OOMY H3 BCIIOMOTATEJbHBIX BEIECTB, MEPEYHCICHHBIX B paszjene 6.1 <uan {
Ha3BaHUE OCTATOYHBIX MPOU3BOJCTBEHHBIX ITPUMeEcEH | >.
4.4. OcoOble yKa3aHHs U MEPBI PEJOCTOPOKHOCTH MPU IPUMEHEHUN
<BcrniomorarejbHbI€ BELIECTBA™>
</lern>
4.5. B3aumoAeicTBUE C IPYTMMH JIEKAPCTBEHHBIMH MpenapatamMyu U JPyrue BUIBI
B3aUMOJICHCTBUA.
<HccraenoBaHud B3aUMOJACHCTBHS HE MPOBOIUINUCE. ™.
<Oco0blI€e rpynibl NalHeHTOB>
<Jletw>
<HcciaenoBaHua B3aUMOACHCTBHSA IIPOBEJACHBI TOJIBKO Y B3POCJIBIX.>.
4.6. ®epTUIBLHOCTh, OEPEMEHHOCTD U JIAKTaIUs



<JKeHIIHHEI C JA€TOPOAHBIM IIOTCHIIHAJIOM~>

<KoHTpauenuus y My>X41H H )XCHIIHH>

<J)KeHIHHBI ¢ IETOPOJHBIM MOTEHIHAJIOM (KOHTPALCIIIHA Y MY>KUHH U KCHIIIUH)>

<bepeMeHHOCTE>

<Jlaktauus>

<@epTHIIPHOCTH>

4.7. BnusHue Ha CIOCOOHOCTh YNPAaBIATh TPAHCIIOPTHBIMHU CPEICTBAaMU U pabOTaTh C

MEXaHU3MaMH

<{ToproBoe HAaMMEHOBAHUE} <HE OKa3bIBACT> <OKAa3bIBAET HECYIIECTBCHHOE BJIUAHHE> <
OKa3bIBacT caaboe BIHIHHE™> <OKAa3bIBA€T YMEPEHHOE BIHAHHE™> <OKAa3bIBACT BBIPAKEHHOE
BIMAHHE> Ha CIOCOOHOCTh YNpaBIATh TPAHCIOPTHBIMH CpPEJACTBAMH H paboTaTh C
MEXaHHU3MaMH.>.

<He npumeHnMO.>.

4.8. HexxenarenpHble peakiiun

<Peszrome npopuiis 6e30macHOCTH>

<Taban4HOE pe3roMe HeXKeJIaTeJIbHbIX peakIHi™> Hiu <Pe3roMe HexeaTe/IbHbIX peaKIuit

<OnwucaHue OTACJbHBIX HEXKEJIATE/IbHBIX PEaKI[HI>

<Oco0bIe rpymnisl NafjHEeHTOB>

</leTtn>

CooO1ieHue o Moao3peBacMbIX HEXKEIATEIbHBIX PEAKIUAX

<Ba)xHO c000IIaTb O MOJ03PEBAEMbIX HEKEJIATEJIbHBIX PEAKIHAX MOCE PETHCTPALUH

JICKAPCTBEHHOI'0 Mpernapara ¢ LeJbl0 00ecrnedeHUsI HENpePbIBHOTO MOHHTOPHHTA
cooTHomIeHud "moyib3a — pucK" JeKapCTBEHHOTO npernapara. MeaunuHCKUM pabOTHHKAM
peKoMeHayeTcsa coo0Imare O JIFOOBIX I0J03PEBAEMbIX HEKEJIaTeJbHbIX pPeaKIHIAX
JIEKAPCTBEHHOI'0 Mpernapara 4yepe3 HaI[HOHAJIbHBIE CHCTEMbI COOOIICHHUSA O HEKEIATETbHBIX
peaknusax rocyaapcTB — 4ieHoB EBpa3uiickoro 5)KOHOMHIECKOTro COr03a.>.

4.9. [lepeno3upoBKa

<CuUMITOMBI>

<JleweHne>

</letn>

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoIMHAMHUYECKHE CBOMCTBA
dapmakoTeparneBTHUECKas rpymnmna: {rpymnmnaj.
Kon ATX: <{kom}>.
<{(ToproBoe) HaMMEHOBaHUE} ABJIIETCSI OHOAHATOroM (OHOIOOOHBIM JIEKAPCTBEHHBIM
npenapaTom).>
<MexaHHn3M JJeHCTBHSI>



<®apmakoauHaMHIECKHE I(PPEKThI>
<Knuuudeckas 3(ppeKTHBHOCTb U 6€30MaCHOCTH>
</letn>
<VnosHOMOYEHHBIE OpraHbl rocyJapCcTB — 4IeHOB EBpa3uiickoro 3KOHOMHYECKOIO
cor03a OCBOOOTHUIIH JepXKaTejs PEerucTpalHOHHOIO YJOCTOBEPEHHS JIEKapCTBEHHOIO
rnpenapara oT O0SA3aHHOCTH MPEACTABJIATh PE3yJabTaThl HCCIACAOBaHHH <{HAaUMEHOBaHUE
JIEKapCTBEHHOTr0 Mpenapara}> J1u00 Jjisi BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX MPEMapaToB <
pegepeHTHbIH JeKAPCTBEHHBIH TMpenapar, coAep kaluii {HauMeHOBaHUE JCHCTBYIOIIETO
BellecTBa (JCHCTBYIOMMUX BEUIECTB)}> BO BCEX MOATPYMNax JeTeH MpH {COCTOSHUE,
COOTBETCTBYIOIIIEE PEUICHUIO MO IUIaHY HCCIENOBAHUS y JAETEd MO YTBEPKIACHHOMY
MOKa3aHUI0 K MPUMEHEHUI0}. (cM. pazaen 4.2 pazaen "Jletu").>;
<YnoimHOMOYEHHbIE OpraHbl TOCYAapCTB — YiICHOB EBpa3uiickoro 3KOHOMHYECKOTO
COI03a OTJIOXHJIH 0053aTEJIbCTBO JIEPKATEAA PErHCTPAIHOHHOTO YJIOCTOBEPECHHUS
JIEKAPCTBEHHOTO Mpernapara MpelAcTaBAATh PEe3yJIbTaThl HCCAEAOBaHHH <{HaUMEHOBAaHHUE
JIEKapCTBEHHOIO Tpernapara}> 1100 Il BOCIIPOU3BEICHHBIX JEKAPCTBEHHBIX MpENnapaToB <
pedepeHTHDBIH JeKapCTBEHHBIH MNpenapar, coAepkaliuii {HauMEHOBAaHUE JACHCTBYIOIIETO
BEIIeCTBA (JICHCTBYIOMMX BEIIECTB)}> B OJHOH Hiau Oojiee MOATpyMnax AeTed npu {
COCTOSIHME, COOTBETCTBYIOIIIEE PEIICHUI0 IO IUIaHYy MCCIEeA0BaHUS y JeTel 1o
YTBEPKIECHHOMY MOKa3aHUIO K IPUMEHEHUI0 }. (cM. pazzaen 4.2 pazaen "/lern").>.
5.2. ®apMaKOKHHETUYECKUE CBOMCTBA
<Abcopbnms>
<Pacnpenesenune>
<buotpaHcpopmanus>
<DnaumMuHALTHSI>
<JIuHeHHOCTb (HETHHEHHOCTH )>
<®apmakOKHHETHYECKAas-(hapMaKoJHHAMHIECKAs 3ABHCHUMOCTE™>
<Oco0kle rpynIbl NaHEeHTOB>
</letn>
5.3. JlaHHBIC TOKIMHUYECKOM 0€30IacHOCTH
<B DOKJIMHUYECKHX JaHHBIX, IOJIyYEHHBIX 110 pe3yJIbTaTaM CTAHJAPTHBIX UCCICAOBAHUH
(papmakosoruieckoi 0e30MacCHOCTH, TOKCHYHOCTH IPH MHOTOKPATHOM BBEJCHHH,
T€HOTOKCHYHOCTH, KaHI[EPOT€HHOrO0 MOTEHI[HAIa U PernpOAYKTHBHOH H OHTOT€HETHYECKOH
TOKCHIHOCTH, OCOOBIH BpeT I 4eJ0BEKa HE BBISABICH™.
<B JOKIHMHHYECKHX HCCJIENOBAHUAX HAOII0ATHCH S((YEKThI TOJIBKO MPH BO3ACHCTBUH
JIKAPCTBEHHOI 0 Tpenapara B J03aX, CYIIECTBEHHO MPEBOCXOMAIIUX MAaKCHUMAJIbHbBIC, YTO
ABJIAETCS KINHUYECKH HE3HAYHUMBIM™.
<Umerotcs ciaelyromyue HeKeaaTeabHbIe peakluu, He 0OHapyKEeHHbIE B KIHHHUYECKHX
HCCIIEIOBAHUAX, HO BRISBJIEHHBIC Y )KHBOTHBIX IIPH BO3JE€HCTBHH JICKAPCTBEHHOIO NIPENAapara



B J103aX, CXOKHX C JO3aMH, IIPHMCHCHHBIMH B KIHHHYCCKHX HCCJICIOBAHHAX, YTO MOXKCT
HMCETb KIIMHHYCCKYIO 3HAYHAMOCTb.>

6. DPAPMAIIEBTUYECKHE CBOMCTBA

6.1. [Tepedyenp BCioMOraTeabHbIX BEIIECTB
<OTCyTCTBYIOT.>
6.2. HecoBMecTUMOCTD
<He npuMeHHuMO.>
<B cBA3H ¢ OTCYTCTBHEM HCCJICJOBAHHH COBMECTHUMOCTH, JaHHBIH JIEKAPCTBCHHBIH
npenapar He cjaeayeT CMEIIUBAaTh ¢ APYTHMH JIEKapCTBEHHBIMH NIperapaTaMu,
</laHHBIH JI€KaPCTBCHHBIH IMpenapar He CJEAyeT CMEUIHBATh C JAPYTHMH
JIEKAPCTBEHHBIMH IPENApaTaMH, 34 HCKJIFOYEHUEM YKA3aHHBIX B pazjene <6.6> <u> <[2>.>.
6.3. Cpok rogHOCTH (CPOK XpaHEHUS)
<...> <6 mecaneB> <...> <] rog> <I8 mecameB> <2 roga> <30 mecameB> <3 roga> <...>.
<Xummnyeckas u (puzuieckas CTaOuIbHOCTh FOTOBOT'0 K IMPHUMEHEHHIO JIeKapCTBEHHOTO
rpernaparta noAaTBep:kaeHa B redeHue X 4acoB (aHei) npu Y C.>;
<C MHKpOOHOJIOTHYECKOH TOYKH 3PCHHS, €CJH METOJ BCKPbITHI (BOCCTAHOBJICHUA,
paszBedeHHs) He MNPEHITCTBYET MHKPOOHOH KOHTaMHHAIIHH, JIEKapCTBEHHBIH IIpernapart
MOIC)KUT HEMEIJICHHOMY MPHMEHEHHIO.™,
<Eciu J1exkapcTBeHHbIH Mpenapar HE BBEIE€H HEMEJICHHO, XpAHEHHE TOTOBOTO K
MIPUMEHEHHIO JIEKapCTBEHHOI0 Tperapara u obecriedeHHE YCIOBHH XpaHEHHUS SBJISACTCS
003aHHOCTBIO MOJb30BATENA.>. <...>
6.4. OcobObie MepbI TPEAOCTOPOKHOCTH MPU XPAaHESHUH.
<VcioBusa xpaHeHHA 10cjie <BOCCTaHOBJIEHHSA™> <pa30aBJIEHUS™> <[IEPBOrO BCKPBITHI>
JIEKAPCTBEHHOT0 IIPENapaTa cM. B pazjejie 6.3.>.
6.5. Xapaktep U coJiepKaHHE YNaKOBKU <H cIelHaJIbHOEe 000pyJOBaHHE I
HCIIOJIb30BAHHUS, BBEJICHHUS UJIH UMILUIAHTALIUU>
<He Bce pa3mepbl yIIakOBOK MOT'YT OBITh JJOCTYITHbI JUIS PeaTH3aI[HH. ™.

6.6. OcoOble Mepbl MPEAOCTOPONKHOCTU MPU YTUIU3AUUM HCHOIB30BAHHOTO
JIEKapCTBEHHOI'O Mpenapara Wik OTXOA0B, OJYYEHHBIX MOCIIE€ IPUMEHEHNUS JIEKAPCTBEHHOTO
npenapara, u Apyrue MaHUMyJISIUY C IpenapaToM

<lIpumeHeHHeE y neremn>
<Her 0co0bIX TpeOOBaHUH <K YTHIH3ALIUH>.>.
<Bech oCTaBIIHICSA JIEKAPCTBEHHBIH Npernapar U OTXOJbI CJIeAyeT YHHUYTOXHTh (
YTHJIU3HPOBATD) B YCTAHOBJICHHOM MOPSIKE.>.
<Becb ocTaBiuiics JT€KAPCTBEHHBIH NPENapat U OTXOAbl CJAE€AYET YHHUTOXHUTH (
YTHJIH3HPOBATh) B COOTBETCTBHH C TPEOOBAHHAMH 3aKOHOAATEIbCTBA TOCY/IapCTB — YICHOB
EBpa3sutickoro 3JkOHOMHYECKOTO COFO3a.>.
<Ocob6kbIe Tpeb6OBaHHUSI OTCYTCTBYIOT.™.



7. AEPXATEJIb PETUCTPATTMOHHOI'O YIOCTOBEPEHUS

{Ha3Banue cTpanbl Ha s3bIKe U3noxkeHus Tekcra OXJIIT}
{HanMeHOBaHUe nepkaTesss perucTpaliiOHHOr0 YA0CTOBEPEHUS |
{FOpunuyeckuii (hakTruueckuii) agpec}

<{ten}>

<{Paxc}>

<{aapec 3JIeKTPOHHOU MMOYTHI } >

7.1. IlpencraBuTens JepaKaTelnd pETHCTPAIAOHHOTO Y JOCTOBEpECHHA
[IpeTen3uu notpeduTeseii HAMPABIATH 110 AAPECY:

{Ha3Banue cTpaHbi}.

{HanMeHoBaHue fepkaTessi perUuCTPAIIMOHHOTO YA0OCTOBEPEHHUS } .
{lOpunnuecknii (pakTueckuit) aapec}.

<{Temn}>.

<{dakc}>.

<{aapec 3JIEKTPOHHOUN MOUTHI }>.

8. HOMEP (HOMEPA) PETICTPAITMOHHOI'O YIOCTOBEPEHMA <9. KATET'OPUA
OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

<JlekapCTBEHHBIN Mpenapar OTHOCUTCA K KaTerOpHHU OTIycka <0e3 perenTta> <o
penenTy>, <B yCIOBUAX JIEUEOHO-NPOPUITAKTUUECKUX YUPEIKICHUI>.

<10. HOSUMETPUA> (eciu mpumerumo) 11. THCTPYKIIUUA ITO ITPUT"OTOBJIEHUIO
PAINOPAPMAIIEBTUYECKHUX ITPEITAPATOB> (3anomaseTcsa IpH HEOOXOAMMOCTH)

<Bech HEHCHOJB30BAaHHBIM JIEKAPCTBEHHBIM NpenapaTr WJIM OTXOAbl CJIEIYyET
YTWIA3UPOBATH B YCTAHOBJICHHOM IOPSIIKE.>.

<12. YCTAHOBJIEHUE ITOCPETUCTPAIIMIOHHBIX MEP> (ecim mprMeHmMO)

<JlaHHBIM JIEKAPCTBEHHBIM NpemnapaT 3aperucTpUpOBAH C YCTAHOBIIEHUEM
JOTIOJIHUTENBHBIX TPEOOBAaHUM W IO 3TOMY JIEKAPCTBEHHOMY IMpenapary OXKHAAaeTcs
NpeJCTaBICHUE JOMOJHUTENbHBIX JaHHBIX B TedeHue 1 ronxa. {HaummeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyJapcta — wieHa EBpa3suiickoro sKOHOMHUYECKOro COI03a}
OyleT NpOBOAMTH HKCIEPTHU3y HOBBIX CBEIEHHIl O mpenapare, a JAaHHas oOmas
XapaKTepUCTHKA JIEKApCTBEHHOTO Mpernapara OyAeT 0OHOBIIATHCS MO Mepe HEOOXOIUMOCTH.>.
<JlaHHBIN JIEKAPCTBEHHBIN MpenapaT 3aperuCTpUPOBaH 110 MPOLEAype "pPETUCTPALMU B
UCKJTIOUMTENbHBIX ciydasx" B CBS3M C <pelIkuMm 3abosieBaHMEM™> <HAyYHBIMU
COOOpaKEHUSIMU> <ATUYECKUMU COOOPAKCHUSIMI™>, BCE HEOOXOJMMbIC CBEICHUSI 00 3TOM
JIEKapCTBEHHOM IIpernapare MOJy4YuTh HEBO3MOXKHO. {HanmeHOBaHME yNOIHOMOYEHHOIO



opraHa rocyjapcrBa — wieHa EBpa3uiickoro sKOHOMHYECKOTO co03a} OyaeT MpOBOJIUTH
€XKEroHO IKCIEPTU3Y HOBBIX CBEJICHMI, a JaHHAs Oo0Ias XapaKTePUCTUKA JIEKAPCTBEHHOTO
npenapara 0yeT 0OHOBISATHCS 10 MEPE HEOOXOTUMOCTH.>.
<JlaHHBIW JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO Ipoueaype 'yciaoBHOM
peructpauuu’, U MO 3TOMY JIEKAPCTBEHHOMY IIpenapary OXHUJAeTcs NpeACTaBICHHE
JIOTIOJTHUTENbHBIX AaHHBIX. {HanMeHoBaHMe YyIIOTHOMOYEHHOTO OpraHa rocyapcTBa — uieHa
EBpa3zuiickoro 3KOHOMHUYECKOTO CO03a} OyJeT MPOBOAUTH €XKErOJHO IKCIEPTU3y HOBBIX
CBEJICHUH O Tperapare, a JaHHas 00111as XapaKTepUCTUKA JIEKApCTBEHHOTO MpernapaTa Oyer
OOHOBJISITHCSA MO MEPE HEOOXOAUMOCTH.>.
<PedepeHTHBIN JEKapCTBEHHBIN Mpenapart, CoAepKalluid {HanMEHOBaHUE JIEUCTBYIOIIETO
BEIlIECTBA (JIEUCTBYIOIIUX BEIIECTB)}>, OBLI 3apErUCTPUPOBAH IO Mpolieaype "perucrpaiuu
B HCKIIOYUTEIBHBIX CHydasx" B CBiI3M C <pedkuM 3abojieBaHWEM™> <HAyYHBIMHU
COOOpaXEHUSIMU> <ATUYECKUMU COOOpPAKEHUSIMU>, BCE HEOOXOAMMBIE CBEJCHHUSA O
pedepeHTHOM JIEKapCTBEHHOM IIpenapare NOJYy4YuThb HEBO3MOKHO. {HaumMeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyjapctsa — wieHa EBpa3uiickoro sKOHOMHUYECKOr0 COI03a}
OyJleT MPOBOAMUTH IKCIEPTU3Y HOBBIX CBEJIEHUN, KOTOPHIE MOTYT MOSIBISATHCS €XKETrOAHO, a
nannass OXIJIII Oyaer oOHOBIATHCS MO Mepe HEOOXOIUMOCTH B COOTBETCTBUH C
oonoBnenusimu OXJIII pedepentnoro npenapara>
B xonme OXJIIT momyckaeTcst ucmnonas3oBaHue cieayrorieit GopmymupoBku: "OO6rmmas
XapaKTepUCTHUKA JIEKaPCTBEHHOTO IIpernapara {TOproBoe HAaMMEHOBAaHUE } TIOCTYIHA B €JMHOM
peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro 3KOHOMHYECKOTO
COI03a ¥ Ha O(PUIMATIHLHOM CalTe€ YIMOJHOMOUYEHHOI'O OpraHa (3KCHEpPTHOW OpraHu3aiuu) {

CalT yIOJIHOMOYEHHOTO Oprana (CaiT opranu3auuu)}".

MPUJIOXXEHME Ne 11
K TpeOoBaHMSIM K HHCTPYKIIHH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MEJUIIUHCKOTO
MPUMEHEHHS

ITOPANOK
3anoMHeHM mabioHa o0mel XapaKTepUCTHKH JIEKapCTBEHHOTO Ipenapara

Cuocka. IIpunoxenne 11 B penmakunu pemenus CoBera EBpazniickoil 53KOHOMUYECKON
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KaJeHIAapHBIX AHEU C
JaThl €r0 O(UIIUATIBHOTO OMMYOIMKOBAHUS).

Hcnonp30BaHne KOMOMHUPOBAHHBIX OOIMX XapaKTEPUCTUK JIEKAPCTBEHHBIX NPENapaToB,
COCTaBJICHHBIX Ha Bcex s3blkax (manee — OXJIID) anst pa3snuuHbIX AO3UPOBOK TOM Ke
JIeKapCTBEHHOM (pOpMBI 0O0CHOBAHO (17151 SKCIEPTU3bI U MOCIIEAYIOIIEr0 MPUHATHS PEILICHNU)
B Tex ciayuasx, eciidi OXJIII nosHOCThI0O WAEHTUYHBI, 32 UCKIIIOUEHHEM HEOOIBIIOro yucia



cnenuUYHBIX Ui T03UPOBOK cBeleHud. Ecny mokazaHus K NPUMEHEHHIO IS pa3sHbIX
no3upoBok He coBnaaaroT, OXJIII komOuHUpoBaTh He nomyckaercs. Ilpu ucnonb3zoBaHUM
koMOuHupoBaHHBIX OXJIIT HEOOX0IMMO MCITOH30BATH TOHKO MEPBUYHYIO JIEKAPCTBEHHYIO
dbopmy, HarpuMep, BO3MOKHO KOMOMHUPOBaHKE "pacTBOP IS MHBEKIUN BO ¢uiakone" u "
pacTBOp ISl MHBEKIMH B IpeaBapUTENbHO 3amojiHeHHOM Mwmmpuie". [lpu ycnosBuun
BBITIOJTHEHUS BBIIIENIEPEYUCICHHBIX YCIOBUH o0OOcCHOBaHMe He Tpedyercs. [IpaBuna
COCTaBJICHUSI €QUHBIX JUCTKOB-BKIaapimendn u OXJIII Ha pa3Hble NO3UPOBKU U3JIOKEHBI B
npunoxkeHun Ne 8 Kk TpeOOBaHUAM K WHCTPYKIIMU MO MEIUIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO TpenapaTa M o0IIell XapaKTepHCTHKE JEKApCTBEHHOTO Ipemnapara s
MEIULMHCKOTO TPUMEHEHHS, yTBepxkKIeHHbIM Pemenuem CoBeTa eBpa3uiicKoil
PKOHOMMYECKON KoMuccuu ot 3 Hosiopst 2016 r. Ne 88 (nanee — TpeboBaHuUs ).

Ecnu paznuuHble JO3UPOBKU HE YJOBIETBOPSAIOT BBIIICONUCAHHBIM KpUTEpUsIM (
HarpuMep, MpU pa3iMuMsIX B MOKA3aHUSAX K MPUMEHEHUIO JUISl Pa3IUYHBIX JO3UPOBOK),
3asBuTeny Bupase npexncraButb OXJIII Ha pasnuunbie no3upoBku B Buae equHon OXJIII
TOJBKO JUISI TeJied SKCIEepPTHU3bl, yKa3blBas 3arjaBHbIMU OyKBaMH JIO3UPOBKY WU
JIEKapCTBEHHYIO ()OpMY, B OTHOLIEHUU KOTOPOM CYIIECTBYIOT aJIbTEPHATUBHBIE TEKCTOBBIE
aneMeHTbl. OHAKO A KaXKJ10M JO3UPOBKH M JIEKAPCTBEHHOU (POPMBI 3asBUTEIb JOJIKEH
npeactaBuTh otaenabayo OXJII, conepxkaiiyro cBeeHust 000 BCEX BO3MOXKHBIX BapHaHTax
COZIEP/KUMOTO YIIAKOBKHM, OTHOCAIIMXCS K PACCMATPUBAEMOW JO3UPOBKE U JIEKAPCTBEHHOU
dbopwme.

CrannapTHbie pOpMYIHPOBKH NPUBEACHBI B MIA0JIOHE, TPEAYCMOTPEHHOM MPUIIOKEHUEM
Ne 10 x TpeGoBaHUSIM, KOTOPBIE CIAEAYET UCIOIb30BaTh B KXKIOM OT/AEIbHOM ciiydae. Eciu
3asiBUTENb BBIHYKJEH OTKJIOHUTHCS OT CTaHJAPTHBIX (POPMYIUPOBOK C IIEJIbIO yueTa 0COOBIX
TpeOOBaHUMN, OTHOCSIIMXCS K JIEKAaPCTBEHHOMY IIpenapary, ajdbTepHATHUBHBIC WM
JOTIOHUTENbHbIE (POPMYTUPOBKHU OYIyT pACCMOTPEHBI HA MHAUBUAYaJIbHOI OCHOBE.

B cnywae ecnu cranmapTHbie (OPMYIHUPOBKU corjiacHO mpuioxkeHuto Ne 10 k
TpeOOBaHUSAM HE HYXKJAIOTCS B MOSACHEHUSIX UM PEKOMEHAAIUAX O 3aMO0JHEHUI0, TO 3TOT
paznen maodnona OXJIIT npomyckaercsa B HacTosiieM [opsiake.

Tonbko AJis IeKapCTBEHHBIX MpEnapaToB, TPEOYIOUIUX AOMOTHUTEIIBHOTO MOHUTOPUHTA
0€3011aCHOCTH, YEPHBII CUMBOJI U (OPMYIUPOBKUA K HEMY JIOJKHBI pa3MEUIaThCA TOJIBKO
nepen pazgesnom 1 OXJIII. YepHblil CHMBOJ JOJKEH MPENICTABIATh COOON MEepeBEPHYTHIN
PaBHOCTOPOHHUI TPEYroJbHUK YEPHOTO I[BETa: pa3Mep CHMBOJIa JOJDKEH OBITh
IPONOPLUHUOHAIBHBIM pa3Mepy LIpudTa CIEAYIOIIEr0o 3a HUM THUIIOBOTO TEKCTa, a
MHUHUMAJIbHAs JUJIMHA KaXXJIOW CTOPOHBI TPEYTOJbHUKA JOJDKHA COCTABIATH 5 MM. Jlns
NOATOTOBKM TPWIOKEHUM ¢ uHpOpMamueidn o JeKapCTBEHHOM IIpenapare MOXKHO
UCII0JIb30BaTh YEPHBIN TPEYTrONbHUK, IPEICTABICHHBIN B JAHHOM Ia0JIOHE.

< JlaHHBII JIeKapCTBEHHBIH NPENapar MOoIEKHUT JONOJIHAUTEIbHOMY MOHUTOPHHTY. OTO
MO3BOJIUT OBICTPO BBIABHTH HOBYIO HH(QoOpMaluio mno 6e3omnacHoctH. Mbl obpaijaemcs K
CIIENHAIUCTaM CHCTEMBI 3JIPABOOXPAHEHHS C IPOCHOOI co00IaTh O JFOOBIX 110/]03PEBACMBIX



He)KesIaTebHbIX peakiusax. Ilopsaok cooOIIeHHs 0 HeKeIaTebHbIX PeaKIHAX MPEICTABICH
B pazzeiie 4.8.>.

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

HpaBI/IJ'Ia YKa3aHHuA JO3UPOBOK IIPHUBCIACHLBI B IIPUITOKCHUUN Ne 9 k Tpe6OBaHI/I$IM.

{(ToproBoe) HauMeHOBaHUE, JO3UPOBKA, JIEKapCTBEHHAs opma }

™
B nacrtosgmem pa3aeie u gajgee CUMBOJIBI n®n 0 ™u e Texery He noOasisIroTes, ciosa "
M 9

TabneTku" U "Kancysbl" ynoTpeositoTcsl BO MHOKECTBEHHOM YHCIIC.
2. KAUECTBEHHbIV Y1 KOJIMYECTBEHHBIN COCTAB

YKa3bIBalOTCS HAMMCHOBAHMS JIEHCTBYIOIMIETO BEISCTBA (IEHCTBYIONMX BEIECTB) Ha
A3bIKE, Ha KOTOpoM coctaBieHa OXJIII.

J1J11 BBICOKOTEXHOJIOTMUHBIX JIEKAPCTBEHHBIX MPENapaToB, €CIIM BHICOKOTEXHOJOTUYHBIH
JCKAPCTBEHHBIA Mpenapar COAEPKHUT KJICTKH HWIM TKaHH, HEOOXOAHUMO IPEACTABHUTH
o IpOOHOE OMUCAHUE ITUX KJIETOK WM TKaHEH M MX KOHKPETHOE MPOHMCXOXKIACHUE, B TOM
YKCJIe BUIBI JKUBOTHBIX B CIIyYasX HX HEUEIOBEUYECKOTO MPOUCXOXKAEHUSA. B aTOM cityuae B
HACTOSIIEM pa3jielie CICAYET BBIACIUTD Pa3IeIibl:

<2.1. O6mee ommcanme™> [IpUBOAMTCA TOJNBKO JJII BBICOKOTCXHOJIOTHYHBIX
JIEKapCTBCHHBIX IPENIapaToB.
<2.2. KageCTBEHHHIH M KOJHMYECCTBEHHBIH COCTaB> [IpuBOAUTCA TOJBKO i
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBCHHBIX IPENapaToB.
Kpome Toro, B OTHOIIEHHH BBICOKOTEXHOJOTHYHBIX JICKAPCTBEHHBIX MPEHApaToB MPH
HEOOXOIUMOCTH MOT'YT MPHUBOIUTHCS MOSICHUTEIbHBIE H300PaKCHHS.

<BerijecTBa, HaTHYHE KOTOPBIX HAJ0 YYHTBIBATh B COCTABE JIEKAPCTBEHHOTO Mpenapara;™.

<Ilo/1HbII 1IepedeHp BCIIOMOTraTeabHbBIX BEIECTB IIPHBEAEH B pazaeie 6.1.>.

3. IEKAPCTBEHHA I ®OPMA

<JIunug paznoma (pucka) nperHa3HaYeHa UCKIIOUUTEIBHO ISl pa3jiaMbIBaHUs C IIEJIbIO
oOJieryeHus MpoTJIaTbIBAHUS, a HE JJIS pa3/IeJICHUs] Ha PaBHbIE JO3bI.>.

<JIunusg paznoma (pucka) He IpeIHa3HAUYCHA JIJIS pa3/iesieHUus TaOlIeTKu.>.

<TabseTKy MOXXHO pa3/iefIuTh Ha PaBHBIC J103b1.>.

4. KIMHUYECKUE JAHHBIE

4.1. [TokazaHus K MPUMEHEHUIO
VYka3arb, eciu 3TO Heo0Xxoaumo: <JlekapCTBEHHBIH MpenapaTr NpHMEHAETCS
HCKJIFOYHTEJIBHO B JHATHOCTHYECKHX LIEIAX.>.
<{X} mokazaH K NPUMEHEHHIO Yy <B3POCJbIX, HOBOPOXICHHbIX, MIaJCHIEB, ACTCH,
MOAPOCTKOB, B Bo3pacte {0oT X 10 Y} <1er, MecsaijeB>.>.



4.2. PexxuM 103UpOBaHUS U CIIOCOO MTPUMEHEHUS

PexuMm no3upoBaHus

Oco0Opble TpynIbl MAIUEHTOB

JlononHUTENbHBIE 3ar0JI0BKH, Takue Kak "JIuia noxunoro Bo3pacta’ win "llaliueHTsl ¢
MOYEYHOU HEIOCTAaTOYHOCTHIO" BKIIIOUAIOTCS ITPU HEOOXOJUMOCTH.

Hetun

<<bezonacHocTb> <u> <a¢ppextuBHOCTE> {X} y nereH B Bo3zpacte {oT X 1o Y} <

MecsIeB, JIeT> WIW y JIOOBIX JPYTUX 3HAYMMBIX MOATPYII, HalpuMep, MO Macce Tena,
II0JIOBOY 3PEJIOCTH, IOy <Ha JAHHBIH MOMEHT> HE <yCTAHOBJICHBI>>,

Heo6xomnmo Takxe 100aBUTh OJTHO W3 CJICIYIOIINX BBIPAKESHUMN:

</laHHBIE OTCYTCTBYIOT>.

<HUmeromuecs Ha CeroqHANIHHUH AeHb JaHHbIE IPUBECHBI B pazaeie <4.8> <5.1> <5.2>,
OZIHaKO HEBO3MOKHO /1aTh PEKOMEH/IALHHU 110 PEXXUMY JO3HPOBAHUS .

<{X} He cinenyer Ha3Ha4aTh AeTAM B Bo3pacte {0T X 10 Y} <uer, MecAleB> Ulu y

JOOBIX JIPYTUX 3HAYMMBIX TOJICPYIII, HAIIPUMEP, IO Macce TeJa, MOJ0BOM 3pPENIOCTH, TNy B
CBA3H C ONACEHHEM(AMH) OTHOCHTEJIbHO <0e30MacHOCTH> <3¢ppexTuBHocTtr>>. Ilpu s3Tom
MPUYUHBI JOJKHBI YKa3bIBATHCS C MEPEKPECTHBIMHU CCHUIKAMH Ha Pa3fefibl C MOAPOOHBIM
JTaHHBIMU (HarpuMmep, pazaen 4.8 wim 5.1).

<Ilo nokazanuro {yka3aTh nokazanue)} {X} y <gerer> <gerei B Bozpacte oT {oT X 10 Y
} <mecsues, jjeT>> WK y AHOOBIX APYTUX 3HAYUMBIX OATPYIIN, HAIPUMED, IO Macce Tela,
IIOJIOBOM 3PENOCTH, MOy <HE IIPHMEHAETCI ™.

<{X} mporuBomnokazaH y aere B Bo3pacte {0oT X 10 Y} <U1er, MecsIieB> Ui y JII0ObIX
IPYTUX 3HAYMMBIX MOJTPYMI, HAIPUMEp, O Macce Teja, MOJOBOU 3pENIOCTH, TIONY {IpHu
MoKa3aHuM (MOKa3aHUsX)...} yKa3aTh oka3zanue (mokazanus) (cM. pazzaen 4.3).>.

B oTHoOI1IEHNH TBEPBIX JIEKAPCTBEHHBIX (HOPM, (PUKCUPOBAHHON JO3UPOBKH YKA3bIBACTCS

<{X} He cimeayer Ha3zHayaThb (IpUMEHATh) y nAetTed B Bo3pacte {oT X o Y} <uer,
MecsAIeB> WIH y J00bIX APYTHX 3HAYUMBIX NOATPYII, HAIPUMED, IO MAcce Tella, OJIOBOMI
3peNoCTH, NONYy <14 JaHHOH JIEKapCTBEHHOH (pOpMb> <B CBA3H C HEBO3MOXHOCTBIO
0becrieynuTh peKUM JIO3UPOBAHHUS .

Crioco6 npumMeHeHust

<MepsbI IpeaoCTOPOKHOCTH, MPHUHUMAEMbIE MEpE] IPUMEHEHHUEM MPENapatra Uil MpH
pabote ¢ HUM>

[IpuBoasATCs yka3zaHus MO MPAaBUJIBHOMY MPUMEHEHHIO JIEKapCTBEHHOTO Ipemnapara
MEAUIMHCKUMH paOOTHUKAMU WIIH TAI[IEHTOM.

B nuctke-Britagpie npu HE0OOXO0UMOCTH MPUBOASATCS AOMOJHUTEIbHBIE CIIEHUATbHBIC
pPEKOMEHAAIMU N0 NPUMEHEHUIO JIEKAPCTBEHHOTO Ipenaparta (B cilydae HHIAIATOPOB),
CaMOCTOSITENILHOTO MOJIKOKHOTO BBEACHMSI JIEKAPCTBEHHOr'0 Iperapara MalueHToM, a TaKxke
MOSICHUTENbHBIE PUCYHKH (17151 BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPENapaToB).



<HHCTpyKUHH 110 <[OPUT'OTOBJIEHHIO> <PACTBOPEHHIO> <...> JIGKAPCTBECHHOIO IIPENapara
nepea NpUMEHEHHUEM CM. B pazjeiie <6.6> <u>paszaeie <12>.>.

4.3. IIpoTHBOMOKa3aHUA

<['unepuyBCTBUTENBHOCTD K {/IEWCTBYIOIIEMY BELIECTBY (JIEHCTBYIOIIUM BEILIECTBAM)}
UM K JIFIOOOMY M3 BCIOMOTAaTeNIbHBIX BEIIECTB, MEPEUUCICHHBIX B paszaene 6.1 <wim {
Ha3BaHUE OCTATOYHBIX MPOU3BOACTBEHHBIX IPUMECEH | >.>.

4.4. Ocobbie yka3aHHS ¥ MEPHI IPEIOCTOPOKHOCTH IPH IPUMEHEHUH

JI0JDKHBI OBITH BKJIIOUCHBI TP HEOOXOAUMOCTH, JIUIS YIIPOIIEHHUS TTOMCKa WH(pOpMAIUn
3arojoBku (Hampumep, "BunusHue Ha ceponoruueckue Tecthl", "lleueHouHas
HenoctatouyHocTs", "Y mnHenue uatepBana QT", "BcecnomorarenbHble BemecTna').

</letn>

4.5. BzanMoaelcTBHe C IPYTMMH JIEKaPCTBEHHBIMH IIpenapaTaMy U ApyTye BUABI B3aHMOACHCTBUA

<HccnenoBanus B3anMOJCUCTBUS HE TIPOBOAUINCH.>.

<Oco0ble rpyIIibl MalueHTOB>

<Iletu>

<HccnenoBaHus B3aUMOJICHCTBHS TPOBEICHBI TOJIBKO Y B3POCIIBIX.>.

4.6. ®epTHILHOCTH, OEPEMEHHOCTD H JIAKTAIAA

CranpapTHbeie (QOPMYJIUPOBKU, HCIOJIb3yeMbIE€ JJIsi OMUCAHUS TPUMEHEHUS
JIEKapCTBEHHOTO TIperapaTa Ipu OEPEeMEHHOCTH | JIAKTAIIMK TIPUBOIATCS B IPUIOKEHUH No 5
K TpEOOBAHUSIM.

JloroHUTEIbHBIE 3ar0JIOBKH, Takue Kak "JKeHIMHBI ¢ JeTOPOIHBIM MOTeHIMamiom", "
Kontpanenius y My>X4lH | KSHIIWH'", BKJIIOUYAIOTCS ITPU HEOOXOTUMOCTH.
<)KeHHuHEI C JeTOpPOAHBIM IIOTCHI[HAIOM~>
<KoHTpanenuus y My>K4uH U XEHII[HH>
<J)KeHIHHBI C TETOPOJHBIM MTOTEHIHAJIOM (KOHTPALCIIIUA Y MY>XUHH H KCHIIIUH)>
<bepeMeHHOCTH>
<Jlakranus>

<QepTHIBbHOCTH>

4.7. BmusiHEE Ha CIOCOOHOCTD YIPAaBIIATh TPAHCIIOPTHEIME CPEACTBaMH B paboTaTh C
MEXaHU3MaMHI

<{ToproBoe HaUMEHOBaHHE |} <HE OKa3bIBACT> <OKa3bIBACT HECYIIIECTBEHHOE BIUSHUE> <
OKa3bIBaeT cJiadoe BIMSHUE™> <OKa3bIBAET YMEPEHHOE BIIMSHUE™> <OKa3bIBAET BBIPANKEHHOE



BJIMSHME™> Ha CHOCOOHOCTHb YNPABIATH TPAHCIOPTHBIMU CpPEACTBAMH U paboTaTh C
MexaHuzMamu.>. [Ipu HeoOXxoaAUMOCTH ciaeayeT onucarb 3PPEKT BIUSIHHUS.
<He npumeHnmo.>.

4.8. HexenaTenbHBIE peaKuy

VYcnoBHble 0003HAUEHMSI YAaCTOTHI HEXKENATENbHBIX peakIuid U KIacCUPUKALHS
HEXeJNaTeNbHBIX pPEaKIUid B COOTBETCTBHHM C CHCTEMHO-OpraHHbIMHU kKiaccamu MedDRA
U3JI0KEHBI B TPUIIOKEHUU Ne 4 K TpeOOBaHUSM.

CoOTBETCTBYIOIIKE TO/13aT0JIOBKU JOKHBI UCIOJIB30BAThCS sl 00JEryeHus: Mmoucka
MH(}OpMaALMU O HEXKETATENbHOW PEaKUU U IS KaXJA0W COOTBETCTBYIOIIEH 0COO0W IpyNIIbl
nomyisiuu, Hampumep: "Pesrome mnpoduns OesomacHoctu", "Tabmuunoe pe3rome
HEXenaTelbHbIX peakuuil”, "Pe3oMe HexenaTenbHbIX peakuuil”, "OnucaHue OTAEIbHBIX
HEXEJaTeNbHbIX peakuui" (Takxke pa3fgesl MOXKeT ObITh O03arjiaBjieH Ha3BaHUEM
COOTBETCTBYIOIICH HEXeNaTeIbHOU peakiiun), "OcoOblie rpynibl MaMeHToR" .

</letw>

Hacrosimuit pa3nen gomkeH ObITh UCIIOIB30BaH JIJIsl BCEX JIEKAPCTBEHHBIX MPEMapaToB.
B xoHI1Ie HacTosAIIEro paszaena J0KEH PacioiaraTbesl CIEIYOMMM 3aroJIOBOK pas3zena.

Coo0111eHne 0 1M0103peBaEMbIX HEXKENATEIbHBIX PEAKLIUAX

<BaxxHO co00IaTh 0 M0/J03PEBAEMBbIX HEXEJIaTeAbHbIX PEAKIHAX MOCJIE PerucTpaluu
JIGKAPCTBEHHOTO IMpernapara ¢ IMLeJablo obecrnedeHHs HENPEPBIBHOTO MOHHTOPHHIA
cooTHomIeHHud "mosib3a — pUCK" JIeKapCTBEHHOro npenapara. MeauluHCKUM pabOTHHKAaM
PEKOMEHJyeTcsl coo0marb o JObIX MOJ03PEBAEMBIX HEXEJIATCAbHBIX PEaKIHAX
JIEKAPCTBEHHOI'0 MpENapara 4yepe3 HaI[HOHAJIbHBIE CHCTEMbI COOOIICHHUS O HEKEJIATEIbHbIX
PpeaKusIX rocy1apcTB — 4Wi€HOB EBpa3uiickoro 3JKOHOMHYECKOIro COr03a.>.

B onyb6nukoBanHoit Bepcun yrBepxkaeHHbix OXJIII ¢ nndopmanueii o 1eKkapcTBEHHOM
npernapare yKas3blBalOTCA (PAKTUUYECKUE MOJPOOHBIE JAHHBIE CHCTEMBI COOOIIEHUS O
HEXEJaTeJIbHbIX PEaKIUAX JIEKAPCTBEHHBIX MPENapaToOB COOTBETCTBYIOLIETO TOCYyAApCTBA —
yieHa EBpa3uiickoro 3KOHOMHYECKOTO COI03a (COOTBETCTBYIOLIUX T'OCYJApPCTB — YICHOB
EBpa3uiickoro 3k0HOMHUYECKOT0 COI03a) B CJICAYIOIIEM BU/IE:

<T'ocynapcTBo — wieH EBpa3uiickoro 3KOHOMHYECKOTo Cor3a>

<YnoiaHOMOYEHHBI OpraH (YIOJHOMOYEHHAas OpraHu3allusg) TocynapcTBa — uieHa EBpasuiickoro
SKOHOMHUYECKOT0 COr3a>

<Anpec: UHAEKC, TOPOJ, YIUIA, HOMEP 3JaHus>

<Tenedon>

<®dakc>

<DneKkTpoHHas mo4Ta>

<CaiiT B M"H()OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHOM ceTu "MHTepHeT">

JIMHTrBUCTHYECKHE KOPPCKTUPOBKU B 3aBUCHMMOCTH OT I'paMMAaTHUYCCKHX IIpaBHII
rocyagapCTBCHHEBIX SA3BIKOB IroCcygapCTB — YJICHOB EBpaSHP'ICKOFO O9KOHOMHYECKOI'O COHO3a
BHOCSITCSI TPU HEOOXOTUMOCTH.



4.9. Ilepeno3npoBka

[Ipy HEOOXOAUMOCTH IPUBOISATCS TOTIOTHUTEIBHBIE 3ar0JI0BKH, Takue Kak "CUMITOMBI"
unu "Jleuenne" ("TakTuka ycTpaHEeHUS CUMITOMOB NIEPEAO3UPOBKU").
</leTtu>

5. DPAPMAKOJIOTUYECKHUE CBOMCTBA 5.1. ®apMaxoquHaMIIECKHE CBOMCTBA

dapmakoTeparneBTUUECKas rpymnmna: {rpymnmna}.
Koo ATX: <{xoxn}>
JI71s1 1eKapCTBEHHOTO MpernapaTa, 3aperuCTPUPOBAHHOTO Kak OrnoaHanor (01omnoao0HbIHl
JIEKapCTBEHHBIN TIpenapar), HE0OOX0AMMO BKIIIOUHUTH CJICAYIOIINE CBEICHUS:
<{(ToproBoe) Ha3BaHue} ABIIETCI OHOAHATOroM (OHOIMOJOOHBIM JIEKAPCTBECHHBIM
npenapaTrom).>.
JlomyckaeTcsi MCMOJb30BaHUE MpEACTaBiIeHnEe WHOOPMAIIUA O KIMHUYECKOU
3¢ PeKTUBHOCTH U O€3011acCHOCTH B hopMe TabJIHII.
<MexaHu3M JeHCTBUI>
<®apmaxogHHAMHYECKHE I(PPEKThI>
<Knunudeckas 3()peKTHBHOCTb U 6€30[aCHOCTH>
</letn>
Ecin ynoiHoMO4YeHHbBIE OpraHbl TOCy1apCTB — YWICHOB EBpa3uiicKkoro 3KOHOMHYECKOTO
coro3a O0CBOOOJHIH JepXKaTesss PETrHCTPAIJHOHHOTO YJIOCTOBEPEHHS JIeKapCTBEHHOTO
rnpernapara oT HeOOXOAUMOCTH KIHHUYECKHX HCCJIC0BaHUH B MEIHATPUICCKOH MOMYIAILIHH
HJTH OTJIOXKHIIH HX, HEOOXOIHMO YKa3aTh CISAYFOIIee:
a) Ipu OCBOOOXKICHUH OT HEOOXOJIMMOCTH MPOBEJACHUS KIMHUYECKUX UCCIIEI0BAHUIA BO
BCEX MOATpyIIax:
<YnoiHOMOYEHHbIE OpraHbl rocyAapCcTB — YiC€HOB EBpa3uiickoro 3KOHOMHYECKOTo
coro3a OCBOOOJHIIH JI€pXKAaTed PErucTpaljHOHHOIO YJIOCTOBEPEHHS JIEKapCTBEHHOIO
npenapata oT O0SI3aHHOCTH MPEACTABIATH pPe3yJbTaThl KIHHHYECKHX HCCACAOBAHHH <{
HaMEHOBAHUE JIEKAPCTBEHHOIO Mpenapara} > JTH00 19 BOCIPOH3BENCHHBIX JICKapCTBCHHBIX
npenapaToB <pe@QepeHTHBIH JIeKapCTBEHHBIH TMpenapart, COACpKaIllfHi {HaNMEHOBAaHHE
JECUCTBYIOIIETO BELIECTBA (ACHCTBYIOIIHX BEIIECTB)}> BO BCEX MOATPYMNax JeTed npu {
COCTOSIHME, COOTBETCTBYIOIIIEE PEIICHUI0 MO IUIaHY MCCIEeAOBaHUS y JIeTe 1o
YTBEPKIACHHOMY TIOKa3aHUIO K IPUMEHEHHIO }. (cM. paznen 4.2 paznen "Jletu").>;
0) Ipu OTJIOKEHHBIX 00s3aTENbCTBAX, PACIPOCTPAHSIONINXCS KaK MUHUMYM Ha OJHY
MOATPYIITY:
<YnosHoMoO4YeHHBIE OpraHbl rocyJaapCTB — YWICHOB EBpasuicKOro 3KOHOMHYECKOTO
CcOr03a OTJIOXHIH 00543aTe€JIbCTBO JIEPKATEJS PErHCTPALHOHHOIO YAOCTOBEPEHHS
JIEKAPCTBEHHOTO Tpenapara MNpEACTaBIATh pPE3yaAbTaThl KIHMHHYECKHX HCCIENOBaHUH <{
HaMEHOBAHUE JIEKAPCTBEHHOIO Mpenapara}> JIH00 /11 BOCIPOU3BEICHHBIX JICKaPCTBCHHBIX



npenapaToB <pe@QepeHTHbBIH JIeKapCTBEHHBIH Ipenapart, COACpKaIll[Hi {HanuMEHOBaHHE
JEUCTBYIOIIETO BEIIECTBA (ACHCTBYIOIIHX BEHIECTB)}> B OAHOH WM 0OoJiee MOATPYIIax
JeTeH rnpu {COCTOSHUE, COOTBETCTBYIOIIEE PELICHUIO M0 IJIAHy UCCIEIOBAHUS Y JAETEH MO
YTBEPKIACHHOMY MOKa3aHUIO K TPUMEHEHHUIO }. (cM. pazaen 4.2 paznen "/letu").>.

5.2. ®apMakOKMHETHIECKIE CBOMCTBA

<AO6copOuus>

<Pacnpenenenune>

<buotpanchopmarus>

<DnuMuHaIUAST>

<JIMHENHOCTh (HETMHEHHOCTH)>

<dapmakokruHeTHYECKasI-(hapMaKoIMHAMUYECKAsl 3aBUCUMOCTb>

<Oco0pble rpyIIibl MalueHTOB>

B macrosimuii pazaen MoryT, mpu HEOOXOAMMOCTH BKIJIIOUATHCS JIOMOJHUTEIbLHBIN

MMOJ3aroJI0BOK MJIM MOJ3arojoBKH, Takue Kak "lloueunas HemocTtaTouHocTh', "IleueHounas
HEJI0CTaTOYHOCTh ', "JIniia moxkuioro Bo3pacra”

<Iletmu>

5.3. JlaHHEIe JOKIMHUIECKOH 0€30IacHOCTH

MoryT ObITh BKJIFOUEHBI TPU HEOOXOAMMOCTH JOTOJHUTEIbHBIE MTO3ar0JIOBKU, TAKUE KaK
"NccnenoBanusa Ha MOJIOJHSKE )KUBOTHEIX'".
<B DOKJIHHHYECKHX JaHHBIX, TOJIyUCHHBIX 110 pe3yJIbTaTaM CTAHAAPTHBIX HCCIIC]OBaAHHUH
(apmakogoruieckod 0e30MacCHOCTH, TOKCHYHOCTH IIPH MHOTOKPAaTHOM BBCICHHH,
T€HOTOKCHYHOCTH, KaHI[EPOT€HHOIrO0 MOTEHIIHAIa U PEerpOAYKTHBHOH H OHTOT€HETHUYECKOH
TOKCHYHOCTH, OCOOBIH BpeJT /IS 4€I0BEKA HE BHISABIICH™.
<B JOKTHHHYECKHX HCCJIENOBAHHAX HAOII0ATHCE A((YEKThI TOJIBKO MPH BO3ACHCTBHH
JIEKAPCTBEHHOI 0 TpernapaTra B J03aX, CYIIECTBEHHO MPEBOCXOMAIIMX MAaKCHMAJIbHbBIC, YTO
SABJISETCA KIMHHIECKH HE3HAYHMBIM>.
<Umerotcs ciaedyromne HexeaaTeJbHbIe peakiuu, He 0OHapyKeHHbIE B KIHHHYECKHX
HCCJIeTOBAHUAX, HO BBIABJICHHBIC Y )XHBOTHBIX IIPH BO3ACHCTBHH JIEKAPCTBCHHOTO MpErnapara
B J103aX, CXOHX C JJ03aMH, IPUMEHEHHBIMH B KJIHHHYECKHX HCCJICTOBAHHUSX, YTO MOKET
HUMETh KIHHUIECKYIO 3HAYUMOCTb.>

6. DPAPMAIIEBTUYECKHE CBOMICTBA 6.1. TlepeucHs BCIIOMOTATEIBHEIX BEECTB

[TpuBOaMTCS Ha3BaHKME BCTIOMOTATEIBHOTO BEIIIECTBA.
JI1s1 BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IMpENnapaTtoB HEOOXOIUMO OMHUCATH
KOHCEPBUPYIOIIHE CHCTEMBI.
<OTCyTCTBYIOT.>



6.2. HecoBMecTHMOCTBD

<He npumeHumo.>. JIaHHO€ yKa3aHHE HUCIIOJb3yEeTCAd B Cilyyae HEOOXOJIUMOCTH,
HaIpUMep, sl TBEPABIX MEPOPATBbHBIX JE€KAPCTBEHHBIX (DOPM.

I JIeKapCTBEHHBIX IIpenapaToB Uil NAapEeHTEPAIbHOIO NPUMEHEHUS YKa3bIBACTCS
clenyromiee:

<B cBA3HM ¢ OTCYTCTBHEM HCCICAOBAHHH COBMECTHMOCTH, AAHHBIH JIEKApCTBEHHBIH
npenapart He CIeAYeT CMEIUINBATh C APYTHMH JIEKAPCTBEHHBIMH MIpernapaTaMu.>

</laHHBIH JIEKaAPCTBCHHBIH IMpenapar He CJeAyeT CMEUIHBAaTh C JAPYTHMH

JIEKAPCTBEHHBIMH IIPENApaTaMH, 34 HCKJIFOYEHHEM YKA3aHHBIX B <paszzeiie 6.6> <u> <pazjaeie
12>>,

6.3. Cpok rogHOCTH (CpPOK XpaHCHH)

VYka3piBaeTcsi nHpOpMAIUs O CPOKE TOTHOCTU (CPOKE XpaHEHWS) JEKApPCTBEHHOTO
npenapara U cTaOMJIBHOCTU BO BpeMsi IPUMEHEHHUsI TIOCie €ro MEPBOTr0 BCKPBITUS U (MJIN)
BOCCTAHOBJICHUS (pa3BeleHMs). YKa3bIBAETCS TOJBKO OJMH OOIIMI CPOK T'OJHOCTU (CPOK
XpaHEHHUs1) JIEKApCTBEHHOT'O Ipernapara, Jake €CIU €ro pa3juyHble KOMIOHEHTHl WUMEIOT
pa3HbIil CPOK TOJHOCTU (HAIpUMEp, MOPOIIOK M PACTBOPHUTENb). JlaTa ucTeueHus: cpoka
TOJIHOCTH TaKOT'0 KOMIUIEKTa (JIEKapCTBEHHBIN Mpemapar ¢ pacTBOPHUTENeM) Wiau Hadopa (
KOMILJIEKTa U3 JIBYX M OoJiee JIEKAapCTBEHHBIX MPENapaToB) ONpeaesieTcs no 0oyiee paHHEN
JlaT€ UCTEUEHHUSI CPOKa TOJTHOCTHU (CpOKa XpaHEHHUsI) KOMIIOHEHTA JIEKapCTBEHHOIO Mpenapara,
BXOJISIIIETO B KOMIUIEKT (Ha0oD).

Cranmaptabie GOPMYIUPOBKH, UCTIOIB3YEMbIC ISl OMMCAHUSI CPOKA TOTHOCTH (CpoKa
XpaHeHusl ), TpuBeeHbI B npuioxkeHuu 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 MHKpPOOHOJIOrHYECKOH TOYKH 3PEHHS, €CJIH METOJ BCKPBITHA (BOCCTAHOBJICHHA,
pas3BeiecHHs) HE MpensATCTBYeT MHKPOOHOH KOHTaMHHAIIHH, JIEKapCTBEHHBIH Mpernapar
MOIEXKUT HEMEJIEHHOMY MPUMEHEHHIO.™;

<Ecau J1eKapCTBEHHbIH Mpenapar HE BBEJIEH HEMEJICHHO, XpAHEHHE TOTOBOTO K
NPUMEHEHHIO JIEKAPCTBEHHOT O IIPENaparta U obecriedeHue yCa0BHH ABIAETCS 0043aHHOCTBIO
OJIb30BATCIA.>. <...>

6.4. Oco6rie MepEI MPeIOCTOPOKHOCTH TIPH XpaHEeHHH

CrangapTHble pOpPMYJIUPOBKH, UCTIONb3yEMbIE AJI OMMCAHUS JUIsl YCIOBUN XpaHEHus,
npuBeAeHbI B puioxkeHnu Ne 6 k TpeboBaHusM.

OO1ue yciaoBHsl XpaHEHUs JEKapCTBEHHOIO MpernapaTa yKa3blBalOTCs ¢ MEPEKPECTHOM
CCBUIKOM Ha pa3zen 6.3 npu HE0OXOAUMOCTH:



<YciaoBus xpaneHus nocjie <BOCCTaHOBJIEHHA™> <pPa3BEACHHUS> <IIEPBOTO BCKPBITHI>
JIEKAPCTBEHHOI O MIPENapara cM. B pazjesie 6.3>.

6.5. XapakTep u cofiepkaHue YIaKOBKH <H CIENUAIbHOEe 000pYAOBaHUE LIS HCIIOIB30BAHHS,
BBEJCHHS WA HMIUIAHTAINH>

JIOTIOJTHUTENIbHBIA 3aroJ0BOK <H CHELHATbHOE 000PYAOBAHHUE JUIA HCIIOJIb30BAHHA,
BBCJICHHA HJIH HMIUIAHTAIIHH> YKa3bIBA€TCS TOJBKO [IJI1 BBICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPENapaToB.

[TosicHuTebHBIE PUCYHKU BKIIFOUYAIOTCS IPU HEOOXOJUMOCTH.

B nanHoM pasznene HeoOXOIMMO yKa3aTh KOJIMYECTBO €AUHUI] TPOIYKIUHA BO BTOPUYHOU
(MOTpeOUTENbCKOM) YIaKOBKE, KOJIWYECTBO IMEPBUYHBIX YMAKOBOK B HEH MU KOJIMYECTBO
€IMHUI] TPOJAYKIIMU B TMEPBUYHOM ymakoBKe, Hampumep "ymakoBka coaepxut 180 (2
omuctepa o 90) TabJIeTOK, MOKPHITHIX MIICHOYHOM 000I0UKOM".

<He Bce pa3Mepbl YITaKOBOK MOTYT ObITh JJOCTYIHBI JUIS PEATH3aI[HH>.

6.6. Ocobrie MepEI MPeIOCTOPOKHOCTH IPH YTHIIM3AIMH HUCIIOIE30BAHHOTO JIEKAPCTBEHHOTO
Ipemnapara Wik OTXO0Z0B, IOTy9IeHHHIX I0CIIe IPUMEHEHH JIeKapCTBEHHOTO Ipenapara, ! Jpyrae

MaHHITYJIAOEH C IpeTapaToM

[Ipu HEOOXOAUMOCTH MPUBOJATCS yKa3aHUSl MO MPUTOTOBJICHUUIO JIEKAPCTBEHHOIO
npenapara u ykazaHus 1o crnoco0am oOpalieHusi ¢ HUM MpU HE0OXOJAUMOCTH, B TOM YHUCIIE
yKa3zaHusd N0 YTUIU3AlUM JIEKAPCTBEHHOTO Mpernapara M OTXOJOB, OCTaBIIMXCS IOCIE
MIPUMEHEHUS JIEKapCTBEHHOI0 Ipenaparta. [[uKkTorpaMMbl, TOMOIHSIOMINE TEKCT BKIIFOYAIOTCS
IPU HEOOXOUMOCTH.

<lIpumeHeHHe y qeren>
<HeT 0co0bIX TpeOOBaHHH <K YTHIH3ALIHI>.>,
<Becb ocTaBiuiics JT€KAPCTBEHHBIH NPEnapat U OTXOAbl CJAEAYET YHHUTOXHUTH (
YTHJIH3UPOBATH) B YCTAHOBJIEHHOM MOPSIKE. ™.
<Becb ocTtaBiuiics J€KapCTBEHHBIH NPEnapat U OTXOAbl CJAEAYEeT YHHUTOXHUTH (
YTHJIH3HPOBAaTh) B COOTBETCTBHH C YCTaHOBJICHHBIMH TpeOOBAHHAMH 3aKOHOJATEJbCTBA
rocyaapctBa — wieHa EBpa3utickoro 5kOHOMHYECKOI0 CO3a.>.
<Oco0bIe TpebOBaHHS OTCYTCTBYIOT.>.

7. IEPXATEJIb PETUCTPAITMOHHOI'O YIOCTOBEPEHH A

{Ha3BaHwne cTpaHbl Ha A3bIke n3aoxeHus Tekcra OXJII} Ha3Banue cTpaHbl MPUBOIUTCS
Ha s13bIKe, Ha KOTOpoM cocTaBiieHa OXJIIT.

{HaumeHoOBaHuUe JiepxKaTesisd perucTpalliOHHOIO Y10CTOBEPEHHS }

{IOpuandeckuii ((hakTuueckuit) aapec;}

<{ren.}>



<{thaxc}>

<{aapec 2JIeKTpOHHOH MOYTHI }>
7.1. IlpencraBuTels AepKaTelld peTHCTPAIHOHHOIO YA0CTOBEPEHHA

[Iperen3un moTpedUTENEH HAMPABIATH 1O AAPECY:

{Ha3BaHHE CTpaHhbI}.

{HanmeHoBaHHE JiepKaTesId pETHCTPALIHOHHOTO YIOCTOBEPEHHS } .
{iOpuandeckuii (pakTnueckuit) aapec}

<{rem}>.

<{dakc}>.

<{anpec 3JIeKTpOHHOH MOYTHI}>.

8. HOMEP (HOMEPA) PETYICTPAITIOHHBIX YOCTOBEPEHHH 9. KATEI'OPHA
OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

YKa3bIBaeTCs NPUHAIECKHOCTD JICKAPCTBEHHOIO IIpenapara K OJHOW U3 CIEAYIOIUX
KaTerOpui OTIyCKa:

<JlekapCTBEHHBIN Mpenapar OTHOCUTCA K KaTerOpHHU OTIycka <0e3 perenta> <o
peuenty>, <B yCJIOBHUAX JIEUEOHO-NPOPUITAKTUIECKUX YUPEIKICHUN>.>.

VYKa3bIBalOTCA YCIOBHS MM OTPAaHUYEHMS, KACAIOUIMECs NTOCTABKH M HCIIOJb30BAHUSA
JEKapCTBEHHOro mpenaparta (MpuM HalIWuuM). EclM perucTpalniioHHOE YJIOCTOBEpPEHHE
JIEKapCTBEHHOTO Ipernapara ObIJI0 BBIAHO MPU YCIOBUH BBITTOJHEHUS ONPEAETCHHBIX 0COOBIX
0053aTENBCTB, pAacCMaTPUBAEMBbIl JIEKAPCTBEHHBIM Ipenapar MOXET NPUMEHSITbCA B
ONPEJIEIEHHBIX CIIy4asiX, TOJBKO MOJA CTPOTUM MEAUIMHCKUM HaOII0JEeHUEM (B YCIOBUSAX
1e4eOHO-MPOPUIAKTUUECKUX YUpPEXKIEHUN), a B ciydae paguopapMaleBTHUECKUX
MpenaparoB — MoJ HabJII0IEHHEM UMEIOIIET0 COOTBETCTBYIOIIEE Pa3pEIICHHE JTULIA.

<10.JO3UMETPHUA> (ecmm mpumenumo) <11. THCTPYKIIU S 110 ITPUTOTOBJIEHUAIO
PATMOOAPMAIIEBTUYECKHUX ITPEITAPATOB> (3anomasercs npi He06X0QMMOCTH)

<Bech HEUCNOJNB30BAHHBIM JIEKAPCTBEHHBIM MNpenapar MW OTXOJbl CIEIYET
YTUIN3UPOBATH B YCTAHOBIEHHOM MOPSAKE.>.

<12. YCTAHOBIJIEHME ITOCTPEI'HCTPAITMOHHbBIX MEP>

B cnydae ecnm JieKapCTBEHHBIM MHpenapaTr 3aperucTpUPOBaH C YCTAHOBJIECHHUEM
MOCTPETUCTPALIMOHHBIX MEp, HEOOXOIMMO YKa3aTh CIAEAYIOIIEE:
JUIsl JIEKAPCTBEHHBIX IIPENapaToB, 3aperUCTPUPOBAHHBIX C YCTAHOBJICHUEM
JOTIOJTHUTENIbHBIX TPEOOBaHUM:
<JlaHHBIM JIEKAPCTBEHHBIM Npemnapar 3aperucTPpUpPOBAH C YCTAHOBIIEHUEM
JOTIOJTHUTENILHBIX TpeOOBaHUN, M IO ATOMY JIEKAPCTBEHHOMY IMpemnapaTry OXHJaeTcs



NpeJCTaBIeHUE JONMOJHUTENbHBIX JaHHBIX B TedeHue 1 ronxa. {HammeHnoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyJapcta — wieHa EBpa3suiickoro sKOHOMHUYECKOr0 COI03a}
OyZeT MPOBOAUTH IKCIIEPTU3Y HOBBIX CBEACHHM O MpemapaTre, KOTOPble MOTYT HOSIBIISITHCS
€XeroJHo, a JaHHas 00111as XapaKTepUCTUKA JIEKAPCTBEHHOIO npernapaTa OyJ1eT 0OHOBISATHCA
10 Mepe HEOOXOAUMOCTHU.>.

JUTSL IEKAPCTBEHHBIX MPENapaToB, 3apEeruCTPUPOBAHHBIX 110 MPOLEIYPE PETUCTPALIUU B
UCKITFOUUTEIBHBIX CIyYasx:

<JlaHHBII JIEKapCTBEHHBIN MpenapaT 3aperucTpUpPOBaH Mo Npoleaype "perucTpanuu B
UCKJIIOUMTENbHBIX cllydassx" B CBS3M C <peaKuM 3a0o0JieBaHUEM™>, <HAYYHBIMU
COOOpKEHUAMI™>, <ATUYECKUMU COOOPaKCHUSIMI>, BCE HEOOXOIUMbIE CBEACHHUS 00 3TOM
JIEKApCTBEHHOM TIperapare MOJy4YUTh HEBO3MOXHO. {HamMeHOBaHME yNOJIHOMOYEHHOTO
opraHa rocyjaapcrBa — wieHa EBpa3uiickoro SKOHOMHYECKOTO co03a} OyAeT MpOBOJIUTH
€XKEroHO IKCIIEPTU3Y HOBBIX CBEJICHMI, a JaHHas O0IIas XapaKTepUCTUKA JIEKAPCTBEHHOTO
npenapara 0yieT OOHOBIIATHCA [0 MEPE HEOOXOAUMOCTH.>.

JUISL JIEKApCTBEHHBIX MPENapaToB, 3apErUCTPUPOBAHHBIX MO MPOILEAYype YCIOBHOMU
perucTpanuu:

<JlaHHBIW JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO Ipoueaype 'yCiIoBHOM
peructpauuu, U MO 3TOMY JIEKAPCTBEHHOMY IIpenapary OXHUIAeTcs MpeACTaBIICHHE
JOTIOJTHUTENBHBIX AaHHBIX. {HanMeHOBaHME YIIOJTHOMOYEHHOIO OpraHa rocyAapcTBa — 4ieHa
EBpa3uiickoro s5KOHOMHYECKOT0 COr03a} OyJeT MPOBOJUTH €KET0JHO AKCIEPTU3y HOBBIX
CBEICHMIA O Tpernapare, a JaHHas o0IIasi XapaKTepUCTUKa JIEKapCTBEHHOTO MpernapaTa Oyaer
OOHOBJISITHCSA IO MEPE HEOOXOAMMOCTH.>.

OO6mias xapakTepUCTHKa JEKapCTBEHHOro mpemnapara {ToproBoe HauMEHOBAaHHE }
JOCTYITHA B €IMHOM PEECTPE 3apETrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelcTB EBpazuiickoro
HPKOHOMHUYECKOTO COI03a U Ha O(UIMAIIBHOM CalTe YIOJIHOMOYEHHOTO OpraHa (3KCIepTHON
OpraHu3alliu) {CalT ymoJIHOMOUYEHHOTO OpraHa (calT opraHuzaiumn)}'.

TpeboBanns k opopmiermo mpoexkra OXJIIT O6mue TpeGoBarws

Pa3mep u opuenranus ctpanuisl: popmar A4, opueHTaus KHUKHASL.

[Tons: mo 2 cM ¢ KaXkA0il CTOPOHBI.

Mpudt: Times New Roman, pazmep 12 nrt, cTuiib 00bIYHBIN, MEKXOYKBEHHBIN HHTEpBAI
OOBIYHBIN, IBET YEPHBIN, B TAOIMIIAX AOMYCKAETCS UCIIOJIb30BATh LIPU(T MEHBIIETO pa3Mepa.
CHocku, moAnucH K rpadukam, 1uarpaMmmam BBIIOJHSIOTCS ¢ pazMepoM mmpudra 10 mr.

BripaBuuBanue: 3aronoBok "OBIJAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O
ITPEITAPATA" pacnioniaraercs no HeHTpPY, BCE OCTAJIbHBIE 3ar0J0BKH U MIOBECTBOBATEIIBHBIN
TEKCT — I10 IIUPUHE.

WNurtepBanel: ab3annbiii oretyn 0 cM, MEXCTPOUYHBIM UHTEpBAJI OJAMHAPHBINA, HHTEPBAI
Mexay ad3amamMu 6 NT, HHTEPBAJI MEXJY 3aroJIOBKOM M TEKCTOM — CM. MH(POpPMALHUIO IO
0(OpMIIEHUIO 3ar0JIOBKOB HUXKE, MHTEPBATl MEX/ly CUMBOJIaMH (KEPHUHT) — YTOOBI H30€XKaTh



pPa3phIBOB B TEKCTE. B HEKOTOPHIX Cilydyasx MPUMEHSETCS HEpa3phIBHBIN MTpo0en (Hampumep,
MEXy YMCIIAaMH U OTHOCSIITUMUCS K HUM €IMHHUIIAMH U3MEPCHUS, MEK Ty 3HaKaMu %, No u
OTHOCSIITUMUCS K HUM IIU(PPaMH) U HEpa3pbIBHBIN Jeduc.

HymMmepanusi cTpaHuil: HyMEpyrOTCS BCE CTPaHHUIIBI KPOME MEpPBOM, HOMEpA CTPaHUIL
MIPOCTABIIAIOTCS apaOCckuMu mudpamMu 6€3 TOYKH B IIEHTPE HIHKHETO KOJIOHTHUTYJIA.

TpeboBarna K 0pOPMIICHHIO 3aT0JIOBKOB

3aronoBok "OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O TTPEITAPATA"
odopMmIIsieTcs 3ariIaBHBIMU OyKBamMu, CTHIb IpU(Ta MOTY>KUPHBINA, pazMep mpudra 14 mr.

Ha3Banus yacteil opopMIIsIOTCS 3aryiaBHBIMU OyKBaMu, CTHIIb IIPU(PTA TOTYKUPHBIU,
WHTEpBabl 24 NT Mepes 3aroJIoBKOM W 12 IT mociie 3arojoBKa. 3arojoBOK HyMEpYyeTcs
apabckumu 1udpamu no nopsaky (B gopmare 1., 2., 3. u 1. 1). Mexay HOMEpoOM H
Ha3BaHUEM YaCTH MPUMEHSCTCS HePa3phIBHBIN MPoOeT.

HazBanus paznenoB ohopMIIsSIOTCS CTPOUYHBIMU OyKBaMU (KpOMe€ MEPBOi), CTHIIb mpudTa
ITOTYKUPHBIM, UHTEPBAJIBI 12 IT mepex 3arojloBKOM M 12 Nt mociie 3aroyioBka. 3arojaoBOK
HyMepyeTcsi apabckumu nudpamu no nopsaky (B ¢opmare 4.1., 4.2. u 1. 1). Mexny
HOMEPOM U Ha3BaHMEM pazjielia MPUMEHSETCS] Hepa3pbhIBHBIN mpobe.

HasBanust nonpasnenoB ohopMIiIsitOTCsl CTPOYHBIMU OyKBamu (Kpome MepBOM), CTUIIb
mpudTa noJguepKuBaHue, 6€3 HyMepaluu.

[TyskTBl OPOPMIISIOTCS CTPOUHBIMU OyKBaMU (KpOMe MEpBOi), CTUIIL MIpUdTa KypCHB,
0e3 HyMepaluH.

[ToamyHKTBI 0OPMIISIOTCS] CTPOYHBIMU OyKBaMu (KpOME TIEPBOI), CTHIIHh MIPU(PTA KYPCUB
C MOYepKUBaHUEM, O€3 HyMEPALIHH.

B KoHIIe 3ar0J10BKOB TOUKH HE CTaBSTCS.

[Ipu HEoOXoMMMOCTH AanbHEHIIeH pyOpUKaIIMu TEKCTa JAOMYCKAIOTCS WHbIE BapUAHTHI
odopmIleHHs 3ar0I0BKOB MM 0(opMIIeHHEe HHPOPMAIUU C TPUMEHEHHEM MapKHUPOBAaHHOTO
CIIHCKA.

I[MPUJIOXKEHUE Ne 12
Kk TpeOoBaHUSIM K MHCTPYKIMH TI0
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPHUCTHKE JIEKApPCTBEHHOTO

npenapara sl MEAUIUHCKOT O
TIIPUMEHCHUA

TPEBOBAHWM A
10 IOJIFOTOBKE TEKCTa HHCTPYKIIMH 110 MEUITMHCKOMY IPAMEHEHHUIO JIEKAPCTBEHHOTO IpenapaTa
(JrECTKA-BKIIABINA)



Cuocka. [Tpunoxenue 12 B penakuuu pemeHus Copera EBpa3zuiickoil 52KOHOMUYECKON
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHuu 30 KajJeHJIapHBIX JHEH ¢
JIaThl €ro OPUIMATBLHOTO OIMyOJIUKOBAHUA).

1. O6mue mookeHus

Hacrosimiie TpeGoBaHusi comepskaT yKazaHUs MO MPEICTABICHUIO WH(OpMAu o
JICKapCTBEHHOM IIpemnapare MalyueHTaM, a TaKXkKe JIMIaM, 3aHUMAarIUMcs 0hopMIICHUEM U
COCTaBJICHUEM HWHCTPYKIIUH TI0 MEAUITMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO Tpemnapara (
JUCTKA-BKJIAJbINIA) (Jlajiee — JTUCTOK-BKJIAbINI) sl manueHTa. Hacrosmue tpeGoBaHuUs
BKJIFOYAIOT B c€0s OMMCaHNe HAJJIS)KAIEH MPAKTUKU B 00J1aCTH HH(POPMAIIMOHHOTO JU3aiHa
JIMCTKA-BKJIAIBIIIA C IIEJIbIO TIPEIOCTABICHUS MAllUEHTaM BO3MOXKHOCTH MMPUHUMATD PEIICHUS
OTHOCHUTEIILHO 0e30MmacHoro M 3Q(GHEeKTUBHOTO NMPUMEHEHUS Ha3HAYCHHBIX JICKapCTBEHHBIX
MpemnaparToB.

Hacrosimue TpeboBanus chopMUpOBaHBI B IENSAX YIOBICTBOPCHHUS MOTPEOHOCTH
MEIUIIMHCKUX pPaOOTHUKOB ¥ TAIMEHTOB OTHOCHUTEIBHO TIPEJCTABICHUS UM
BBICOKOKaYECTBEHHON MH(POPMAITUH O JICKApCTBEHHOM Ipernapare.

JIMCTOK-BKJIAJIBIII SBJISICTCS TOCTYITHBIM U JJOCTOBEPHBIM, a JIJIsl HEKOTOPBIX MAIICHTOB —
€IMHCTBCHHBIM TMHUCHMEHHBIM HCTOYHMKOM HH(OpMAIMU O JIEKAPCTBEHHOM IMperapare.
[TaneHThl UCIONB3YIOT JUCTOK-BKJIAJIBIII, TOCTABISIEMBI BMECTE C JICKAPCTBEHHBIM
npenapaToM, Kak HamboJiee BaKHBIA TOCiE Bpaded u (apMareBTUUECKUX paOOTHUKOB
UCTOYHUK HHPOpMANHMHU. YKa3aHHAas B JIMCTKE-BKJANbIIIEe WH(OOPMAIUSA TIO3BOJISICT
MaleHTaM y4acTBOBAaTh B MPUHATHH PEIICHUS O MPUMEHEHUH IMpenapaToB, Ha3HAYEHHBIX
WJIA PEKOMEHIOBAaHHBIX METUITTHCKUMHU paOOTHUKAMH, a TAK)KE TTPH OKA3aHUU CaMOTIOMOIITH.

[Ipu mpuoOpeTeHUHM JIeKapCTBEHHBIX IpernmapaToB, OTIIYCKaeMbIX 0O€3 perenTta
B3aMMOJICHCTBHE MEX]y MAIMEHTOM U MEIUIIMHCKUM paOOTHUKOM MOKET OBITh OTPAaHUYCHO
WJIU CBEJICHO K HYIII0. B mocnennem ciyuyae nucbMeHHas nHGopMaius mpuoopeTaeT oco0yro
[IEHHOCTH JJIs1 0€30MaCHOTO MPUMEHEHHS JIGKApCTBEHHOTO Mpernapara.

2. Cdepa npumMeHeHHS

Hacrosimue TpeboBaHus MO3BOJSIOT 00ECIIEUUTh PEryiaupoBaHue (hapMaieBTUICCKON
OTpaciy NpU BHECEHUU JEP)KATEISIMH PETHMCTPALMOHHBIX YJIOCTOBEPEHUN N3MEHEHUU B
JTUCTOK-BKJIAbII. [IpumMeHenne HacToSIuUX TpeOOBaHUN TTO3BOJISET 00ECIEYUTh SICHOCTh U
JOCTYIHOCTh [JIi TAlUMEHTa NpejcTaBisieMo HHPOpPMALMU B JHUCTKE-BKIJIAAbIIIE
JEKapCTBEHHOTO TIperapara, 4To CO3/JaeT MPEANOCBUIKH Il MPABWIBHBIX JIEHCTBHIMA
MAIMEHTOB IO MPUMEHEHHUIO 3TOTO Mpernapara.

[Tepen momaveit MUCTKA-BKIIAIBINIA B YIIOJTHOMOYEHHBIC OPTaHbl TOCYAAPCTB — WICHOB
EBpa3uiickoro 3KOHOMHUYECKOr0 CcOr03a (Jajnee — rocyaapcTBa-uiieHbl, Cow3) B LEIX
BBITIOJTHEHUST TIPOIICAYP, CBS3aHHBIX C PErUCTpaIldel, MOATBEPKICHHEM peructpanuu (



MepEepETUcTpaIii), BHECEHUEM H3MEHEHUW B PETUCTPALMOHHOE JI0ChE U IMPUBEIACHUEM
PErUCTPAllMOHHOTO JI0Ch€ JIEKApCTBEHHOTO MpemnapaTra, 3aperucTpUpOBAHHOIO IO
HAIIMOHAJILHOM IIPOLEAYPE B TOCYIapCTBax — WwieHax EBpa3zuiicKOro 3KOHOMHYECKOTO COK03a
B cooTBeTcTBUE ¢ [IpaBmiiaMu peructpanuu U 3KCIEPTU3bI JEKAPCTBEHHBIX CPEACTB IS
MEIHMIIMHCKOIO0 MpUMEHEHMs, YTBepkIaeHHbIMU Pemennem CoBera EBpasuiickoi
AKOHOMMYECKON Komuccuu oT 3 HosOps 2016 r. Ne 78 (nanee — mpuBeIeHHE B COOTBETCTBHUE
¢ TpeboBanusimu Coro3a) ¢apMalneBTUUYECKUE MPOU3BOJAUTENN JOJKHBI BBINOJHUTH
HACTOsIME TPeOOBaHUA, MOCKOJBKY JI000€ HECOOTBETCTBHE MM TpeOyeT 00OCHOBAaHHS
OTCYTCTBHUSI BIIUSIHUSI TAKOTO HECOOTBETCTBUS Ha 0€30MacHOE MPUMEHEHHUE JIEKApCTBEHHOTO
npemnapara.

Hacrosime TpeboBaHus MPUMEHSAIOTCS K JIEKAPCTBEHHBIM IIpenaparam, OTIYCKaeMbIM IO
perenty u 0e3 perenTa, a TaKXKe K JICKAPCTBEHHBIM IperapaTaM, KOTOPbIe MPUMEHSIOTCS B
YCIOBUSX JIeUeOHO-NMpOPUIAKTUUECKUX YyupexkJIeHud. B pamkax sKcnepTusbl
pPETUCTPALIMOHHOTO J0Che M Tpu paboTre ¢ kajmodaMu Ha JUCTKU-BKIAJBIIIH
YIOJIHOMOYEHHBIE OPraHbl (IKCIEPTHBIE OpPraHU3allMK) TOCYJIapCTB-WICHOB AHAIU3UPYIOT
0€30MacHOCTh MalMEeHTA UCXO/I U3 OINbITa MPUMEHEHHS JIEKApCTBEHHOTO Mpenapara u BCex
COOOIICHHBIX HEXKENATEIbHBIX SBJICHUM.

4. TpeGoBaHHUA K JTMCTKY-BKJIBIITY

[IpencraBienue mHPoOpMaIMu U €€ COAEpNKaHUE JUISi BCEX JIMCTKOB-BKJIAJBIIICH
ONpPEAEIsETCS B COOTBETCTBUU CO CIEAYIOIINM MOPSIKOM:

4.1. JIuCcTOK-BKIAIBIII COCTABIISIETCS HAa OCHOBAaHUM OOIIEH XapaKTEPUCTHUKU
nekapctBeHHoro mnpenapara (mamee — OXJIII). On pomkeH BKIOYaTh B ce0d
CTPYKTYPHUPOBAHHYIO MH(POPMAIIHIO, PACTIOIIOKEHHYIO B CIEAYIOIIEM MOPSIAKE.

4.2. Unentudukarus JeKapcTBEHHOTO MperapaTa B BUJIe HAMMEHOBAHUS JIEKAPCTBEHHOTO
npenapara, 3a KOTOPbIM CJIEIyeT JO3UPOBKA, JIEKapCcTBEHHass GopMa U (eciru MPUMEHHMO)
CIelMAJIbHBIE YKa3aHUs (HapuMep, OTMETUTh MpeIHA3HAUYEH JIM JICKapCTBEHHBIN npenapar
JUTSL IPUMEHEHUs] Y MJIQJICHIIEB, IETEeH WM JIUII MOXKUIIOTO (CTapUYECKOro) BO3pacTa):

4.2.1. Heob6xoauMo yka3aTh TOJIBKO OJTHO HAMMEHOBAHUE JJISI KAXKOTO JEHCTBYIOIIETO
BEILIECTBA Ha OT/AEJIBHOW CTPOKE MO/l TOPTOBBIM HAMMEHOBAHUEM JIEKAPCTBEHHOTO Iperapara
B CJIEAYIOILLEM MOPsIAKE BbIOOpa:

a) MEeXIyHapOHOE HeMaTeHTOBaHHOEe HauMeHoBaHue (nanee — MHH);

0) npu orcyrctBun MHH — nHaumenoBanue mo ®apmaxomnee EBpasuiickoro
AKOHOMMYECKOI0 CO03a, yTBepkAeHHOM Pemennem Kouiernn EBpasuiickoil 5KOHOMHUYECKOH
komuccuu ot 11 aBrycra 2020 r. Ne 100 (nanee — ®apmakones Coroza), papmakonesm
roCy/IapCTB-4WICHOB WM OCHOBHBIM (apMakomnesM B cooTBeTcTBuu ¢ Konnenmuen
rapMoHu3aluu (papmakorei rocygapcTs — WieHOB EBpa3suiickoro SKOHOMHYECKOTO COH03a,
yTBep)kaeHHOW Pemenunem Kosuternm EBpa3uiickoll 3KOHOMHUYECKOM KOMHUCCUU OT 22
ceHTsa0ps 2015 . Ne 119 (nanee — Konnenmus rapmonuzaiuu papmakonei);



B) IpU OTCYTCTBUU (HapMaKONEHHOTO HAMMEHOBAHUS — OOIICIPUHITOE WIU
IpyNIupOBOYHOE HAUMEHOBAHMUE;

') IPH OTCYTCTBUH OOIIECTPUHATOTO WJIH TPYIITUPOBOYHOTO HAMMEHOBAHUS — HAY4IHOE (
XUMHUYECKOE) Ha3BaHMUE;

4.2.2. papmakoreparneBTHUECKas TPYyTMIa B COOTBETCTBUH C AHATOMO-TEPAEBTUUYCCKUM U
XUMHUYeCKuM Kinaccudukaropom Coro3a Uiu OMUCAHUE aKTUBHOCTH, B 3aBUCUMOCTH OT TOTO
4TO 0O0JIee JIETKO MOHUMAETCS TAllUEHTOM.

4.3. [Toka3zaHus K IPUMEHEHUIO.

4.4. IlepeueHb cBeaeHUM, HEOOXOAUMBIX O Haudaja MPUMEHEHUS JEKAPCTBEHHOIO
npenapara:

4.4.1. npOTUBOIIOKA3aHUS,

4.4.2. HeOOXOAMMBIE MEPHI MMPEOCTOPOIKHOCTH MPU TPUMEHEHUH;

4.4.3. BUBI B3aUMOJICUCTBUS C APYTUMU JICKAPCTBEHHBIMU NIpEMapaTaMu U IPYTUe BUJIbI
B3aUMOJICHCTBUS (HampuMep, ¢ aJKOrojieM, TabakoM, MHUINEH), CIOCOOHBIE MOBIUSATH Ha
JIeHCTBHUE JICKaPCTBEHHOTO MperapaTa;

4.4.4. cnenuanbHbIE TPELYTPEXKICHHUS.

4.5. HeoOxoaumble W CTaHAApTHBIC HHCTPYKIMU MO HAJJIEKAIIEeMy MPUMEHEHUIO, B
YaCTHOCTH:

4.5.1. pexxum A03UpPOBaAHUS;

4.5.2. MeToa ¥ MyTh BBEJICHUS (MIPU HEOOXOAUMOCTH);

4.5.3. yacToTa IPpUMEHEHUS C YKA3aHUEM BPEMEHM, KOTJa JIEKapCTBEHHBIN Ipernapar
MOXXET WJIM JOJDKEH MPUMEHSThCS (IMIPU HEOOXOJUMOCTH), a TakKe B COOTBETCTBYIOIIUX
ClIy4asiX, B 3aBUCHMOCTH OT CBOMCTB JIEKAPCTBEHHOI'O MIpenapara:

4.5.4. nIUTENBHOCTD JICUEHHUS, €CIIU €€ HEOOX0AUMO OIPaHUYUTD;

4.5.5. Mepsbl, KOTOpble HEOOXOIUMO TIPUHATH B Cllydae MEpe03UPOBKH (CUMITOMBI,
HEOTJIOKHbIE MPOLETYPHI);

4.5.6. Mmepbl, HEOOXOAMMBIE MPU MPOMYCKE OJHOM MIIM HECKOJIBKUX J[03 JIEKAPCTBEHHOTO
npenapara;

4.5.7. ykazaHue Ha HAJIMYUE PUCKA CUMIITOMOB OTMEHBI (TMpY HEOOXOAUMOCTH);

4.5.8. pekOMeHJalluy MO0 OOPAILEHUIO 33 KOHCYJIbTAMEN K MEIUIIMHCKOMY PAOOTHHUKY
JUTSL pa3bICHEHHSI CI0C00a MPUMEHEHHUS JIEKAPCTBEHHOTO MIpenapara.

4.6. OnncaHue HEKENATEIbHBIX pPEaKUUM, KOTOpPbIE MOTYT HPOSBIATHCS INPHU
CTaHJAPTHOM MPUMEHEHUU JIEKAPCTBEHHOTO MpENapara U MEPbI, KOTOPBIE CIEAYET MPUHSTH B
ATOM cityuae (IIpu He0OXOIUMOCTH).

4.7. YxazaHue Ha JaTy UCTEUEHUS CPOKA FTOAHOCTH (CPOKa XpaHEHHUs ), IPUBEICHHYIO Ha
yIHaKoOBKe JIEKAPCTBEHHOI'O Mpenapara co Cleyoueil J0MoJIHUTENbHON HHPOpMAIIHEH:

4.7.1. ykazaHue 3ampera NpUMEHEHHs JIEKapCTBEHHOTO MPEIapara o HCTEYEHUU CpoKa
TOJIHOCTHU (CPOKa XpaHEHUs);

4.7.2. cienyuanbHbIe YCIOBUS XpaHEHU (B COOTBETCTBYIOIIMX CIyYasx);



4.7.3. mpeaynpexaeHue 00 OnpeeeHHbIX BUANMBIX MPU3HAKAX YXYIIICHUS KadecTBa (
MPU HEOOXOJIUMOCTH);

4.7.4. MONMHBIA KauyeCTBEHHBIM COCTaB (aKTUBHBIX (hapMalleBTUUECKUX CYOCTaHIIMN U
BCIIOMOTaTeJIbHBIX BEIIECTB) M KOJMYECTBEHHBIN COCTaB aKTUBHBIX (DapMarieBTUYECKUX
cyOCTaHIIMH C MCHOJIB30BAHMEM HUX OOMICTIPUHATHIX HAUMEHOBAHMM IS KaXaA0H (OPMBI
BBIITyCKa JIEKApCTBEHHOTO Mpernapara;

4.7.5. nekapctBeHHas (hopMa Kax0i (POpMBI BBIITYCKa JIEKAPCTBEHHOTO TMpernapara u ee
coJiep KaHus 10 Macce, 00beMy WIJIM KOJIMYECTBY /103 B JIEKAPCTBEHHOM Tpenapare;
4.7.6. yka3zaHue KaTeropuu OTIyCKa JIEKapCTBEHHOIO Mpenapara;

4.7.7. Ha3BaHME W aJapec JAep)KaTels PErHCTPALUOHHOTO YJAOCTOBEPEHHUS U, B
COOTBETCTBYIOIIMX CIy4asX HAMMEHOBAHUE IMPEACTaBUTENS JAEPKATENsl PEruCTPALIMOHHOTO
YAOCTOBEPEHUS, B KaXKJOM rOCYJapCTBE-UJICHE;

4.7.8. Ha3BaHUE U aJpec MPOU3BOIUTENS, OTBETCTBEHHOT'O 32 BBITYCKAIOIINI KOHTPOJIb
KauyecTBa.

4.8. TlepeueHb HAMMEHOBAHUM JIEKAPCTBEHHOTO Mperapara, 3aperuCTPUPOBAHHBIX B
KaXJIOM M3 TOCYJapCTB-WIEHOB (€C/M JIEKapCTBEHHBIM MpenapaT 3aperucTpUpOBaH IO
pPa3TUYHBIMU HAUMEHOBAHUSIMHU ).

B oTHOmEeHUWH JIEKapCTBEHHBIX MpPENapaTroB, TPEOYIOMMX JOMOJHUTEIbHOTO
MOHHUTOPHUHIA, YKa3blBaeTcs cieayroniee: "/[aHHbIM JIEeKApCTBEHHBIN Mpenapar MOMJICKHUT
JOMOJHUTEILHOMY  MOHHUTOPUHIY". VYKa3zaHHOMY MOPEAyNPEkKICHUIO  JTOJKEH
MPEAIIECTBOBATh YEPHBIA CHUMBOJ, 33 KOTOPBIM JOJDKHO CIIEI0BAaTh COOTBETCTBYIOIEE
CTaHJApTHOE pa3bsICHEHHE.

JIns Bcex JIeKapCTBEHHBIX IpenaparoB HEOOXOAMMO yKa3blBaTh CTAHIAPTHBIN TEKCT,
PEKOMEHIYIOINY TAlMeHTaM MPU BO3HUKHOBEHUU KaKUX-TMOO HEKEIATEIbHBIX PEaKIUn
oOpamarbcsi K MEAUIIMHCKOMY PabOTHUKY, (papMalieBTUUECKOMY paOOTHUKY MM HAPSIMYIO
yepe3 CHUCTEMY COOOIEHHUH TOCyAapCTB-WIEHOB, M YKa3bIBAIOIIUMN Ha pa3iudHble MyTH
TaKoTo cOOOIIeHUsI (3JIEKTPOHHOE COOOIIIEHHE, TOYTOBOE OTIpaBJIeHUE U (UJIN) APYToe).

4.9. Ilepeuensb cBeIeHUI HEOOXOAUMMBIX 10 Hayalla MPUMEHEHHUS JEKapPCTBEHHOIO
npernapara, yka3aHHbIH B OAMYHKTE 4.4 HaCTOSIIMX TPEOOBAHMIM, TOJKEH TaKKe COIEePKaTh:

a) yCIOBUs NMPUMEHEHUS B ONPEACIICHHbIX I'pynnax (I1eTH, OepeMeHHbIE U KOPMSILIUE
IPYAbIO KEHIIUHBI, TOKUIIBIC, JIUIA C ONPEACIICHHBIMU AaTOJOTUYECKUMH COCTOSTHUSIMU );

0) cBeeHUs O BO3MOXKHOM BIIMSIHUM Ha CHOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU
CpelicTBaMH WK paboTaTh C MEXaHU3MaMU (€CJIU IPUMEHUMO);

B) MEpeyYeHb BCIIOMOTaTEIbHBIX BEUIECTB, CBEJAEHUS O KOTOPBIX HEOOXOAUMBI IS
6e3omacHoro ¥ 3(PQPEeKTUBHOrO MPUMEHEHHUS JIEKAPCTBEHHOI'O IIpernapara, OMUCAHHBIX B
npuinoxkeHun Ne 1 k TpeOOBaHUSM K HMHCTPYKIMU O MEAUIMHCKOMY HPUMEHEHUIO
JIEKapCTBEHHOTO TpernapaTa U oOIel XapaKTepUCTHKE JICKapCTBEHHOTO Ipemapara s
MEJIUIIMHCKOTO TpUMEHEHUs, YyTBepxkaeHHbIM Pemenuem Coeta EBpasuiickoi
AKOHOMMYECKOUN KoMuccuu ot 3 Hosiopst 2016 r. Ne 88.



4.10. Ilo ycMOTpeHHIO 3asBUTENS B IEIAX 00€CTICUeHUS YI000UUTAEMOCTH, IIOHATHOCTH
M JIETKOCTU BOCHPUSTUS JIUCTKA-BKJIAJbIIIA MOXKET OBITh MPOBEJCHO MOJIb30BATEIbCKOE
TECTHUPOBAHUE JINCTKA-BKJIAbIIIA.

4.11. Ilpu HEOOXOIMMOCTH YIOJHOMOYEHHBIMHU OpraHaMu (PKCIEPTHBIMU
OpraHHU3alUsIMU) TOCYAapCTB-WICHOB B EBpa3HilCKyt0 SKOHOMUYECKYI0 KOMUCCHIO (J1aliee —
Komuccus) npeacrasnsercs: cBogHas HHGOpMaIUs 00 UMEIOINX CUCTEMAaTHYECKHUIN XapaKTep
Hepocratkax OXJIII v MMCTKOB-BKIIAABIIEN JIEKAPCTBEHHBIX INPENAPATOB, HAXOMSIINXCS B
oOpalieHuu, ¥ aHaju3e BO3MOXKHBIX MEp JIJIsi YCTPAaHEHMs] TaKMX HEJAOCTaTKOB. JlaHHas
cBogHas wuHpopmanus nyOaukyerca Ha oduiuaibHoM caiite Komuccuu B
HHPOPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON ceTu "HMHTepHeT", B meIsIX oOecredeHus
JOCTYITHOCTH ISl 3aWHTEPECOBAHHBIX MAlMEHTOB, TMAIMEHTCKUX OpraHu3aluil u
MEUITTHCKUX PAOOTHUKOB.

DKCIEPTHBI KOMHUTET 1O JIEKAPCTBEHHBIM CPEICTBAM HAa OCHOBAHUM CBOJHOMU
uHpOpMAIIMU U, €CJIM NPUMEHUMO, KOHCYJbTALMU C 3aUHTEPECOBAHHBIMM JIMIAMH,
pa3pabarbiBaeT PEKOMEHJAIMU 1O YJIYUYIICHUIO YyJA000UYMTAeMOCTH, H3JIOKCHUIO U
coaepxxanuto OXJIII n nucTka-BKIIabIIIA.

4.12. B cnydae mpoBeIEHHUS MOJIb30BATENBCKOTO TECTUPOBAHUS UX PE3YJIbTAThI JOJIAKHBI
OBITh TpEJICTABIEHbl YMNOJHOMOYEHHOMY OpraHy (PKCHEpPTHOM OpraHu3alum)
rocyJ1IapcTBa-4jeHa, KOTOPOE OCYLIECTBIIET PACCMOTPEHHUE U IKCIIEPTU3Y PETUCTPALIMOHHOTO
JOCKE.

4.13. Bce npemnaraeMple U3MEHEHUS JINCTKA-BKIIAJbIIIA, ONMCAHHBIE B HACTOSILEM
pazaene, Ho He cBszaHHble ¢ OXJIII, HOJKHBI TOJABaThCS B YIOJHOMOYEHHBIE OpTaHbI (
AKCIEPTHBIC OPTaHU3AIMHI) TOCYAapCTB-UJICHOB.

4.14. JIncTOoK-BKIAABIII MOXKET COAEPKATH CUMBOJIBI M TUKTOrPAaMMBbI, IIPEIHA3HAUYCHHbBIE
JUTSL IPOSICHEHUS OTIPE/ICTICHHBIX CBEJICHUM, YKa3aHHBIX B MyHKTE 4.1 HacToSIMX TpeOOBaHMI
, 1 MHBIX cBeAeHuM, cornacytomuxcst ¢ OXJIII, mone3HpIx g namnueHTa. Takue CUMBOJIBI U
MMUKTOTPAMMBbI HE JIOJKHBI BKJITIOUATh 2JIEMEHTHI PEKJIAMHOTO XapaKTepa.

4.15. JIncTOK-BKIAABIII JOJIKEH OBITh HAMMMCAH JOCTYITHBIM JJISI IOHUMAHMS TTAIUEHTOM
SI3BIKOM SICHO W TOHSITHO, M CBEPCTaH TakK, YTOOBI MO3BOJIATH MOJIb30BATEIISIM JEeHCTBOBATH
HaJJIeKalmuM 00pa3oM, MpU HEOOXOAMMOCTU C TMOMOIIBI0 MEIUIMHCKUX PaOOTHUKOB.
JIMCTOK-BKIAQABII JOJDKEH OBITh yJA000YHMTaeM Ha TOCYJIapCTBEHHBIX S3BIKax
rocyapcTBa-ujieHa, Ha TEPPUTOPUU KOTOPOro oOpamiaercss JeKapCTBEHHBIA Ipernapar.
VYKa3zaHHbIE CBEACHUS JONMYCKAaeTCs MPUBOJUTh HAa HECKOJBKHUX S3bIKaX HpPHU YCIOBUU
MOJTHOTHI U3JIOKEHUSI TAKUX CBEJICHUH Ha KaXKJIOM U3 HCIOJIb3yEMBIX SI3BIKOB.

4.17. Ecnu nexkapcTBEHHBIN MpenapaT HE NpeAHa3HAYEH ISl MPsIMOr0 MPUMEHEHUS
NalMEeHTaMW  WJH  SBJIAETCA  TPYJAHOJOCTYHHBIM, YIOJHOMOYEHHBIE OPraHbl
rocyapCTB-4JICHOB BIIpaBe (PYKOBOJCTBYSCh MEpaMH, HEOOXOIUWMBIMHU ISl 3alIUATHI
3I0POBbs YEJIOBEKA) pa3peIIuTh HE YKa3bIBaTh OIpEJeICHHbIE CBEACHUS Ha YIaKOBKE HIIH
nucTKe-BKIaabie. OHU TakKe BIPABE pa3pellinTh HE YKa3bIBaTh YaCTh UJIM BCE CBEJICHUS HA



rOCYyJapCTBEHHBIX S3bIKAX TOCYAapCTBa-uiIeHa, B 000POT KOTOPOTO BBOJUTCS JIEKAPCTBEHHBIM
npenapar.

4.18. Ecnu TpeOoBaHMSI HACTOSIIIErO pas3jielia HE BBINOJHSIOTCA W JepKaTelb
PETUCTPAIMOHHOTO YJIOCTOBEPEHUS HE OTBEYACT HA YBEIOMJICHHUS, YIIOJTHOMOUYEHHBIC OPTaHbI
roCcyJIapCTB-YJIEHOB BIIPaBe MPUOCTAHOBUTH JIEUCTBUE PETUCTPALIMOHHOTO yAOCTOBEPEHUS JI0
NpPUBEICHUS JIMCTKA-BKJIAJbIIIa pPACCMaTPUBAEMOTr0 JIEKAPCTBEHHOTO IIpenapara B
COOTBETCTBHE C TPEOOBAHMSIMHU HACTOALLETO pa3ena.

4.19. IlomuMo yka3aHHsl CJIOB '"TOMEOMAaTUYECKHI JIEKapCTBEHHBIN mpenapar', B
MapKUPOBKE M B JUCTKE-BKJIAJbIINIE TOMEONAaTUYECKOr0 JICKAPCTBEHHOIO mpenapara (pu
HEO0OXOAMMOCTH), 3asBJICHHOTO Ha YIPOIIECHHYIO MPOLEAYPY PErUCTPAINH, JOJIKHBI OBITh
yKa3aHbl CIEAYIOIINE CBEJICHUS:

a) HAy9HOE HANMEHOBAHUE MATPUIIHI WM MATPHI] C TMTOCIEAYIONUM YKa3aHUEM CTETICHU
UX pa3BeIeHMs, UCTIONB3Ysl cuMBOJIBI Papmakoneu Corosa. B ciyyae eciiu romeonaTudeckui
JIEKApCTBEHHBIA MpenapaT COCTOUT M3 JABYX M Oojee MaTpull, HAy4YHOE HAaMMEHOBaHUE
MaTpPHI] HA MAPKUPOBKE JIOMYCKAETCS JOMOJTHUTH TOPTOBBIM HAUMEHOBAHUEM;
0) Ha3BaHME U aJ[peC AEpKaTeNsl PErUCTPALMOHHOIO YIOCTOBEPEHUS U MPOU3BOAUTENS (
pU HEOOXOJTUMOCTH);
B) CrI0cO0 BBEJICHUS U NTyTh BBEJAEHUS (IIpU HEOOXOAMMOCTH);
T') 1aTa HCTEUYCHUS CPOKa TOJTHOCTH (CpOKa XpaHEHUs) (MECAI/TON);
1) JIeKapCcTBeHHas (hopma;
e) (hopma BBITyCKa,
) CIelUaJIbHBIC YCIOBUS XpaHEeHUs (MIPH HAJTUYIUH );
3) crenraibHOE NpeaynpexacHue (mpu HeoOXOAUMOCTH);
1) HOMEP PETUCTPAIIMIOHHOTO yI0CTOBEPEHHUS;
K) IpeaynpexIeHue "ToMeonaTuyecKuil JeKapCTBEHHBIN mpemnapar 0e3 0J00peHHOTo
MOKa3aHUs K TPUMEHEHHIO";

1) IpeayInpexaeHue 0 He0OX0IMMOCTH O0pallieHus K Bpady MpU COXpPaHEHUHU CUMIITOMOB

4.20. JlomyckaeTcsi UCIOJIb30BaTh KOMOMHUPOBAHHBIC TUCTKU-BKIAABIIIN JIs1 PA3TUYHBIX
JO3UPOBOK U (Miau) GopM JIEKapCTBEHHOTO mpenapara (B COOTBETCTBUM C MPUIOKEHUEM No
16 x TpeboBaHUSIM K HMHCTPYKIUHM MO MEAUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO
mpernapata W OOIIed XapaKTepUCTHKE JICKaPCTBEHHOTO IMperapara isi METUIMHCKOTO
MIPUMEHEHUS).

[[Ta6i0HBI HE YYUTHIBAIOT BONPOCHI JAW3aliHa M BEPCTKH, a TaK)Ke HE COJAepKaT
pEeKOMEH A 10 00eCIIeYeHUI0 MOHATHOCTH TIPEACTABICHHON HH(DOPMAIIUHU ISl TTAI[UEHTA.
[Ipu ucnonbs3oBaHWU 11A0JIOHOB HEOOXOIUMO 0OOCHOBATh BHIOpAHHBIN MH(POPMAIIMOHHBIN
u3aiiH. 3asBUTENISIM HEOOXOMMO BBINOJIHATH MOJIOKEHUS HACTOSIIIUX TPeOOBAHUM, YTOObI
00€ecCIeunTh CHOCTh U MOHSATHOCTh U3JI0KEHHUSI M Ka4yeCTBO BEPCTKU MakeTa JJid yJAo0cTBa
MaIyeHTa.



OO6mme ykazaHus MO MPOBEICHUIO MOJIb30BATEIHCKOTO TECTUPOBAHUS M UHBIM (popMam
KOHCYJIbTAIlMA C TICJICBBIMU TPYIIIAaMH TAIMCHTOB, MPUBEACHBI B pas3feie 7 HACTOSIINX
TpeOOBaHMIA.

5. Tlopsanok npeacTaBiueHUsI HHPOPMAIHK U €€ COJEpIKaHNe

5.1. Tlopsimok mpencraBieHus nHGoOpMaIum.

B cooTtBercTBUM C pazgenoM 4 HacTOSIIMX TPeOOBaHUMN MPEeayCMOTPEHBI 6 OCHOBHBIX
pa3zesioB JTUCTKa-BKIIA IbIIA (HEOOXOAMMO BKIIFOUUThH CBEJICHUS B KOXKIBINA U3 HUX):

pasnen "UnentuduxanmoHHbie JaHHBIE IEKAPCTBEHHOTO Mpenapara’.

Heobxoaumo yka3aTs:

HAaWMEHOBAHUE JIEKapCTBEHHOTO Ipenapara, akTUBHYIO (papMarleBTUYECKYIO CyOCTaHIIUIO
(HE0OX0aMMO yKa3aTh TOJILKO | HAaMMEHOBaHUE aKTUBHOM (DapMarieBTUUeCKoil CyOCTaHIUU B
CIeayIolleM MOopsiake: HauMeHoBaHUE B cooTBeTcTBUM ¢ (Dapmakoneeit Coro3a, a mnpu
OTCYTCTBUHU B HEM — B COOTBETCTBUU C (papMaKoresiMu rocyaapcTB-wieHoB uinu Konuenuuei
rapMOHU3ALMK (papMaKoneil, O0MEeNnpUHATOE WIH IPYINITUPOBOYHOE HAUMEHOBAHUE);

JIEKapCTBEHHYIO (hOpPMY U JJO3UPOBKY JIEKAPCTBEHHOIO Mpernapara;

paznen "llokazanust K TPUMEHEHHUIO" .

HeoOxonumo ykaszaTh COCTOSIHMSI, TPU KOTOPBIX pa3pelieH0 MNPUMEHEHHE
JIEKapCTBEHHOr0 mpenapara. JTOT pa3fen J0HKeH BKIYaTh B ce0s Bce 0OOCHOBAHHbBIE B
PETUCTPALMOHHOM JOChE CBEJICHHUS O MOJIb3€ JICKAPCTBEHHOTO IIpenapara;

pazaen "CBeneHus, 3HaHHUE KOTOPBIX HEOOXOJMMO TEpe] HaydyalloM MPUMEHEHUS
npemapara'.

Heobxoaumo yka3aTh ciydad, IpU KOTOPBIX MPUMEHEHHE JIEKapCTBEHHOIO Mpernapara
HEJIOIyCTUMO, BCE 0COOBIEC YKa3aHUsl, MEPHI MPEIOCTOPOKHOCTH, B3AUMOJICUCTBUS C JPYTUMHU
npernaparaMd M TUIIEBBIMU TMPOJAYKTaMH, CBEICHHS JIsI OCOOBIX TpyNI MAlUEHTOB (
OepeMeHHbIE WJIM KOpMSIIME MaTepH), a TAaKKe BIUSHUE Mpernapara Ha CIOCOOHOCTh
MaIMeHTa yIPaBIATh TPAHCIIOPTHBIMU CPEJICTBAMH U PAOOTaTh C MEXaHU3MaMH;

pazaen "PekomeH1anuu 1o npuMeHEHHIO".

Heo0xonnmo yka3ath crioco0 MpUMEHEHHUs! JIEKapCTBEHHOTO Mpernapara, BKIo4Yas MyTh
BBeJeHUs (CcrocoO MPUMEHEHUs), YacTOTYy NPUMEHEHHS, MNPOJOJLKHTEIBHOCTh Kypca
MPUMEHEHUS, MEPbI, IPUHUMAEMbIE MPU MPOMYCKE J03bl M MPHU MEPEeAOo3UpOBKe (TpHU
HEO0OXOJIMMOCTH) ¥ PUCK CUHJIPOMA OTMEHBI;

pazaen "Onucanue HeXKENaTeIbHbIX PEAKIUn'".

Heo0xonuMo ykaszath BCe peakilMu, KOTOPhIE MOTYT BO3HUKHYTH MPH CTaH/IapPTHOM
MIPUMEHEHUH JIEKAPCTBEHHOTO Mpenapara, a TakKe MEphl, IPUHUMAEMbIE MAITUEHTOM MPU UX
BO3HUKHOBEHHH. HexenarenbHbie peakiuu HEOOXOAMMO YKa3bIBaTh IO CTENEHU WX
CEPBhE3HOCTH U JIajiee M0 4YaCTOTe BOZHUKHOBEHHS;

pazzen "JlononHuUTeNbHbIE CBEACHUS "



HeoOxomuMo ykaszaTh CBEJSCHHS O BCIIOMOTATENbHBIX BEIICCTBAX, OIHMCAHUC
JIEKapCTBEHHOTr0 Ipemnapara, (hOpMbI BBIITyCKa, YCIOBUS XpaHEHUS, HAUMEHOBAHUE U aJpec
JepKaTeas PEruCTPAllUOHHOTO YJIOCTOBEPEHUS W MPOU3BOJMUTENS, OCYIIECTBIISIONIETO
BBITTYCKAIOITUH KOHTPOJIb KaueCTRBa.

JlepkaTenb perucTpaloOHHOTO YIOCTOBEPEHHS JOJKEH BBHIOpATh JYUIIUU CIIOCO0
IPEJCTaBJICHUS CBEACHUN B JIMCTKE-BKJIAJBIIIE, MPH 3TOM OH BIIPABE M3MEHUTH MOPSJIOK
pas3AenioB BHYTPHU pa3/esioB JUCTKa-Bkianbima. Ecnu pasnensl, ykazanHele B pasznene 4
HACTOAIMMUX TPeOOBaHMM, HEMMPUMEHUMBI K OIpe/eICHHOMY JIEKapCTBEHHOMY Iperapary, B
MaKeT JIMCTKA-BKJIAbIIIA BKIIOYATh TAKOE YKa3aHuE HE TpeOyeTcs.

5.2. Conepxanue (MHPOPMAIIMOHHOE HATIOJTHEHUE).

JIMCTOK-BKIIAABII OOJKEH OBITH cocTaBieH B cooTBeTcTBUH ¢ OXJIII. Cmoco6
W3JI0KEHUS CBEJACHUI B JIMCTKE-BKJIAJBIIIE BaKEH JIJIS 00CCIICUeHUs MOHUMAaHUs OCHOBHOM
uHpopMaluu 10 Oe30MacHOMY NPUMEHEHHUIO JIeKapCTBEHHOro mnpemnapara. llepen
HampaBJeHUEM JIUCTKA-BKJIaJblllla Ha TMOJIb30BaTEIbCKOE TECTUPOBAHUE HEOOXOIAUMO
yOeIUThCS, YTO OBLIT YUTEH CIIOCOO M3JIOKEHUS CBEJICHUM U HCIIOJIB30BaH MEPEI0BOM OIIBIT B
COOTBETCTBYIOIIEH 00JacTH MEIUIIMHCKOW Hayku. CTUIb U3JI0XKEHUS HE0O0XOJAUMO
MpoayMaTh JO Hadajia I0Jb30BaTEIbCKOTO TECTUPOBAHUS B IIENISIX €ro YCHEIIHOTO
MIPOBEJICHUS.

NHbopManmoHHOE HAIOJHEHUE JIMCTKA-BKJIAJBIIIA HE MOXET OBITh HACHTHYHBIM
cBeneHusM, npeacrarieHHbiM B OXJIII, u TpeOyeT mepeBoja Ha rocyJapCTBEHHBIN SI3BIK
rocyfapcTBa-uieHa. JTO0 OO0ECHeYUT COOTBETCTBHE MOJYUYEHHBIX MAaKETOB TPeOOBaHUIO
SCHOCTH M TIOHATHOCTH, a TakXe yJI000YMTaeMOCTH Ha TOCYJAapCTBEHHOM S3BIKE
rocyJiapcTBa-ujicHa.

JlonmyckaeTcss mepeBOJi JHUCTKa-BKJIAJbIllla Ha Jpyrue oO0meynoTpeOuMbie B
rocyJlapcTBaxX-wieHax sI3bIKU MPU YCIOBUU TOTO, YTO MPEICTABICHHBIE CBEICHUS UICHTUYHBI
Ha BceX s3blkax. B kauecTBe JOKYMEHTa PErMCTPAIlMOHHOTO JI0ChE YTBEPKICHUIO TTOICKUT
TOJIBKO JIUCTOK-BKJIABIII, COCTABJICHHBIA HAa TOCYIapCTBEHHOM SI3BIKE TOCYIapCTBA-UJICHA.

DKCIEepPTHOW OLIEHKE MOJIJIEAKUT BEPCHUSl TEKCTa JUCTKA-BKIAIbIIIA HA PYCCKOM SI3BIKE,
COTJIaCOBAaHHAs YMOJHOMOYEHHBIMH OpraHaMH (PKCIEPTHBIMH OpTaHU3alMsIMH) BCEX
roCcyJIapCTB-YJIEHOB, KOTOPBIE OCYIIECTBISAIOT PETUCTPALIMIO JIEKAPCTBEHHOIO Mpenapara. ITo
MO3BOJISICT YIOJHOMOYEHHBIM OpraHaM (SKCIIEPTHBIM OpraHU3aIlisM) TOCYJapCTB-UJICHOB
MIPU HEOOXOIMMOCTH MEPEBECTH JIMCTOK-BKIIAIBIII HA CBOU TOCY/IAPCTBEHHBIE SI3BIKH.

[IpaBuiia obGecriedeHuss ya000YUTAEMOCTH JIMCTKA-BKJIAAbIIIA W MapKUPOBKH
JIEKapCTBEHHOTO Mpenapara npuBeeHbl B mpuiioxkeHun Ne 17 k TpeGoBaHUSIM K MHCTPYKIIUU
10 MEAUIIMHCKOMY NPUMEHEHHUIO JCKApPCTBEHHOTO Mpernapara M OOINeH XapaKTePHUCTHKE
JIEKapCTBEHHOTO Mpernapara Jijisi MeIUIMHCKOTO IPUMEHEHHS.

B nensx obGecrieuenust y10004UTa€MOCTH JINCTKA-BKIAAbIIIA:

HEO0OXO0JIMMO YCTPAHUTh MPOTUBOPEUHMS JIMCTKA-BKJIAJIbIIIA C O0IIeH XapaKTepUCTUKON

JIEKapCTBEHHOI0 IIpenapara 1 MoJATBEpIUTh COOTBETCTBHE MH(POPMAIIMHU B HEM MOJOKEHUSIM



pazniena 4 HacTOsIIKMX TPeOOBaHMUIA, a TaKXKe MOJIOKEHUIM TipriiokeHust Ne 15 k TpeboBaHUAM
K WHCTPYKIMU MO MEIUIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOI'O Mpemnapara v oOlei
XapaKTEPUCTHUKE JIEKAPCTBEHHOIO Mpenapara i MEJULMHCKOTO PUMEHEHHUS;

HEOOX0JMMO Hu30eraTh CJI0XKHOTO H3J0KEHHS U MCIOJb30BAHUS MEIUIIMHCKON
TEPMUHOJIOTHH, KOTOPBIE 3aTPYAHSAIOT HOHUMAHUE MallueHTaMu HHGOPMAIUK;

HE00X0AMMO 00ecneynuTh M3J0KEHUE BCel HHPOPMALMHM Ha S3BIKE, MOHSITHOM
HECTIEIHAINUCTY;

MCIIOJIB30BATh PA3rOBOPHBIN CTUIIb FOCYAAPCTBEHHOTIO SI3bIKA TOCY1APCTBA-YJICHA;

UCIIO0JIb30BaTh KOPOTKHE MPEIOKEHUS U (WJIM) MapKUPOBAHHBIC CIUCKU B TEKCTE
JIMCTKa-BKJIA IbIIIA;

JIOMYCKAETCsl MCIOJb30BaTh MPHUBBIYHBIE JI NAIMEHTOB TOCYyAapCTBa-4jIcHA
bopMyIHpOBKH, B ciiydae eciau (pasbl, MPUBEACHHBIE B MIA0JIOHE, MPETyCMOTPEHHOM
npuwioxkenrueM Ne 15 k TpeOoBaHUSIM K MHCTPYKIHUHU MO MEIMIIMHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOI'0 MpenapaTa U oOIIeill XapakTepUCTUKE JIEKAPCTBEHHOrO Mpemnapara Jjis
MEIUITMHCKOTO MTPUMEHEHUS, MOTYT BBOAUTH MAIIIEHTOB B 301y XK ICHHUE;

HE JIOMYCKaeTCsl UCIOJIb30BaTh CUCTEMHO-OPTaHHYIO KJIAaCCU(DUKAIINIO HEXKeNaTeIbHBIX
peaKkiuii, MOCKOJbKY TMallueHTaM MOXET OBITh CJIO0XXHO CJIeIOBaTh JTOW JIOTHKE.
HexenarenbHbie peakuuy HEOOXOIUMO CTPYHIUPOBATH MO UX CEPbE3HOCTH, UTO MO3BOJIUT
MAIMEHTAaM IIOHATh, KOTJA U KAaKUE MEPHI CIEAyET IPUHUMATD;

HEOO0XO0IMMO YyOEIUTHCS, YTO MAIMEHTHl YETKO MPOUH(MOPMHUPOBAHBI O PHUCKAX.
OObsacHeHHst (BKJIIOYAs 4YacTOTYy BO3HUKHOBEHHUSI COOTBETCTBYIOIIMX HEMXKEIATEeIbHBIX
peakiuii) MoJIe3Hbl YUTAIOLIUM U MOTYT JIy4Ille XapaKTepHu30BaTh BO3MOKHBINA PUCK.

5.3. Mcnonp30BaHue MA0IOHOB.

[11aG10H 1MO3BOJIAET 00ECTICUUTH MPECTABICHUE TPEOYEMbIX CBEACHUHN B MPAaBUIHLHOM
MOpSIAKE, HO HE IO3BOJISIET C NMOMOIIBI0 JWU3ailHA M PACHOJIOXKEHHUS CJIOB MOJYyYUTh
BBICOKOKAQYECTBEHHBIM JOKYMEHT, KOTOPBIA CMOIYT IMPOYECTh M IIOHSATH NAIMCHTHI.
CooTBeTCTBYIOIIIEE yKazaHUE NPUBOAUTCS B TpuiokeHun Ne 16 k TpeOoBaHUIM K
WHCTPYKIIUU 10 MEIHWIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO IMpermapara W oOIei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO IIpernapara Juisi MEJULIUHCKOTO TPUMEHEHUSI.

Pe3ynbTaThl HCCAEIOBAaHUN CBUIETEIBCTBYIOT, YTO MALUEHTHI MOTYT HE NMOHHMATh
(GbOpMYIUPOBKM 3arojIOBKOB M T0/A3arojoBKoB ImadioHa. [lpm moarotroBke Makera
JIMCTKA-BKJIAJbIIIA JJISI MOJIb30BATEIHCKOTO TECTUPOBAHUSA HEOOXOAUMO YOEAUTHCS, UTO
TEKCT JIUCTKA-BKJIAJbIIIA COCTAaBJIE€H HA MOHITHOM [JIs TAIUMEHTAa S3bIKE C LEJIbI0
obecrieueHus1 TOHUMAHUS TEPMUHOJIOTUU MMAIIUEHTOM.

Heo6xoauMo 0cOOEHHO BHUMATEIHHO OTHECTHCH K pasjesiaM JMCTKa-BKJIAJbIIIA, B
KOTOPBIX MPUBEJICHBI MPOTUBOIMIOKA3aHUs, 0COObIE YKa3aHUsI U MEPhI MPEJOCTOPOKHOCTH, a
TaKke HexenaTenabHble peakiuuu. OHU, KaK MPaBUIIO, SBISIIOTCS TPOMO3JIKUMU U U3JI0KEHbI



CJIIOXKHBIM 5I3bIKOM. Heo0XoauMo HCIONb30BaTh NMPUBEIECHHBIE HUXKE PEKOMEHJAIUMU I10
IW3aliHy, TO3BOJSIONIME CHU3UTh BEPOSITHOCTh BO3HUKHOBEHHUS 3aTPyJHEHUU NpHU
TECTUPOBAHUMU.

6. Jlusaiin 1 pacnonoxkenne HHGOpMauH (BEPCTKa)

JIMCTOK-BKJIaJbIII C MPOCTHIM AU3aHOM I'apaHTUPYET, YTO MAKCUMAJIBHOE KOJIMYECTBO
MAIMEHTOB CMOXKET BOCIOJIb30BAThCS MH(POpMAIIMeil, HEOOXOIUMOM ISl MPUHSTHS PEIICHUS
0 TPUMEHEHHMM JIEKapCTBEHHOrO Ipenapara Haubosiee Oe3omacHbIM U 3(HPEKTUBHBIM
CIIoCcoOoM.

Opranuzanus npecTaBasieMbIX AaHHBIX (MHGOPMALMOHHBIN MU3aliH) oOecreurnBaeT
JIETKOCTh MCHOJb30BaHUS M MOHUMAaHUS CIOKHOM MH(pOpManMU. ITO OJUH U3 KIIOUEBBIX
acCIeKTOB NP pa3paboTKe JOKYMEHTa: PUCK HEBEPHOrO MOHMUMAHUS MOXKET NMPUBECTH K
CEPBbE3HBIM MOCJIEACTBUAM, YTO MPOUCXOJHUT JIOBOJIBHO YAacTO B 00JIACTH NMPEACTABICHHUS
uH(pOpMallMKd O JEKAPCTBEHHBIX MpemnapaTtax. Pa3paboTka MHPOPMAIIMOHHOTO AW3aiiHa —
Ipolecc, NPy KOTOPOM MOKET NOTPEOOBATHCS PACCMOTPETh HECKOJIBKO BAPUAHTOB JIU3aiiHa U
X MOJU(UKAIMI I8 KOHKPETHOTO JIMUCTKA-BKIIA IBIIIA.

6.1. UadopMaiMoHHEIH qu3aiiH.

Bue 3aBucMMOCTHM OT 00beMa OMNbITA B COCTABJIECHUUM U MPOECKTUPOBAHUU
JUCTKa-BKJIAAbIIA 3agBUTEISAM HEOOXOIMMO NPUAEPKUBATHCS HAWIy4dlled NPaKTHUKU
COCTAaBJICHUS JIUCTKA-BKJIAbIIa (MHPOPMAITMOHHOTO THU3aiiHa).

NudopmanmoHHblii [U3aliH BKIIOYAET B ce0s claeayrolee:

6.1.1. HagpopmantmoHHAST apXHUTEKTYPA.

Cnoco6 pacnonoxxeHus: ”HGOpPMALUU B JOKYMEHTE C MCIOJIb30BAHUEM 3JIEMEHTOB,
MOMOTalIHUX OPHUEHTHUPOBATHCA B TEKCTE€ CIIOCOOCTBYET YIHOPSJAOYMBAHUIO U
CTPYKTYPUPOBAHHIO IOKyMeHTa. B cBsA3M ¢ TeM, uTo nHpOopMaIus peaKo MpoUYruThIBAETCS OT
Hayajga U J0 KOHLA NAaUUEHTOM WJIM JIUIOM, OCYLIECTBISIOIIMM 3a HUM YyXOJ, CIOCO0
pacmnoyiokeHus: UHPOPMAIIUU SBJSETCS BaXKHBIM aCMEKTOM, 00€CTICUNBAIONTUM CTIOCOOHOCTh
MalMEeHTa OPUEHTUPOBATHCS B TEKCTE U JIETKO MOJIb30BATHCA MPEACTaBICHHONW HH(pOpMaue.

6.1.2. Tumorpaguxka.

[Ton Tumnorpadukoir noHumaercs mpupToBoe OdopmieHUE MpelCcTaBiIIeMOn
nH@opmaruu. BbIOOp rapHUTYpbl M NPOYUX 3JIEMEHTOB IpaUUECKOTO HCIOJHEHHS (
HalpuMep, ILBET TEKCTa), HEOOXOJAMMO OCYIIECTBISATh, OPUECHTUPYSICh Ha IEJIEBYIO
aynutoputo. Ilpu HagnmexanieM HCHOJb30BAHMM 3TH ACHEKThl OPraHU3yIOT U JIOBOJAT
uH(pOpMaLIKI0 c1ocoO0M, YIOBIETBOPSIOUIMM NOTpeOHOCTH unTarouero. Eciu nmapameTpsl
TUNIOTpaUKU 3aTPYAHSIOT NPOYTEHUE, BHE 3aBUCHMOCTH OT KaueCTBA M3JIOKEHUSI TEKCTa B
JUCTKE-BKJIAJIBIIIE, MaJIOBEPOSATHO, UTO MAIIUEHTHI OYIyT €T0 YUTATh.

WNHTepBanbl MeXAy 4YacTsIMU TEKCTa MO3BOJSIOT CO3[aTh OLILYHIEHHWE OTKPBITOCTH
npeacrasisiemMoil nH@opmanuu. Mcmonb3oBaHWe KOJIOHOK TEKCTa, XOPOIIO 3HAKOMBIX
MHOTHUM W3 Ta3€THBIX MaTE€pPHAJIOB, TTO3BOJISET YUTAIONIEMY JIETKO YCBaUBaTh UH(POPMAIIHIO.



JInviHA CTPOKM M MEXIAYCTPOUHBIM HMHTEpPBAJl — BaXHbIE ACHEKTHl JW3aiiHa, KOTOpPBIE
HEO0OXOJIMMO YUYUTHIBATh MIPU BEIOOPE MOIXOIAIICH BEPCTKHU.

B mpunoxxenun Ne 17 k TpeGoBaHUSIM K UHCTPYKIIUU TI0 METUITMHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOTO Tpemnaparta M o0IlIeill XapakTepUCTHKE JEeKapCTBEHHOTO Mpenapara s
MEIULMHCKOTO TMPUMEHEHHUsI MPUBEICHBI yKa3aHUS OTHOCUTEIBHO MHUHUMAIbHO
JIOTYCTUMOTO KerJs mpudra.

6.1.3. [IoOHATHOCTH U3JIOXKEHHUA.

Ecnyu nuCTOK-BKIIAABIINI MMEET MPUBJIEKATEIbHBIA BHEIIHUM BUJ, U MOHATHOCTH
M3JI0KEHUSI M KadyecTBO HUHGOpPMAIMM HU3KOE WU B TEKCTE IIMPOKO HCHOJIB3YHOTCS
y3KOCTIEIUaTbHbIE METUIIMHCKUE TEPMUHBI, TO BO3MOXXHOCTh JOHECEHHUS MH(POPMAIMH 0
namueHTa OyJieT nmorepsiHa.

6.2. IlemeBas rpymnma U CBEJIEHHS, HCOOXOUMEIC I HA/UICKAINETO YAOBIECTBOPEHHS
norpeOHOCTEH JaHHOMU rpyIIIEI B HHGOPMAIUH O JIEKAPCTBEHHOM IIpemapare.

Ilepen HanucanmeM TEKCTAa U pa3MELICHUEM €ro B JIMCTKE-BKJIAAbIINIE HEOOXOIUMO
OTIpeNeUTh 00JaCTh MPUMEHEHHUS JIEKApCTBEHHOTO TIpenapara, 1eJeBble TPYIIbl U YaCTHbIC
BOIIPOCHI, TpeOyroIue perieHus. BoBieueHne B mpoiiecc MOTEHIHAIbHBIX MAIlMEHTOB Ha
paHHEM »JTale COCTABIICHUS JIMCTKA-BKJIAJbIIIA TOMOTaeT OO0ECIeYuTh YCIEIIHOCTh
MOCJIEAYIOIIETO TECTUPOBAHUS U TPUMEHEHHUS JINCTKA-BKJIabIIIA.

HeoOxoanmo ydecTh MOTpeOHOCTH JUIl MOKUIOTO BO3pacTa, JUII, IS KOTOPBIX
rOCYJIapCTBEHHBIN S3bIK TOCYAAPCTBA-WICHA HE SIBJISETCS POAHBIM, JIUI C 3aTPYAHEHUSIMU B
0o0y4eHHH, a TaKKe JIHI] ¢ 3a00JIEBaHUAMH, CIOCOOHBIMU MPHUBECTH K HAPYIICHUIO 3peHUs (
HarpuMep, caxapHbiii nuaber). OCHOBHBIE TPYIIbl MAlMEHTOB, Ha KOTOPBIE CIEIyeT
0o0paTuTh BHUMAHUE, IEPEUNUCIICHBI HUXKE.

6.2.1. /letu u MoJio1b1€e JIHOAH (MOJIOAEKD).

Ecnu nexapcTBeHHBIN penapaT NpeIHa3HaueH MalueHTaM U3 3TOM TPYIIibl, HEOOXOIUMO
ONpEeNeNuTh, KaKUM O0Opa3oM JHUCTOK-BKJIAJBIII TO3BOJUT YyAOBIETBOPUTH HUX
nH(}OpMAIMOHHBIE TOTPEOHOCTH.

B psine ciydaeB cienyeT peKOMEHI0BATh YUTAIOMIEMY OOpaTUTHCS K IPYTUM UCTOYHUKAM
uH(pOpMaIINH, CIEIIUAIBHO COCTABICHHBIM JJII €70 BO3PACTHOM IPYMIIbI, UM TPETyCMOTPETh
OTPBIBHOM KOPEIIOK JMCTKA-BKJIAJbIIA, KOTOPBIA COJEPKUT KIIOUYEBBIE CBEICHUS IO
06e30macHOMY MPUMEHEHHUIO JIEKApCTBEHHOTO Mperapara, IpeICTaBIeHHbIE TAKUM 00pa3oM,
9TOOBI 00€CTICUUTH JIETKUM JOCTYN K HH(POpMALIIH.

6.2.2. JlekapcTBeHHbIE TIPEnapaTthl I NPUMEHEHHS B Je4eOHO-IPOPHIaKTHIECKHX
VUpPEKTCHHUSX.

Ecnu nexkapcTBeHHBIM mipenapaT BBOAUTCS WJIH HPUMEHSIETCS
Ne4eOHO-MTPOPUITAKTUYECKUX YUPEKIEHUAX, B pa3zesie M0 MPUMEHEHHUIO JIEKapCTBEHHOTO
npernapara He00X0JMMO OMPEEUTh CIIOCO0 pa3/IesieHUs] CBEICHUM, peIHa3HAYEHHBIX IS
MEJUIIMHCKOTO TepcoHaia M MalMeHTa, 4ToObl 00ecnedyuTh MHPOPMUPOBAHHUE ITHUX JIUIL
HE00X0IMMOM UM UHGPOpPMAIUEH.



JIns. MEIUUUHCKOTO IMepcoHana CBEAECHUS, KOTOPbIE OHU JIOJKHBI YUUTHIBAThH IMpU
BBEJICHUU TMpemnapara, JOMYCKAaeTCs MNPEJACTaBUTh Ha OTAEIbHON OTPBHIBHOW 4YacTu
JUCTKA-BKJIA IbIIIIA.

[TaruenTy HEOOXOAMMO MPEAOCTABUTH JOCTYN K HMHGPOpPMAIMHU, COJEpKaIlehcs B
JUCTKE-BKJIAAbINIE UM HEOOXOAUMOW mJisi O€30MacHOro MPUMEHEHHS! JIEKapCTBEHHOTO
npernapara ¢ BO3MOKHOCTBIO €€ COXPAHEHH Y JJaHHOTO MallueHTa.

6.2.3. O¢rampmonoruieckue JeKapCTBEHHbBIE MPEnapaThl.

Ecnu nexkapcTBeHHBIM mpenapaTr ABAsSETCS OPTaTbMOJOTHYECKUM, HEOOXOIUMO
yOeIUuThCA, UYTO Kerjab mpudTa TEKCTa JOCTATOYHO BEJIMK M TO3BOJISICT MAllUEHTaM C
HapyLIEHUEM OCTPOTHI 3PEHUSI C JIETKOCThIO O3HAKOMUTHCA C HUM. DTO MPEANOJIaraeT
HEO0O0XOJIUMOCTh UCIIOJIB30BaTh JMCTOK-BKIIAJIBIII OOJIBIIIETO pa3Mepa WIH ajlbTepHATUBHBIC
nu3aiiHel ero odopmieHus (Hampumep, aab00MHAs OPHEHTAlMsl CTPAHMIIBI) C IIEJIBIO
MaKCHMAaJIbHOT'O UCIOJIb30BaHUS JJOCTYITHOM TIIOIIA/IH.

6.3. KimogeBrIe 111 HaMeHTa CBEACHNUS.

[lepen HanmucaHueM TEKCTa U Pa3MEIIEHUEM €0 Ha CTPAHUIIE HEOOXOIUMO ONPEEIHUTh,
KaKue CBEJICHUS SBIISIOTCS KIIOYEBBIMU [Ji1 O€30MacHOTO MPUMEHEHHS KaxJ0ro
JIEKapCTBEHHOT'0 TMpernapara. JTO TMO3BOJSET OMpEeAeTUTh WH(OpMaIHio, TPeOYIONIyIo
OTPa)KECHUS B 3aroJIOBKaXx, a TAaKXKe OTJEIbHbBIC CBEICHUS, TPEOYIOIIUE BhIJICIICHUS B TEKCTE B
MHTEpecax YUTAIOIIETO.

OmnpenenuB KIIOYEBbIE CBeIECHUS s 0€30MacHOr0 MNPUMEHEHHS KaKI0To
JIEKapCTBEHHOTO Tpernapara, clieyeT MPUCTYNUTh K COCTABJICHUIO OMPOCHOTO JIMCTA IS
M0JIb30BATENIbCKOTO TECTUPOBAHUS (€CIIH OHO MPETyCMOTPEHO 3asBUTEIIEM).

6.4. CopeticTBHrE MalicHTaM B HABATAIMH IO JOKYMCEHTY.

Pacnonoxenne unpopManum B TOKYMEHTE SIBISECTCS BaXKHBIM acrnekToM. [lopsimox
MpEeICTaBJICHUS] CBEJCHUHN, TPUBEICHHBIA B pasnene 4 HAcTOSIMIUX TpeOoBaHUM, U
UCIIOJb30BaHUE ITA0JIOHOB (B COOTBETCTBUU C mpuioxeHuem Ne 15 k TpeboBaHUAM K
HHCTPYKIIMU IO MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO IMpemnapara u oOImen
XapaKTepUCTUKE JICKAPCTBEHHOTO Mpernapara i MEAUIMHCKOTO MPUMEHEHUS) MO3BOJISIOT
obecnieuynTh NPaBWIBHOE paclojiokeHue uHpopmanuu B JUCTKe-BKIanbime. [lpu
MCIIOJB30BAaHUM 1IA0JI0HA B IENSAX MPABUIBHOTIO PACIIONIOKEHUST HH(POpMAIIMU HEOOXOUMO
yOenuThCs, YTO OHA MepeBe/IeHa Ha S3bIK, MOHSATHBIN 11eJIeBOM ay TUTOPHH.

HeoOxoaumo mpoaymaTh pacroioKeHUe 3aroJOBKOB U MOJ3aroJOBKOB HA CTpaHUIIE,
9TOOBI 00ECIEeYUTh BO3MOXKHOCTh OPUEHTAIMHM YWTAIONIIET0 B MHGOpPMAIUU. 3aroJiOBKU B
JIUCTKE-BKJIAJIBIIIE SBISIOTCS KIFOYEBBIM MHCTPYMEHTOM, MMO3BOJISIONIUM TMAIIMEHTY YBUETh
CTPYKTYPY M3JIaraeMbIX CBEJICHUN. 3ar0JIOBKHU BBITIONHSIOT JIBE (DYHKITUH:

0003HaYal0T HayasIo pa3/ena U MO3BOJSIOT MAlUEHTY HAUTH UCKOMBIE CBE/ICHMUS;

OTPXKAIOT XapaKTep MPUBOJAMMON B paszene WHPOPMAIUU, TTO3BOJISS YUTAIOIIEMY
MOHSITH €e€.



3aroioBKM JOJKHBI BU3YaJIbHO BBLACNATHCS, YTOOBI YMTAIOUIUN MOT C JIETKOCTBHIO
OTJIMYUTH 3ar0JIOBOK OT OCTAJIBHOTO TEKCTa. ITO 00JeryaeT MOUCK MO TEKCTY ONMPeAeIECHHOTO
pona nadopmauu.

Brigenenue nocturaeTcsi HECKOJIBKUMHU CIIOCOOaMuU, HapuMep:

oOpallleHHBIN TEKCT — Oelble OyKBbI Ha TEMHOM (DOHE;

YBEJIMUCHHBIN MOJIYKUPHBIA TEKCT 3arojioBKa MO CpaBHEHUIO ¢ HHGOpMAaIMEH,
CJIEYIOIIEH 32 HUM,;

YBEJIMYECHHBIA TEKCT 3aroJIOBKa C BHIPAXKEHHBIM KOHTPACTHBIM I[BETOM IO OTHOIIEHHUIO K
nH(popMaINu, CICAYIONICH 32 HUM.

3aroyioBKY JOHKHBI IPABUIILHO OTPAXKATh COACPKUMOE Pa3/IesioB M KaK MPaBUIIO OBITh
Kopode nH(popManuu, KOTopast CIeayeT 3a HUMH.

B caywae ecnm pasmensl JNHCTKa-BKJIAIbINIA SBISIOTCS JAOBOJIBHO JJIMHHBIMU,
UCIIOJIb3YIOTCS 110/13aT0JI0BKH, KOTOpbIE 00Jer4aroT MOUCK B O0JIBIIIOM MacCMBEe HHPOpMaLIUU
. Hanbonee gacto cuctema mo3aroioBKOB MCIIONB3YETCs B pa3zesie 2 JHCTKa-BKIAbIIIA.
[Ipu uCronb30BaHUU CUCTEMBI 3aroJIOBKOB W TO/A3aroJIOBKOB HEOOXOIUMO OOECTIeUUTh
HA/JIEKAILYI0 UX UEPAPXHIO C LIEIbI0 Pa3TpaHUUEHUs CBEACHH, KOTOPBIC MPEICTABIISIOTCS B
3TOM pasere.

6.5. IHBIe acIIeKTHI, MOISKAIHIE YIETy IIPH pa3paboTKe JIACTKA-BKIIA IbIIIA.

K npyrum acnekram, KOTOpbIE 1IEI€CO00pa3HO yU4eCTh IPU COBEPIICHCTBOBAHUM JU3aiiHA
U BEPCTKHU, OTHOCSITCS TaKUE€ aCIEKThl, KaK LIBET, CAMBOJIbI U MUKTOIPAMMBI, 00JIeryaoime
MOHMMAaHHKE U TIOUCK KIIF0UEBOM HH(OpMALINU.

6.6. JlonosHUTEIBHBIE ACTIEKTHI, KACAIOIINECS AU3aiiHa U BEPCTKU:

HE00X0AMMO yOenuThCs B MPEEMCTBEHHOCTH PACIOIOKEHHS 3aroJIOBKOB, a TakKKe
BBIJICIIUTD UX, YBEIIMYUB MIPUQPT WX BBIACIUB TEKCT MOTYKUPHBIM MIPUDTOM;

parroHaIbHOE UCIIOIB30BAHKE IIBETOB TO3BOJISIET 00ECIIEUYNTh XOPOIINil KOHTPACT, MIPH
ATOM 3JIOYNOTpeOIeHNEe IMBETOBHIM O(QOPMIICHHEM MOXKET NPUBOJIUTH K MpoliIeMam,
CBSI3aHHBIM C TIOHMMAaHHUEM MAIMEHTOM HH(POPMAITUH;

JOTYCKaeTCsl UCIOJIb30BaTh MPEAMETHBIN yKa3zaTenb JUisl MalMeHTOB, OCOOEHHO B
OykiieTHOM (hopmaTe JIMCTKa-BKIAAbIIA, TOCKOJIbKY Takoi (popMaT BBI3BIBAET 3aTPYAHEHUS Y
MAI[MEHTOB B HABUTAIIMHU IO JTUCTKY-BKJIA IIIIY;

HE0OXOAMMO YOEIUTHCS B UCIOIB30BAHUN MAKCUMAJILHO BO3MOXKHOTO pa3Mepa TeKCTa 1
HAJJIEKAIEr0 HKCIOIb30BAHMS HHTEPBAIOB MEXIY YacTAMH TeKCTa. [LIOTHBIN TekcT
CIOCOOCTBYET CHIJKEHMIO KOHLIEHTpAallUM BHUMAaHHUS MalMe€HTa W 3aTPyJHSAET IOUCK
Heo0XxoauMol nHpOpMaIy;

JUTMHHBIE TIEPEYHU HEXKENATEIbHBIX PEaKIUi BHITVIAAT yCTpallaroe, Mo3TOMY
[€1€CO00Pa3HO MCIIO0Ib30BATh HEHYMEPOBAHHBIE CIIMCKHU TAaKMX HEXKeJIaTeJbHbIX PEaKIUi.
HeoOxonuMo crpynmupoBaTh HeXeNaTeabHble PEaKuu M0 UX CEPhE3HOCTH U yOeTuThCs B
NOHUMaHUM NalleHTaMu 0OCTOSITENIbCTB, TPEOYIOMMUX TPUHATHS HEOTIIOXKHBIX MEp;



HEO0OX0IMMO YOeaUThCs, UTO B3aUMOCBSI3aHHBIE CBEJCHUS PACIIONOXKEHBI PSAIOM U HE
Pa3HECEHBI MO PA3JIMYHBIM KOJIOHKaM WJIM CTOPOHAM JIMCTKa-BKJIAIbIIIA.

Jlsig poBepKU KadecTBa MOATOTOBKH MH(OPMAIIMK B JINCTKE-BKIIAJIBIIIE HUCTIONb3YETCS
OaybHAs OLIEHKA JIMCTKA-BKJIA/IbINIA B COOTBETCTBUH C NpuiioxkeHueM Ne 18 k TpeboBaHusIM
K MHCTPYKUMHU 10 MEJUUHUHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOI'O Ipernapara u oOIei
XapaKTEPUCTUKE JIEKAPCTBEHHOIO IPENnapara it MEAULMHCKOTO IPUMEHEHMUS.

Takas oneHka Mo3BoJIAE€T OBICTPO MOJYYUTh KOJMYECTBEHHYIO XapaKTEPUCTHKY KayecTBa
JUCTKA-BKJIAJBIINIA U BBIIBUTH HEOOXOJIMMOCTh BHECEHUS JOMOTHUTEIBHBIX W3MEHEHU,
CIOCOOHBIX MOBBICUTH Ka4€CTBO MH(POpMAIMU U OPOPMIIEHUS JTUCTKA-BKIIAbIIIA.

7. I1o/mp30BaTENBCKOE TECTHPOBAHUE

7.1. Llenu mpoBeIeHUS OJIB30BATEIBCKOTO TECTUPOBAHHS.

3asiBUTENb WU JIepKATeNlb PETUCTPAIMOHHOTO yAOCTOBEPEHUS B LIENAX OOECICUCHHUS
yA000YUTAEMOCTH, SICHOCTH W JIETKOCTH BOCHPHSTUS JIUCTKA-BKJIAJbIIIA YUYUTHIBACT
PE3YyIBTATHI MTOJIB30BATENBCKOIO TECTUPOBAHNUS B JIMCTKE-BKJIABIIIE U, €CIIM IIPELYCMOTPEHO,
NPEICTABIISIET YIOJIHOMOYEHHOMY OpraHy (3KCIEepTHON OpraHu3aliiy) rocyaapcTBa-uieHa
pe3yabTaThl TECTUPOBAHUSI.

[Tonb30BaTenbCcKOe TECTUPOBAHUE WU JIpyTrue (GOpMbI KOHCYJIbTAIMHU C MAllUEHTaAMU
o0OecrneuynBaloT y4yeT MHEHHsI MAlUMEHTOB 00 yI000YMTaeMOCTH, MOHSITHOCTH M JIETKOCTH
BOCIIPUSATHS JTUCTKA-BKIIAbIIA, 4TO oOecreuynBaeT (OPMUPOBAHHWE HUTOTOBOW BEpPCHUH
JIMCTKA-BKJIA/IbIIIA, TTO3BOJISIIONICH OOJBIIMHCTBY MOTpEeOUTENEH JIeKapCTBEHHOTO Mpenapara
NPUHUMATH OE€30TaCHbIE U IPABUIIBHBIE PEIIEHUS O €r0 MPUMEHEHHUH.

Pe3ynbTaThl NOIB30BaTENILCKOTO TECTUPOBAHUS (TIPY HAJTUYKMH) BKIIOYAIOTCS B MOAYJIb |
PErUCTPALIMOHHOTO JOChE.
7.2. Opranu3zanus TpoBEAEHUS MMOJIb30BATENBCKOIO0 TECTUPOBAHUS

B npunoxenun Ne 14 x TpeOG0oBaHUAM K MHCTPYKIIUU TTO MEAUIIMHCKOMY HNPUMEHEHUIO
JEKapCTBEHHOTO TpemnapaTa W OO0IIell XapaKTepHUCTHKE JEKapCTBEHHOTO TMpemnapara s
MEIUILMHCKOTO TPUMEHEHUS TPUBOIAUTCSA OJWH U3 BAPUAHTOB METOAUKHU MPOBEIACHUS
MOJIb30BATENBCKOTO TECTUPOBAHUS JMCTKA-BKIIA/IBIIIA, OJHAKO JIOMYCKAETCA BO3MOYKHOCTH
UCIIOJIB30BAHUS JAPYTUX METOJUK, €CIM OHHU CHOCOOHBI MOATBEPAUTH CIOCOOHOCTD
ITAIIMEHTOB HCIOJIb30BaTh JOKYMEHT JUIsl NOWCKA W INOHMMAaHMS KIIIOYEBBIX CBEICHUM,
HEOOXOIUMBIX JIJIs1 6€30MacHOr0 MPUMEHEHUS KOHKPETHOTO JIEKAPCTBEHHOT'O IIpernapara.

OnucanHas METOAMKA MPEACTABIIAET COOON TUArHOCTUYECKUN TECT, AEMOHCTPUPYIOILIHIA,
B MEPBYIO OYE€pe/ib, KaK pabOTaeT JIMCTOK-BKIIAJBINI HA MPAKTHKE, a HE MOATBEPKIAIOIIHIA
KAueCTBO CMBICIOBOTO HAIOJIHEHUs TEKCTa (KOHTPOJb MOCIEAHEr0 MOXET MPOBOJUTHCH,
Hanpumep, ¢ nomounpio Tecta "[Ipoctoro mamepenus cinoxuoctu tekcra' (SMOGG)) u
MOATBEPKAAIOIINNA, YTO OH SIBJISACTCS yA000YMTAEMbIM, MOHATHBIM U JISTKUM JIJIS BOCTIPUSITHUS
NOTEHIMATBHBIMU TMOTPEOUTENSIMU TpernapaTa. ITOT MHCTPYMEHT pa3pabOTKH MO3BOJISET
OMPENENIUTh TPEMATCTBUS, CHUXAIOIIUE CIOCOOHOCTh TMOHUMAHHUS M HCIOJb30BAHUS



NOTEHIMAIbHBIMU MOTPEOUTENSIMU Tpenapara MpeACTaBICHHOW HH(OpManuu, a Takxke
BBISIBUTH MPOOJIEMHBIE 00JaCTH, TPEOYIONIEe JOMOTHUTEIFHOTO BHUMAHU. JTa METOAUKA
KaK JTal Mmpouecca pa3pabOTKH JIMCTKa-BKIAJbIIIA MpeACcTaBisieT co00H OCOOEHHYIO
IIEHHOCTh. Ecnu B XOje TECTUpOBaHMSI OOHAPYKMBAIOTCS MPEMSATCTBUS JJIs MOHUMAaHUS
uHpopmaiuu, noTpeOyeTcs BHOCHUTH TIIATEIBHO MNPOAyMaHHbIE H3MEHEHHS B LEIAX
COBEPILIEHCTBOBAHUS JINCTKA-BKJIA/IbIIIIA.

JlommyckaeTcsi UCTOIb30BaTh MHBIE METOAMKH TOJIb30BATEIHCKOTO TECTHPOBAHMS,
KOTOpbIE TAaKXE JOJKHbI NPUHUMATHCS YHNOJHOMOYEHHBIMU OpraHaMu (3KCHEPTHBIMU
OpraHu3aIUsIMU) TOCYAapCTB-WICHOB MPHU AKCIEPTH3E PETHCTPAIMOHHOTO O0Che. BaxHO
MPOBOJUTH WHJMBHUIyalbHbIE MHTEPBBIO B paMKax I0JIb30BATEIbCKOTO TECTUPOBAHUS C
[eJpI0 TIOHMMaHUs, KaKuM 00pa3oM MaIlMeHTHl OPHEHTUPYIOTCS B MPEACTABICHHOM
uHdopMaIuu.

[Ipu paccMOTpeHUH MaTepUanoOB PETUCTPAIMOHHOTO JOChE YIIOJIHOMOYEHHBIE OpraHbl (
DKCIIEPTHBIE OPraHU3aIMU) TOCYJapCTB-WICHOB HE BIpaBe TpeOOBaTh HCIMOJIb30BAHUS
KaKoN-1100 OmNpe/eIeHHOW METOAMKHU TECTUPOBAHMS, a BBIMOJHSIOT OILICHKY JIaHHBIX,
MOATBEPKJAIONINX, YTO JIIOAH, KOTOpble OyAyT IOIh30BATHCS JIUCTKOM-BKIIABIIIEM,
CIIOCOOHBI HAUTHU HEOOXOANUMYIO HH(GOPMAIIUIO U TOJKHBIM 00pa30M BOCIIOJIB30BAThCS €IO.

[Ipu opranu3amuu TPOBEACHUS IMOIb30BATEIHCKOTO TECTHPOBAHHS JACPKATEIIO
PETrUCTPALIMOHHOIO yIOCTOBEPEHHSI HEOOXOAUMO YOeIUTHCS B TOM, UTO:

nepej TECTUPOBAHMEM OJHO3HAYHO OIpejesieHa Haumbosiee BaxkHas MHbopMmanus (
HaIpUMep, IpeaHa3HaYCHHE JIEKAPCTBEHHOTO TMperapara, pexkuM ero J03UPOBaHUS, a TaKKe
3HAUMMBbIE HEXKeJIaTeNbHbIE PEaKIIUu U 0COObIe YKa3aHus). DTa uHpopManus OyaeT 3aBUCETh
OT JIEHCTBYIOIIETO BEIIECTBA PAacCMaTPUBAEMOTO JIEKapCTBEHHOTO MpemapaTta. Bompochl,
3a/laBaeéMbleé yYaCTHHKaM TECTUPOBAHHUSA, JOJDKHBI OXBAThIBATh KJIIOYEBHIE CBEJICHMS,
HeoOxoauMble uisi Oe3omacHOro mpuMmeHeHus. KioueBblie cBeaeHUs sl 0€30MacHOTro
npuMeHeHuss OyIyT cojaepkarbcsi B pasfaenax | — 4 nucTKa-BKIAJbIINIA, OJIHAKO
pacmpesielieHre Wil IIpoTa 0XBaTa BOIPOcaMy MH(OPMAIIHH O JIGKAPCTBEHHOM TIperapaTte
OyIyT OTAMYaThCA OT OJHOTO Mpemnapara K apyromy. HecMoTpst Ha TO, 4TO JUIsi HEKOTOPBIX
JIEKApCTBEHHBIX MPENapaToB MOXKET MOTPEOOBATHCS COCTaBJIECHUE BOIPOCOB HAa OCHOBAHUU
pa3zznenoB 5 unu 6 JMUCTKA-BKJIAJbIIIA, TAaKHE CIy4au, Kak ImpaBuiio, peaku. Heodxoaumo
yOenuThCsl BO BKIIFOUEHHH B OMPOCHBIN JIUCT BCEX KIIOUEBBIX CBEACHUH MO 0e30MacHOMY
MPUMEHEHHIO JIEKaPCTBEHHOTO Mpernapara;

CyOBEKTHI M3 UCCIEAYEMBIX BBHIOOPOK Hanbojee BEPOSITHO MOTYT BOCIOJIb30BAThCS
JMCTKOM-BKJIAJIBIIIEM (BKITFOYAS JIUII, OCYIIECTBIAIOMUX YX0/). TeCTHpOBaTh BCE MOMYJISAIIUN
MAIMEHTOB MPU BCEX BO3MOXKHBIX OOCTOSATEILCTBAX HE TpeOyeTcs, TOCTATOYHO BKIIOYHUTH
JIU1, CHOCOOHBIX MPEICTaBUTh, YTO OHU HAXOJATCS B COCTOSIHUU, TTPU KOTOPOM MPUMEHSIETCS
JIAHHBIM JIEKapCTBEHHBIM mpenapaT. Bo u30exaHne HENONOHMMaHUSA HE JOIYCKaeTCs
BKJIFOYATh CBEJACHUS, MpPEIHA3HAYEHHbIE NI MEAUIMHCKUX PAaOOTHUKOB M APYTUX JIUII,
paboTaImMX C JICKAapCTBEHHBIMU mpemaparamu. Jluia, 3HaKOMBIE C JEKapCTBEHHBIM



mpenaparaM, Kak TMpaBuiIo, HE JOKHBI OBITh yYaCTHHKAMHU IOJb30BATEIBCKOTO
TECTUPOBAaHUS, OJTHAKO MH(POPMAIUIO, TOTYYEHHYIO OT 3TUX JIMII, JOMMYCKAEeTCs] UCIOJIb30BaTh
JUTSl TOATOTOBKY TM3aliHA JIMCTKA-BKIIA IBIIIA;

MIPUBEJICHBI YOSAUTEIbHBIC 10KA3aTEIHCTBA, YTO YYACTHUKH TECTUPOBAHUS CMOTJIM HAUTH
U JTIOJDKHBIM 00pa30oM BOCIIOJIB30BaThCA MHGOpMarueil. Bompockl, BKIIOYEHHBIE B MPOTOKOJT
TECTUPOBAaHUs, TAKKE MOJBEPralOTCs B MPOLECCE PACCMOTPEHUSI PETUCTPALMOHHOIO 10ChE
AKCIIEPTU3€E OTHOCUTEIBHO TOT0, HACKOJIBKO XOPOIIO OHU OTPAXkAIOT BHISIBIICHHBIE KIIOYEBbIE
cBelleHHs 1o 0e30macHOCTH. Bompochl MOMKHBI OBITH OTKPBITBIMH, JOJIKHBI MO3BOJISITH
YYaCTHUKY TECTUPOBAHUS MPEJCTaBUTH Ce0sl B OMPEACICHHOW CUTyallMd U HE JOJKHBI
IIOJICKa3bIBATh €MY OTBET, COACPKAIIMUICA B JUCTKE-BKIIaabIie. KaxIplid BONPOC JOKEH
OBITH COCTaBJIEH HaIeKalUM 00pa3oM. HakomieHrue TaHHbIX, HECTIOCOOHOCTh HaXO0XKICHUS
WM TIOHWMAaHHS YYaCTHUKAMHU OJHOTO WK 00Jiee 3HAYMMBIX BOMPOCOB, HE JOITYCKAECTCS.
DkcrepraM HEO0OXOJIUMO MPOBEPUTH 3aJaHHBIE YYaCTHUKAM 3HAYUMMBbIE BOIPOCHI U
COOTBETCTBHUE PE3YJIbTATOB OTBETA HA KAXKJABIM BOMNPOC KPUTEPUAM YCIEIIHOCTH,
BBIPaOOTaHHBIM JI0 Hayaja TECTUPOBAHUA.

7.2.1. UHTEepnipeTaniusd KPUTEPHEB yCIIEXA.

Kpurepuu ycnexa npeanonaratot, 4To 90 % rpaMOTHBIX B3POCIBIX JHI] IOJDKHBI OBITh
cnocoOHbI HaiTu cBeneHus 1 90 % U3 HUX JAOJHKHBI OBITH CIIOCOOHBI TOHATH MHGOpMaLHio. B
paMKax ABYX TPYIII, Kaxaasi U3 KOTOPhIX COCTOUT U3 10 y4aCTHUKOB, HEOOXOAMMO, YTOOBI
uH(popMalus B JUCTKe-BKIIaJbIlie Obuia HalaeHa u noHsTa 16 u3 20 yuyactHukoB. Ecnu
pEe3yJbTaThl HE IOCTUTAIOT ATUX 3HAUYCHUH, HEOOXOAUMO MEPECMOTPETh JTUCTOK-BKIIAIBII U
IPOBECTU JOTOJHUTEIIBHOE TECTUPOBAHUE.

Ecnu ucnonws3yroTcs anbTepHATUBHBIE METOJUKN TECTUPOBAHUSI, KPUTEPUHU yCIIeXa MOTYT
ObITh MHBIMU. TeM He MEeHee He3aBUCUMO OT KPUTEPHUEB ycreXa KaK bl BOIIPOC JIOJDKEH caM
1o cebe COOTBETCTBOBATh TAKUM KPUTEPUSIM.

7.2.2. IloqroroBka oT4eTa, BKJIFOYaeMOTr0 B perHCTPAITHOHHOE JOChE.

[Ipu cocraBiieHnH OTYETa, BKIIOYAEMOTO B PETUCTPALIMOHHOE 10Che, HEOOXOAUMO YUYECTh
onyOJIMKOBAHHBIE PEKOMEHIAINK, yKa3aHHble B noanyHkTe 4.11. Otuer nmo pe3ynbTaTtam
N0JIb30BATEILCKOTO TECTUPOBAHUS CONEPKUT CIAEAYIOLINE Pa3IEIbl:

7.2.2.1. KnroueBble cBeieHUs 1711 O€3011aCHOTO MPUMEHEHHS.

Takue cBemeHus HEOOXOAUMO OIPEETUTh 3apaHee I KaxIAoro JICKapCTBEHHOTO
npenapara. Heobxoaumo onucaTk, Ha OCHOBAaHUU YETO MOJIYYEHbI BONPOCHI, OPUEHTUPYSICh
Ha KITFOYEBbIE CBEJICHUS IO 0€3011aCHOMY MPUMEHEHHIO JICKAPCTBEHHOTO Mperapara;

7.2.2.2. BpiOOp yYaCTHHKOB U UX JeMOTpaduuecKre XapaKTepUCTHKU.

Heob6xonumo omucath, HACKOJIIBKO TECTHUpyeMasi MOIMYJIAIMS OTpa)kaeT Hamboiee
BEPOSATHYIO MOIYJISLHIO TAIUEHTOB, IPUHUMAOIINX JIEKAPCTBEHHBIN MPENapar Kak I10 Moy,
TaK M [0 BO3PAaCTHOMY JUANa30HYy.

B 1iensx uckimroueHus cucTeMaTuieckux omuook (bias) HEOOX0AMMO OMKUCATh KPUTEPUHU
HEBKJIIOUCHHUS B TECTUPOBAHKUE U YPOBEHb 00pa30BaHUS YUaCTHUKOB;



7.2.2.3. AHanu3 o Kaxa0ui NpoTeCTUPOBAHHON TpyMIIE.

['paduueckoe mnpeacTaBlieHUE SABJISETCS HAMJIEKAIIUM CIOCOOOM JIOHECEHUS
uH(pOpMaIK, OJJHAKO IPapUKU JOKHBI ObITh YETKO MPOMapKUPOBAHbI U JIETKO MOJAaBaThCS
UHTEPIIpETALUH.

Kaxx1p1i1 BOonpoc T0KEH BBIAEPKATh COOTBETCTBUE KPUTEPHSM YyCIIEXa.
Heo6xonumo uaeHTU(GUIHUPOBATH BOMPOCH], C KOTOPHIMU Y YYaCTHHUKOB BO3HUKIIH
3aTpyAHEHHUs (HalpuMep, 3aTpyJHEHUS IPU MMOUCKE U (MJIM) TOHUMAaHUU UH(pOpMaun).
[Ipu ucnonb3oBaHuu CyOBEKTUBHBIX KPUTEPUEB, TAKUX Kak "nerko", "c 3arpyaHeHussMu"
U JIp., HEOOXOAMMO OIHUCaTh, KAaKUM O0pa3oM YYaCTHUKM TECTUPOBAHMS HAXOIUIU
uHpopmanuio. Heo6XoquMo y4UTHIBaTh, YTO HCIOJIb30BaHUE CYOBEKTHUBHBIX KPUTEPHUEB,
MMEIOLIUX JIOMOJTHUTEIbHBIE OLIEHOYHBIE 3HAUEHUS B BUJIE BBIPAKECHHM ''C 3aTpyAHEHUSIMU"
wiK "'c OOJBIMMU 3aTPYTHCHUSIMH"', SIBJISICTCS MPUYUHON OTKa3a B MPU3HAHUU PE3yJIbTaTOB
MO0JIb30BATEIBCKOTO TECTHUPOBaHUA. B 3TON CBsI3M HE0OXOAUMO MpPOAHAIU3UPOBATH,
HACKOJIBKO JIEFKOCTh MOMCKa MH(OpManuu OblIa yiydllleHa NMpU BHECEHUU HU3MEHEHUH B
JUCTOK-BKJIA b1, HeoO0Xx0oauMo npeasioxkKuTh N3MEHEHUSI B JIMCTOK-BKJI/IBII, YCTPAHSIONINE
TaKue 3aTPyIHEHUS.
[Tocne n3MeHeHus: TUCTKa-BKJIaIbIIIa HEOOX0IMMO TOBTOPHO MPOBECTH TECTUPOBAHUE U
COCTaBUTH MO0 HEMY OTYET;
7.2.2.4. XapakTepucTuka 0OpaTHON CBS3U CO CTOPOHBI YYACTHUKOB TECTUPOBAHUS
OTHOCUTEJIBHO JIMCTKAa-BKJIAJbIIA W NPEACTABICHUE HW3MEHEHUMN, YUYUTHIBAIOIINX BCE
BOITPOCHI OOLIET0 XapaKTepa;
7.2.2.5. Bce BepcuM JIMCTKa-BKIabIIIIA;

7.2.2.6. llepBuuHble AAHHBIE, IOJYYEHHBIE IO pE3yJibTaTaM HHTEPBBIO, HE
MPEJICTaBISAIOTCS, JOCTATOUHO MPEICTaBUTh PE3IOME YCTHBIX O0TBETOB. [Ipu HeoOxonumMocTu
MOJIyYEHUS JTOTIOJHUTENbHBIX CBEJICHUN, YITOJITHOMOYEHHBIA OpraH (3KCHEepTHAsi OpraHu3alus
) TocyAapcTBa-4j€Ha HaIpaBiseT B XOJ€ MPOBEAEHUS SKCIEPTHU3bI 3aIIPOC 3aIBUTENIO WIH
Jep>KaTEeI0 PETUCTPAIMOHHOTO YOCTOBEPEHHUSI O HEOOXOJUMOCTH MX MPEICTABICHHUS.

NHnuBuayanbHble CBEAEHUS O TECTUPOBAHUHU KaXJOTO YYACTHUKA IMPEACTABIATH HE
Tpedyercs. [TocKobKy TECTUPOBAHUIO MOJIBEPraeTCs JUCTOK-BKIIAJBIII, a HE YYaCTHHKH,
TaKHe JIaHHbIE HE SIBJISIOTCA 3HAUHMMBIMH.

7.3. O06cTOsATENBCTBA, TPEOYIOIINE MPOBEACHUS TECTUPOBAHMSL.

[Ipn nmpoBeAaeHHUHM NOJB30BATEIBCKOTO WM HHOTO TECTUPOBAHUSA HEOOXOIUMO
WCIIOJIb30BATh IOJIHOLBETHBIM MAaKeT JIMCTKAa-BKJIaJbllla JIEKAPCTBEHHOrO Ipemnaparta. He
JOITYCKAETCsl UCMOJIb30BaTh TEKCTOBYIO BEPCHUIO, MMOCKOIBKY AM3aliH U BEPCTKA OKa3bIBAIOT
CYILIECTBEHHOE BIMSHHME Ha CIIOCOOHOCTh MAIMEHTAa HAXOJUTh W MOHUMATh KIIOYEBHIE
CBeJIeHUS U1 0€3011aCHOT0 MPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara.

3asBUTEIIO WIH JIEPKATENI0 PETUCTPALMOHHOTO YIOCTOBEPEHUS CIIEYET MPEYCMOTPETh
IPOBEJECHUE TOJIb30BATENBCKOTO MJIM AHAJIOTMYHOTO TECTUPOBAHMS JUCTKA-BKIAAbIIIA IS
CJIEIYIOLIUX JIEKAPCTBEHHBIX MPENapaToB:



a) JIEKapCTBEHHBIE MpenapaThl, COAEpKallue HOBBIE ACHCTBYIOIINE BEIIECTBA WU
BBIITYCKAa€MbI€ B MPUHIIMIIHUAIBHO HOBBIX JICKAPCTBEHHBIX (hopMax (Hampumep, ¢ APYTUM
criocoOOM MPUMEHEHHSI WM MyTeM BBeneHwus). [Ipu 3TOM 1O HOBBIMH JEHCTBYIOIIUMH
BEIIIECTBAMH MOHUMAIOTCSI BEIIECTBA, BXOJSIINE B COCTAaB OPUTHMHAILHBIX JIEKAPCTBEHHBIX
MpenapaToB WA MPU OTCYTCTBUM OPUTMHAIBHBIX — B COCTaB NEPBBIX JEKAPCTBEHHBIX
penaparoB, 3asBJICHHBIX HAa PETUCTPAIMIO B COOTBETCTBUU C [lpaBuiiaMu perucrpanuu u
AKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JJIi MEAMIIMHCKOTO MPUMEHEHHUS, YTBEPKICHHBIMU
Pemennem Coseta EBpasuiickoii s3xoHOMUYecKkor komuccuu ot 3 Hosiops 2016 1. Ne 78 (
nanee — [IpaBuna perucrpauun);

0) 1exapCTBEHHBIE MpernapaThl, B OTHOIIEHUN KOTOPHIX U3MEHWIHNCH YCIOBHS OTITYCKA;

B) JICKAPCTBEHHBIE IMpenaparhl, B aKTyaJbHYI OOIIYI0O XapaKTEPUCTUKY KOTOPBIX
BHECEHbl 3HAYMMBbIEC HOBBIE CBEJICHHS MO OE30MaCHOCTH, KOTOPHIE CYIIECTBEHHO MEHSIOT
MOKAa3aHMs, OTPAaHUYECHHS K TPUMEHEHHUIO (MEphI MPEeIOCTOPOKHOCTU U MPOTUBOMOKA3AHUS
[IPU IPUMEHEHHUH) WJIK CIOCO0 MPUMEHEHHUS Y MOMYJISIUU MAIUEHTOB;

I') BKJIFOUEHHE HOBBIX MOIMYJISIUN MAIIMEHTOB KaK CIEICTBUE PACIIMPEHUS MOKa3aHUM K
MPUMEHEHUIO Mpenapara (HalpuMmep, BKIIOYEHUE NallMEHTOB IETCKOr0 BO3PacTa).

B pamkax mpouenypsl mpuBeneHUss B COOTBeTCTBUE ¢ Tpeboanusamu Coro3a, He
TpeOyeTcsa  MOpeACTaBIC€HUS  pPE3yJbTaTOB  IOJb30BATEIbCKOTO  TECTUPOBAHMUS
JMCTKa-BKJIablIa. Pe3ylbTaThl €ro MOTYT IPEAOCTABIATHCA IO UHUIIUATUBE 3asiBUTEIS (TIPU
Hanuuuu). Ilpu >TOM yNOJIHOMOYEHHBIE OpraHbl (IKCHEPTHBIE OpraHU3aALNH)
rocy/1apCTB-4JICHOB BIIPABE 3alpOCUTh Yy 3asBUTEISI PE3yJbTaThl MOJIb30BATEIHCKOTO
TECTUPOBAHUS B paMKax IMPOILIEeypbl IPUBEIACHUS B COOTBETCTBUE ¢ TpeOoBanusamu Coro3a, B
Clly4ae MoJlayy 3asiBUTEJIEM 3a8BJICHHS B YIIOJHOMOUYEHHBIE OpraHbl TOCY1apCTB-WICHOB, T'I€
paHee JaHHBIA mpemapaT He OBbUI 3aperucTpUpoBaH JUOO YCTAaHOBUTH TpeOOBaHUE O
MIPOBEICHUH MOJIb30BATEIBCKOI0 TECTUPOBAHUS B MOCTPETUCTPALIMOHHOM MEPUOE B TEUCHHE
rojia TocJjie IpPUBEJEHNUS B COOTBETCTBUE C TpeOoBaHusamu Coro3a, COTJIacHO MyHKTy 116
[IpaBun peructpanuu aJisl JIEKapCTBEHHBIX IMpenapaToB, UMEIOIMIUX CYIIECTBEHHBIM PUCK
HEIMPaBUILHOTO TPUMEHEHHS B aMOYJIaTOPHBIX YCIOBHSIX.

[Ipu HempencTaBlieHUU PE3yJIbTATOB MOJIH30BATEIBCKOIO TECTUPOBAHUS 3asSBUTEINb
NPEACTABIAET B MOJYyJE | pEerucTpallMOHHOTO JI0ChE€ MUChMO C yKa3aHWEM HCTOYHUKA
uHbopMaruu ajst GOpMUPOBAHUS TMCTKA-BKIAAbIIIA.

[Tonb30BaTeNbCKOE TECTUPOBAHUE MOXKET OBITH BBHINIOJHEHO Ha JIOOOM SI3BIKE
roCyJ1IapCTB-UJICHOB MPU YCIOBUU COXPAHEHUS UJICHTUYHOCTH TEKCTA JIMCTKAa-BKiajabiia. B
cilyyae mepeBoja MHCTPYKIMU Ha TOCYJapCTBEHHBIN S3bIK TOCYAAapCTBa-YjeHa MO 3arpocy
AKCIIEPTHOMN OpPTaHU3aIuU TPOBOUTCS UCCIIEIOBaHNE B (DOKYC-TPYIITIE WIH CBSI3bIBAHUE.

[ToBTOpHOE MOJB30BATENBCKOE TECTUPOBAHUE HE TpeOyeTcs MpU BHECEHUH B
JUCTOK-BKJIQBINI WH(DOPMAITNH, HE BIUSIONICH HA MMyHKTH "B — I''" HACTOSIIIIETO pa3aesia, WiH
IpY U3MEHEHUU J13aiiHa U BEPCTKU.



Ecnu npoBoAuiIoCh MOJIb30BAaTENbCKOE TECTUPOBAHHUE, B PETMCTPALIMOHHOE J10CHE
HEOOXOJUMO BKJIIOYUTH TMOJATBEPKJICHUE Takoro TecTtupoBaHus. I[lpu peructpaunuu
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOTO IMpenaparta (OuWoaHanora) 3asBUTENb IO CBOEH
MHUIIMATUBE TAKXKE MOXET MPOBOJAUTH TMOJIb30BaTEILCKOE TeCTUpPOBaHUE. BMecte ¢ Tem mo
o01IeMy TpaBUily pe3yiabTaThl MOJIb30BATEIBCKOTO TECTUPOBAHUSL MPU PETUCTPALUU
BOCITPOM3BE/ICHHOT'0 JIEKAPCTBEHHOT'O Tpemnapara Wiu OumoaHanora He MpeaoCTaBIISIOTCS,
JOCTAaTOYHO UCHOJb30BaTh TEKCTOBYIO BEPCUIO JIMCTKA-BKJAJBINIA YK€ paHee
3apETUCTPUPOBAHHOIO B T'OCYJIapCTBE-WIICHE JIEKAPCTBEHHOIO Mpernapara ¢ aHaJIOTMYHBbIM
MHH. Heo6xoauMocTy MpoBOAUTH MOJIB30BATEIHLCKOE TECTUPOBAHKE (€T0 aHaJIoTa) JIJIsl BCEX
JINCTKOB-BKJIA/IBIIIIEHN HET.

[Ipyn Hanmuuuu 3amMevyaHui YHMOJIHOMOYEHHOTO OpraHa (3KCHEpPTHON OpraHu3aliu)
rocyJapcTBa-4ji€Ha K MPOEKTy JHUCTKAa-BKJIaJbllIa MOCIEAYIONINE TECTUPOBAHUS HE
IIPOBOJSTCS, BBIMOJIHIETCS COTJIACOBAHME TEKCTa JMCTKA-BKJIAAbIIIA B paMKaX YCTPAaHEHUS
3aMEYaHuu.

[Tonp30BaTENBCKOE TECTUPOBAHUE JJISI TUCTKA-BKJIbIIIA JIEKAPCTBEHHBIX MPEMApaTOB,
BBOJMMBIX MEAUIUHCKUMU pPaOOTHUKAMU B YCJIOBHUSX JIeueOHO-TPOPUIAKTUIECKUX
VUpEXKJACHUNU, MOXET OBITh IMPOBEACHO MO HHUIMATUBE 3asBUTENSI WJIM 10 3ampocy
YIIOJTHOMOUYEHHOI'0 OpraHa (3KCIEepTHOM OpraHu3aliiu) rocy/1apcTBa-ujeHa.

3asBUTENH B COOTBETCTBHH C MMYHKTOM 26 [IpaBun peructpamnuu BipaBe 0OpaTUTHCS 3a
KOHCYJIbTAlIUEH B YIIOJITHOMOYEHHBIN OpraH (3KCHEPTHYIO OPraHU3aI|I0) TOCyAapCTBA-UWICHA.

7.4. [IpoBeneHne CBA3YIOMIETO UCCIENOBAHUSL.

[TonsTue "cBsizpiBaHUE" MPUMEHSIETCA K JINCTKAM-BKJIaAbIIIaM, KOTOPBIE IOCTATOYHO
Onu3ku (MoJ00HBI) Kak MO COJEepKaHUI0, TaK U BepcTke. [lpu CBS3BIBAHMU YCIEIIHOE
MOJIb30BATEIbCKOE TECTUPOBAHHE POJUTEIBCKOTO JMCTKA-BKJIAAbIINIA JOMYCKAeTCs
HCIOJIb30BaTh B KadyecTBE OOOCHOBAHHUS HE TPOBEICHUS TECTUPOBAHUS AHATIOTHUYHBIX
NOYEPHHUX JIMCTKOB-BKJIaJbIliei. JlodepHUe JHCTKU-BKIAABIIIN MPH CBSI3YIOLIEM
TECTUPOBAHUU JOMYCKAETCS TMOATOTABIMBATH HAa OCHOBE PE3YyJbTaTOB TECTUPOBAHUS
HECKOJIBKUX POJIUTENbCKUX JIMCTKOB-BKJIAIBIIICH.

[TockonbKy nu3aliH U BepcTKa MH(POPMAIUU SBIAIOTCS BaXXKHBIMH (hakTOpamMu ee
HCTOJb30BaHUSI W TOHUMAaHUS, B IMEISAX YCIEHNIHOTO CBS3BIBAHUS I JOYEPHUX
JMCTKOB-BKJIA/IBIIEN MCIIOJIB3YETCS TOT K€ AU3aiiH, BEPCTKA U CTWJIb U3JI0KEHUS, UTO U IS
POAUTEIHCKOTO JINCTKA-BKJIAbIIIA. YTIOJTHOMOYEHHBIA OpraH (IKCIEpTHAs OpraHu3aius)
rocy/lapcTBa-4JieHa BIIPABE HE NMPUHATH MPEIJIOKEHHOE CBS3bIBAHUE, €CIIU 3TU YCIOBUS HE
BBITIOJTHSIFOTCSL.

7.4.1. KnroueBbie cBejeHHS 1T O€30IaCHOTO IIPHMEHCHHL.

B 1mensix ycHemmHoro mojb30BaTelIbCKOTO TECTUPOBAHMUS HEOOXOJAMMO 3apaHee
ONpPENEIUTh KIIOUYEBBIE CBEJACHHS I O€30MacCHOr0 MPUMEHEHUs paccMaTpUBaEMOro
JIEKapCTBEHHOTO Tpemnapara. [ Kaxx10ro JIeKapCTBEHHOTO Mpernapara 3TH CBeJeHUs OyayT
paznuuatbcsi. ONpPOCHBIA JIMCT MAOJDKEH COAEpKaTh HATHU KIIOYEBBIE CBEACHHUS W



MOJTBEPXKACHUE TOTO, YTO MallUEHThl CIIOCOOHBI HAWTH W MOHATH 3TU CBEACHMS C LIEJBIO
0e30MmacHOro MPUMEHEHHS JIeKapCTBEHHOro mnpemnaparta. [loo0HOE MOIb30BaTENBCKOE
TECTUPOBAaHUWE BIOCIEACTBUM MOXHO HCMOJIb30BaTh B KadecTBe OOOCHOBaHUS
JMCTKA-BKJIAJbIIIA, COCTABIEHHOIO TEM € CMocOOOM B OTHOIIEHUH POJCTBEHHOIO
JIEKapCTBEHHOIO Ipenapara. Jonyckaercs 4ToObl, B CBSA3YIOIIEM HCCIEIOBAHUU KIIOUEBBIE
CBEJICHUS JUIsl O€30IaCHOrO NMPUMEHEHUS, COAEpXKAIIMECS B POAUTEIbCKUX M JAOYEPHHUX
JUCTKax-BKJIaAbIIax HE ObUIM MACHTUYHBIMU. OJHAKO CBEIEHHUS MO O€30MacHOCTH,
BBI3bIBAIOILME OCOObIE OMAaceHUsi, HEOOXOAMMO MPOTECTUPOBATH B OTHOIIEHHUU KaXJ0IO
JOYEPHETO JIMCTKA-BKJIAbIIIA.
7.4.2. @opmat, nu3aHH U BEPCTKA.

Ju3aiiH 1 BepcTKa JMCTKAa-BKIAAbIIIA SBISIOTCS OCHOBOIOJAralOUIMMU aCTeKTaMU
MOJyYeHHUS TalMeHTAaMH KIIOYEBBIX CBEJACHUH MO 0Oe30macHoMy NPUMEHEHHIO
JIEKapCTBEHHOTO IpernapaTa. YCHeX CBS3bIBaHUS ONPENEISIIOT OOUIMI AM3aliH U BEpCTKa
POIUTENICKUX U TOYEPHUX JIMCTKOB-BKJIAbImIeH. OOmue nu3ailH U BEpCTKAa BKIIIOYAIOT B
ce0s cieyIoINe BaKHbIE aCIIEKTHI:

TapHUTYPY U Kerib WpUPTa;

3aroJIOBKM M MOJ3aroJIOBKH, BKJIIOUYasl OTHOPOJIHOCTh UX PACIIOJIOKECHMUS;

pa3Mephl JIMCTKa-BKJIaAblIa, BKIOYask KHIKHYIO (a1b00MHYI0) OPUEHTALIUI0 CTPAHULIBI;
UCIOJIb30BaHUE IIBETOB U BHIOOP IIBETOBOW raMMBbl;

CTHJIb U3JIOKEHUS U (POPMYIUPOBKH;

BEPCTKAa KPUTUYECKUX Pa3felioB JINCTKA-BKIIAbIIIA, KACAIOIIUXCS 0€30MaCHOCTH;
UCIOJIb30BaHUE MTUKTOTPAMM.

7.4.3. lIlpumeHEHHE NPaKTHKH CBA3BIBAHHA.

Jlist oAMHAKOBOM 11€JIEBOM MOMYJIALIMM MallUeHTOB OOCTOSATEIbCTBA JOIYCTUMOCTH
CBSI3bIBAHUSA C COOTBETCTBYIOIIMMHU KPUTEPUSIMU MPUEMIIEMOCTH BKIIOYAIOT B ce0s
CJIelyIonIee:

a) paclIupeHue JUHEUKHU.

CBs3pIBaHUE, KaK MPABUIIO, JIOMYCKAETCSd B OTHOILICHUHU JIMCTKA-BKJAJbIIIA
JIEKapCTBEHHBIX IpPENapaToB C TOM XK€ (PapMaKOJOTMYECKH aKTUBHOW YacTbIO MOJIEKYJIbI
JEHCTBYIOLIETO BEIIECTBA MPU PA3IUYHBIX JO3UPOBKAX, Pa3IMYHBIX JEKAPCTBEHHBIX (opMax
U MyTSX BBEJIEHUS. B 3THX cioyyasx B KauecTBE POAMUTEIHCKOIO JIMCTKA-BKIIAJbIIIA JTOJKEH
BBICTYNATh JINCTOK-BKJIA/IBII, COACPKAIINI HANOOJIEe CIOKHYIO A MAllMeHTa HHPOPMALIUIO

Hanpumep, nucTok-BKIaAbINI Ha gua3ernaMm B JIGKApCTBEHHOUW ¢gopme "pacTBop s
nmpueMa BHYTPh' BBIOMpAETCS B KQ4€CTBE POJUTEIHCKOTO JTUCTKA-BKJIAIbIIIA HA IUa3enaM B
TabJeTKax (JOUYepHUM JTMCTOK-BKJIIAIBIIII).

Ecnu nexapcTBeHHBIN mpemnapaT He MpeIHa3HAYCH IS CAMOCTOSTEIIbHOTO IPUMEHEHUS
naIrMeHTaM, COOTBETCTBYIONIUN JMCTOK-BKIIAIBINI CBSI3BIBAETCS C JIMCTKOM-BKJIAJIBIIIIEM
TOTO K€ Tpernapara, IPUMEHSIEMOT0 CAaMOCTOSTEIHHO.



Hanpumep, TucTOK-BKIIaIbIII HA UHBEKIIMOHHBIN Jua3enamM (JOUYEepHHUI) CBS3BIBAETCS C
JIMCTKOM-BKJIJIbIIIIEM HA JMa3ernaM B JIEKapCTBEHHOU dopme "pacTBop /i mpuema BHYTPh' (
POJAUTENBCKUN).

Ecau moTeHnuanibHO CXOXHUE JIEKAPCTBEHHBIE Mpenaparhl TPeOYIOT OT MalueHTa
MMOHUMAaHUS CYIIECTBEHHO Pa3IMYaroUXCsl CIOCOOOB IPUMEHEHUS (HAIpUMEp, UHTAIIATOP U
IUIACTBIPB), JTOJDKHBI IPUMEHSATHCS pa3IMuHbIe KPUTEPUU CBs3bIBaHUSA. B paHHOM ciydae
HEOOXOJUMO O0O0ECHEUYUTh YCIEIIHOE MPOXO0XKJICHHE MOJb30BATEIBCKOTO TECTUPOBAHUS
uHpopmalnum, Kacaromeics pexuma go3upoBaHus. [lpu cocraBaeHHM JOYEPHETO
JACTKA-BKJIAbIIA JOIMYCKAEeTCd HCIOJIb30BAHUE PpE3YyJbTaTOB IOJIb30BATEIbCKUX
TECTUPOBAHUM, MPOBEICHHBIX HA POJAUTEIBCKHUX JINCTKAX-BKJIAJbIIIaX HECKOIbKUX
JIEKapCTBEHHBIX MPEMAPATOB.

Hanpumep, K TUCTKY-BKJIAIbIITy HA MHTAJSLMOHHBIA canbOyTaMos (I0YEpHUI) MOKHO
OPUMEHUTh "JABOWHOE CBS3bIBAaHHWE', CBSI3aB €ro C JIMCTKOM-BKJIABIINIEM Ha Ipenapar
canpOyTamonia sl MpHEMa BHYTPb, HNPOIIEAINIMN YCHEHNIHOE I0Jb30BaTEIbCKOE
TecTUpoBaHue (B 4acTu MHGPOpPMAIUU, Kacawllecs (papMaKoJIOTHYeCK aKTUBHOW YacTH
MOJIEKYJIbl JEHCTBYIOIIETrO BEIIECTBA), U JUCTOK-BKIIAbIII Ha Mpenapar OeKJIOMeTa30oHa ¢
UJCHTUYHBIM HHTAJISATOPOM (B 4acTU MH(GOpPMALIK, Kacarollecs JOCTaBKH).

Ecnu noptdens KoMIaHuM BKIOYAET B ceOsl psAll CTaHAAPTHBIX JIEKAPCTBEHHBIX (HopM
JUIsI MECTHOT'O TPUMEHEHUS (Ma3H, KpeMa, IJIa3Hble, YIIHbIE U HAa3aJbHbIE KaIUIM WU Mas3u (
Kpema), Tpenaparbl g KOXHW BOJIOCHCTOM YacTU TOJOBBI, JOCHOHBI), OTAEIbHOE
TECTUPOBAHUE WHCTPYKIMI 0 MPUTrOTOBJIECHUIO W MPUMEHEHHUIO Ipernapara B OOBIYHOU
CUTyalluu HE TpeOyeTcs, €CIM TOJIbKO OHU HE COJAEP)KAT HEMPOTECTHPOBAHHBIE PUCYHKH (
MUKTOIPAMMBI).

[Tpu sTom coxpansieTcss TpeboBaHUE 00 OJMHAKOBOCTH JU3aiiHA, BEPCTKU U CTHIIS
M3JI0KEHHUS] TOYEPHUX JINCTKOB-BKIAIBIIEH;
0) JIeKapCTBEHHBIE MPENAapaThl U3 TOI'0 ke (hapMaKoJIOrHIeCKOro Kjaacca.

CBsA3bIBaHME, KAK NPAaBUIIO, NMPUEMJIIEMO B OTHOLIEHWM JIMCTKa-BKJAJAbIIIA Ha
JIEKapCTBEHHBIE IIpenapaThl TOTO K€ TEPANEBTUUYECKOI0 Kilacca IPU YCIOBUH CXOXKECTH
KJIMHUYECKUX CBEJEHUN, COIEPKAIIUXCA B CBOJHOM XapaKTEpUCTUKE mpenapara (d, Kak
cieacTBue, nHGOpMalUK B JUCTKe-BKiIaabiie). Heo0xonumo, 4To0bl KIIOUEBbIE CBEICHUS
no 6e30macHOMy MPUMEHEHHMIO POJICTBEHHBIX IpemnapaTtoB ObLIM CXO0XUMHU. Bmecte ¢ Tem
dbopmMaT U BepcTKa JUCTKOB-BKJIAJAbIIIEH, MOJBEPraeMbIX CBS3BIBAHUIO, JOJKHBI OBITh
OJIMHAKOBBIMH. DTO O3HAYAET, YTO JOUEPHUN JTUCTOK-BKIIABIII HEOOXOAUMO IEPECMOTPETh U
MpUIaTh €My JAW3alH, BEPCTKY W JMHIBUCTHYECKUN CTUIIb, KOTOPBIE COOTBETCTBYIOT
POIUTENBCKOMY JIMCTKY-BKJIa/IbIITY, KOTOPBIN MTOABEPICS MOJIb30BATEIBCKOMY TECTUPOBAHUIO

TepaneBTruecKku CX0KHMe IpenapaThl — 3TO Ipynna JEKAPCTBEHHBIX IpenapaTroB, CO
CXOKMM MEXaHHU3MOM JeicTBus. Huke npuBOASITCS IPUMEDPBI, IPU 3TOM BKJIKOYEHUE ITUX
TEpANEeBTUYECKH CXOXKHUX IMPUMEPOB B IMpejenax KOHKPETHBIX KJIACCOB HEOO0SA3aTENbHO



O3HAuYaeT, YTO CBS3bIBaHHE OYJIET YJOBJIETBOPATH BCEM TPEOOBAHUSM B OTHOIICHUH
JUCTKOB-BKJIAJIBIIICH HA CIICAYIOIINE KATETOPHUH JIEKAPCTBEHHBIX MPENapaToB.
CEepJICYHO-COCYIUCTHIE MTpernapaThl:
THA3HUJIHBIC ¥ TMYPETHKHU TTO0T00HOTO JICHCTBHSI;

-aJIpeHO0JIOKATOPBI;

WHTUOUTOPBI aHTHOTEH3WHIIPEBpaIiaronero GpepmeHTa;

CpEICTBA, BIUAIONINE HA IEHTPAILHYIO HEPBHYIO CHCTEMY:

CEJICKTUBHBIE THTHOUTOPHI 0OPaTHOTO 3aXBaTa CEPOTOHHMHA,

TPUITUKINICCKHE U CXOKHUE aHTHICTIPECCAHTHI,

AHTUTHCTAMUHHBIC TTPENapaThl;

OCH30/1Ma3ETUHEL;

OTIMOU/THBIC AHAJTBIETUKU;

IPOTUBOMHUKPOOHBIE TIperaparhl:

MEHUTTWJUTAHBL, T1e(aToCTIOPUHBI 1 MAKPOJIHIBI;

IPOTUBOTPUOKOBEIE MpENaparhI;

CpeIcTBa, BIHSIOINIME HAa KOCTHO-MBIMICYHYIO CHUCTEMY: HECTEPOHUIHBIC
MPOTUBOBOCIIATIUTEIHHBIC MTPENaPATHI;
SHJOKPHHOJIOTHYCCKUE JICKAPCTBEHHBIC MPEIapaThl: TITFOKOKOPTUKOUIBL;

IPOTHUBOOIYXO0JIEBBIC JIEKAPCTBEHHBIE MPETapaThl: AKIINPYIOIINE IIUTOCTATUKH,

JICKapCTBEHHBIE MPENapaThl, UCIIOIb3yeMbIC IJI1 BHYTPUBEHHOTO MUTAHUS;

JICKapCTBEHHBIE TIPEMapaThl, MPUMEHSIEMbIC B aKyIIEPCTBE U THHEKOJIOTHH: TIEPOPATHHBIC
KOHTPAIENTHBBL;

JIEKapCTBEHHBIC MpEIapaThl, pACCMAaTPUBAEMbIC B KAUECTBE WICHOB OHOM TPYyTMIIBI Ha
OCHOBaHUHU 0O0JIACTH WX NMPUMEHEHHs, HO KOTOpble (DaKTUUECKH COJAepKaT Mpernaparbl C
pa3IUYAOIIUMHUCS MEXaHU3MaMH JCHCTBUS U KIIFOUEBBIMHU CBEICHUSIMH 1O O€301TacCHOMY
MIPUMEHEHUIO, TTOIBEPTAIOTCS SKCIEPTU3E B MHAUBUAYATHLHOM TOPSIKE.

B oTHomIeHNM CIEAYIONINX JICKAPCTBEHHBIX MPEMapaToB, KaK MPaBHJIO HEBO3MOXKHO
MIPOBECTH YCIICIITHOE CBSA3BIBAHKE BCIICICTBHE PA3HUIIBI KIIMHMYECKUX ACTIEKTOB MX JIEHCTBUS
Y IPUMECHCHHS:

aHTHAPUTMHUYECKHE MpeTapaThl, TAKHE KaK aMUOapOH U TU30TMHPAMUT;

MIPOTUBOSHUIICITHYECKHE MTPETIapaThl, TAKAE KaK BAIBIIPOCBAs KUCIOTA, JIAMOTPUDKAH U
(heHUTOUH,;

00J1€3Hb-MONUIIUPYIOIITIE TPOTUBOPEBMATUYECKHE TPETIapaThl, TAKUE KaK MpernapaThl
30J10Ta ¥ MEHUITUILIAMUH.

B TepaneBTrueckux 061acTsaX ¢ OOJBIIUM KOJTUYECTBOM JIEKAPCTBEHHBIX MPENapaToB C
pa3IMYaAONUMUCT MEXaHU3MaMHt JIEHCTBUS, HO MEHEe KPUTUYHBIMH KITFOYEBBIMU aCIIEKTaMHU
7Tt 0€30TTaCHOTO TPUMEHEHUST BOZMOXHO CBSI3BIBAHUE, HATIPUMED:

AQHTAIHUJIOB M CTIa3MOJMTUYECKUX MPETapaToB;
IPOTHUBOKAIIJIEBHIX MPENapaToB;



BUTAMUHOB;

IIpENapaToB ISl OPOLIEHUS MTOJIOCTH PTa;

IIpenapaToB U3 IPYyNIbl KEPATOJIUTUKOB.

B GonbpmmHCTBE CilyyaeB B Ka4eCTBE POAUTENIHCKOIO BbIOMpPAETCS JMCTOK-BKIAIbBII,
colepxamuii MHPOPMALNIO, MAKCHMaJIbHYIO IO OXBaThIBAEMBIM JTOW HH(pOpMaLHEi
acreKkTam;

B) O/THHAKOBbIE KJIFOYEBBIE CBEJICHHS 10 0€30I1aCHOMY MPHUMEHEHHIO.

Ecnu xmroueBble cBeneHus o 0€30MacHOMY NMPUMEHEHUIO, YCTAaHOBJICHHBIC I psila
JIEKapCTBEHHBIX IPENAPATOB, CXOKH, d JIMCTKU-BKIIAJBIIIN CIIPOEKTUPOBAHbI, CBEPCTAHBI U
HAIMMCaHbl MJIEHTUYHBIM CIOCOOOM, TO IJIi ATOW TPYIIbI JIEKAPCTBEHHBIX MPENapaToB
CBS3BIBAHUE CUUTAETCS 0OOCHOBAHHBIM;

I') OTHOPOJAHOCTb MOMYJIALHH AJHEHTOB.

JlekapcTBeHHBIE ITpenapaThl OJJHOTO Kjlacca, Kak IpaBujlo, MPUMEHSIOT Y OJHOM U TOM ke
MOMYJIALMY NaueHTOB. BmecTe ¢ TeM HeOOJIbIIOe KOJUYECTBO MPENapaToB MPUMEHSIOT B
HECKOJIBKUX TEPANEBTUYECKUX 00JIACTSIX (HapuMep, TIIIOKOKOPTUKOUB). B Takux ciayuasx
MOXHO TNpUOETHYTh K JBOWHOMY CBS3bIBaHUIO, YOEAMBIIUCH, YTO POAUTEIHCKHUE
JIUCTKU-BKJIABIIIHN, C KOTOPBIMU CBA3BIBAIOTCS JTOYEPHHUE JIMCTKU-BKIIAJIBIIIN, OXBATHIBAIOT
BCE€ KIIOUYEBbIE CBEJAEHHUs 1O Oe30lMacHOMY MNPUMEHEHHI0, OOYCJIOBIEHHbIE
IPOTUBOINOKA3aHUSAMH, OCOOBIMH YKa3aHUSIMH, MEpaMH MPEJOCTOPOKHOCTH H
HEXEIATEIbHBIMU PEAKIUSAMH, a TAKKE YUUTHIBAIOT BOIIPOCHI, OTHOCSIIIUECS K TOKA3aHUAM K
IIPUMEHEHUIO U PEXUMY JO3UPOBAHUS;

/1) KOMOHHHPOBAHHBIE JIEKAPCTBEHHbIE MPENAapPAaThI.

JIucTOK-BKAABIII HAa KOMOWHUPOBAHHBIN JIEKAPCTBEHHBIM mpemnapaTr CcleayeT
paccmaTpuBaTh B KayeCTBE POIUTENIBCKOIO JIMCTKA-BKJIAABIIIA JUIA LEIEH CBA3bIBAaHUS
OTJIEJIbHBIX KOMIIOHEHTOB JOYEPHUX JTUCTKOB-BKIaabIe. Heooxoaumo yoeauTses, 4To Bee
KJIIOUEBbIE CBEJEHUS 1O 0e30MacHOMY MPUMEHEHHUI0 OTAEJIbHBIX KOMIIOHEHTOB
JEKapCTBEHHOTO TIpenapaTa BKJIIOUYEHbl B OIMNPOCHBIM JUCT KOMOMHUPOBAHHOTO
JMCTKa-BKJIaabIa. Jlomyckaercst uCroap30BaTh JINCTOK-BKIIAIBII OTACIIBHBIX KOMIIOHEHTOB
B KayeCTBE POJMUTEIbCKUX JIMCTKOB-BKJIAJbIINIEH U CBS3bIBATh KOMOWHUPOBAHHBIN
JIMCTOK-BKJIAJIBIII B KQYECTBE JTOYEPHETO MPH YCIOBHH, YTO BCE PA3IIMYMUA B €TI0 BEPCTKE U
JUIMHE YCIICIIHO BBIACP/KAIN T0JIb30BATENBCKOE TECTUPOBAHUE B OTHOILICHHUM IPENApPaTOB,
BBIITYCKAaEMbIX (papMalieBTHUYECKUM IPOU3BOIUTEIIEM;

€) KpaTKue JHCTKH-BKJIAJbIIIH JIEKAPCTBEHHBIX IMPENAapaToB C HE3HAYUTEJIbHBIM
TepareBTHYECKHUM JIEHCTBHEM.

Kpartkue nucTku-BKIaABIIIT Ha TaKKe TIpenapaThl, Kak MPaBUiIo, HE TPEOYIOT MPOBEICHUS
NOJIb30BATEILCKOTO TECTUPOBAHUA. J[OCTATOYHO YYMUTHIBATH PE3YyJIbTATHl YCIIEIIHOTO
TECTUPOBAHHUsI, POBEACHHOIO B OTHOLIEHUM APYTHUX IPENAPATOB BBINTYCKAEMBIX JTaHHBIM



(dbapMaIreBTHYECKUM TPOU3BOIUTENIEM, Ja)X€ €CJIM OHHM HE MPUHAMIEKAT K TOMY IKe
TEpareBTUYECKOMY KJlaccy (Hampumep, BoJAa JJisi MHBEKUUH, KpeMbl Ha BOJHOM OCHOBE,
TJIa3HbIE KAIIA ¢ TUAPOKCUTIPOTUIMETHUIIIEIUII0I0301 (TUIIPOMEIII0301));

JK) JIEKapCTBEHHbIE Ipenapartbl, OTIyckaeMble 0e3 pelenta ¢ pa3andHbIMH
BTOPOCTENICHHBIMH KOMIIOHEHTAMH.

JIMCTKU-BKIAABIIIN KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, OTIyCKaeMbIX 0€3
pelenTta C HECKOJbKUMHU JIEMCTBYIOUIMMHM BEIIECTBAMM, JONYCKaeTcs CBA3aTh C
JMCTKaMU-BKJIAbIIIAMH MOHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENapaToB, KOTOPHIE
YCIICIIHO MPOILJIN TECTUPOBAHHE OCHOBHOTO KOMIIOHEHTa (Hampumep, KOMOMHUPOBAHHbBIC
aHAJIBT€TUKU HAa OCHOBE maparietamorna). [Ipu stom TpeboBanue 06 oaMHAKOBOCTH (hopmaTa
TaKuX JINCTKOB-BKJIABIIICH COXPaHIETCS.

3) HUKTOTPaMMBbI.

[TukTOrpaMMBbl, SBISIFOLTUECS SJIEMEHTOM COOCTBEHHOTO CTHJIS KOMITAHWH, MOJJIEkKAT
MIPOBEPKE B paMKax MOJIb30BAaTEIbCKOIO TECTUPOBAHUA. B LeNAX yCHemHoro cBsA3bIBaHUS
MUKTOIPaMMBbl JOUYEPHUX JTUCTKOB-BKIIAIBIIIEH OHU JOJKHBI UMETh TOT e JAU3aiH, pa3Mephbl
Y LIBETHOCTh, UTO U POJIUTEIICKUN JTUCTOK-BKJIIAIBIIIL,

H) CBS3BIBAHHE JIHCTKOB-BKJIAJBIIICH MEXIY OTACJbHBIMH (PapMarleBTHIECKHMH
MIPOU3BOAUTEISIMH.

Kaxasrit (papmareBTHICCKHI TPOU3BOAUTENb JOJDKEH HCITOJIb30BaTh COOCTBEHHBIE
JAanHblie. OHAKO NPH HAJTHYUH Pa3pelIeHUs HA JOCTYIT K KOMMEPYECKOH HH(OpMaLud OJHA
H3 KOMITaHUH BIPAaBEe HCIOJIb30BaTh JTUCTOK-BKAAbIII IPYTOH KOMIIAHUH TIPHU YCIOBHH, YTO
HX JICKAPCTBEHHBIEC MPENapaThl OJHHAKOBBIE (34 HCKIIOYCHHEM HH(QOPMAIIUH O KOMIIaHUH). B
VKAa3aHHbBIX CJIy4YasX JU3aHH U BepCTKa pacCMATPpHBAEMbIX JIUCTKOB-BKJIAJbIIICH JTOJIKHBI
OBITb MACHTHYHBI 110 BCEM acleKTaM YKa3aHHbIM B moAnyHkTax "a'" — "u" Hacrosgirero
nyHkTa. Hcnonb30BaHHE pAa3aHYHBIX JIOTOTHIIOB KOMIIAHHUH JOIYCTUMO HPH YCIOBHH HX
OJIMHAKOBOI'0 PacIOJIOXKEHHUS B JABYX JIUCTKAX-BKJIAaJbIIIAX U CXOKEH IUIOLIAIH KaK/I0ro U3
JIOrOTHITOB. 3asBUTEII0 HEOOXO0JUMO MPEACTABUTH JCKIAPAIHIO O TOM, YTO OH O3HAKOMJIEH C
JAHHBIMH TECTHPOBAaHHUSA HAa OpPHUTHMHAJbHBIH Mpenapar H MOATBEpPKAaeT, 4YTO
110J1b30BaTEJILCKO€ TECTHPOBAHHUE OBLIO YIOBJICTBOPHUTEILHBIM.

7.4.4. CocraBienne u moaay4a CBA3yrOLIEero OT4eTa.

Kaxnoe peructpalidoHHOE JOChE JTOJDKHO COAEpKaTh JaHHBIE, MOATBEPXKAAIOINE
CIOCOOHOCTH MAIlMEHTOB HAXOAUTh U IOHUMATh CBEAEHUS, HEOOXO0AUMBbIE 1)1 0€30MaCHOIO U
s pexTuBHOTO MpUMeHeHUs. CBSA3YIOMUA OTYET — 3TO OTYET, HE BKIIOYAIOIIMK B ceOs
OpUTHMHAJIbHBIC JTaHHBIC, TIOJIAHHBIE B OTHOIIEHUH POJUTEILCKOTO JIMCTKa-BKiIaabima. [lepen
YTBEPKJICHUEM JOYEPHETO JUCTKA-BKJIAQABIIIA 3asBUTEII0 HEOOXOAUMO TMPEIACTABUTH
pe3yJbTaThl MOJb30BATEIBCKOIO TECTUPOBAHUS POJUTENIBCKOTO JIMCTKA-BKJIAbINIA U
MOJIYYUTh UX OJJOOpEHHE YIOJHOMOUYEHHBIM OPraHOM (3KCIEPTHOM opranu3anuei). B stom
cillydae 3asBUTENb BIIPaBE OJHOBPEMEHHO IMOJaTh HECKOJBKO JIMCTKOB-BKJIAJbIIICH Ha
AKCIIEPTHU3Y;



a) BbIABJICHHE KJIFOYEBBIX CBEICHHUI I 0€30MACHOI0 IPUMEHEHHS.

B otuere 0 cBA3BIBAHUM HEOOXOAUMO, B IIEPBYIO OUYEPE/Ib, YKA3aTh KIIOUYEBbIE CBEICHUS
no 0Oe30macHOMY NPHUMEHEHHUIO, COJepXkKallhecs B JOYEpPHEM JIMCTKE-BKJIaAbIIIE, U
OpPOJAEMOHCTPUPOBATh KaK OHM OBbIIM YYTEHbl B TECTHUPOBAHHUM, MPOBEICHHOM C
POAUTENBCKUM JIMCTKOM-BKIabIIeM. Eciau KitoueBble CBEACHUS HE HUJICHTUYHBI (3TO
XapaKTEPHO JIJIS MHOTHX JIMCTKOB-BKJIAJIBIIIEH, TIOJBEPTIINXCS CBSI3BIBAHUIO), B CBS3YIOIIEM
OTYETE HEOOXOJIMMO MPOAHAIM3UPOBATH W OLUEHHUTh ATU PA3IUYMUS U BKIIOYHTH UX B
OTIPOCHBIN JIUCT HA IOYEPHUN JTUCTOK-BKIIA kI Heo0XoaumMo nmpoaHaaIn3upoBaTh CX0KECTh
KJIFOUEBBIX CBEJICHUM;

0) BOIIpOCKI AU3aHHA H BEPCTKH.

Jlist 0600CHOBaHUS CBSI3YIOIIETO MCCIEIOBAHUS HEOOXOJIUMO MPOBECTH KPUTHUECKOE
CpPaBHEHME JIN3aiiHA U BEPCTKU JOYEPHUX U POJAUTEIBCKUX JUCTKOB-BKIAABIIIEH, a TAKKE
BBISIBJICHHOU CXOXKECTH;

B) CJIOKHOCTh CBEJICHHH H CTHJIS H3JIOKEHHUA.

Heo6xonumo mpencTaBuTh aHajau3 CBEICHHM, COAECPKAIIMXCS B POAUTEIHLCKOM U
JOYEpPHEM JIMCTKE-BKJIAJbIlIe, HEOOXOAUMO NPOAHAIU3UPOBATh M CPABHUTH CTHUIb
W3JI0KECHUS, HCIIOJB30BAHHBIM B OTHUX JIMCTKAaxX-BKJIAJbIIaX, a TakKXe CHOBa
IIPOAHATN3UPOBATH CXOKECTh U CHHEPTU3M.

B kaxxom oTdere HeoOX0JUMO OTPa3UTh BCE BOIIPOCHI OOIEro XapakTepa, BOSHUKIINE Y
YYaCTHUKOB B XOJI€ M0JIb30BATEIbCKOIO TECTUPOBAHHUS, KACAIOIIUECS [IOHPABUBILINUXCS U HE
MMOHPABUBIIMNXCS ACMEKTOB JIMCTKOB-BKJIA IBIIIEH.

7.5. IlpoBeaenue pokyc-rpymi.

B psne ciyuaeB nenecoodpasHo nposeaeHue Goxkyc-rpymnbl. DoKyc-rpyIa HalelaeHa Ha
OTJENbHYIO YaCTh JIUCTKA-BKJIAbIIIA U UCIOJB3YETCS B OOOCHOBAaHUE ONPEIEICHHOIO €ro
n3meHenus (nocne namenenuss OXJIII) unu B KauecTBe seMeHTa Ha4YalbHOM pEerucTpanuu
IIPU HEBO3MOXXHOCTU CBSI3BIBAHUS OTJEJBHOTO AacClEKTa JIMCTKA-BKIAAbIIA C YXKE
3apETrUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMHU MPETIAPATAMH.

@okyc-rpynna IMPOBOAUTCS AHAJIOTUYHO ITOJHOLIEHHOMY IOJIb30BATEIBCKOMY
TectupoBaHuio. [Ipu sTomM moTpedyeTcss MEHBIINI HAOOp BOMPOCOB, MOCKOJIbKY M3yUYECHHE
IIPOBOJUTCS. B OTHOLIEHWM TOJBKO OTAEIBbHOW YacCTH JIMCTKa-BKJIaabla. Bmecre ¢ TeM B
HEJSIX MMOJTYYEHUs HaJIeKHBIX JAHHBIX, KOTOPBIE MOABEPTHYTCS dKCHepTuse, GOKyC-Tpymniy
HEO00XO0JUMO NPOBOJUTH B COOTBETCTBUU C YKA3aHUSIMHU IO MPOBEICHHUIO MOJHOLIEHHOTO
II0JIb30BATENILCKOIO TECTUPOBAHMUS.

[Tockonbky npoBeaeHue (HOKyC-IpyNIbl 3aHUMAET MEHBIIE BPEMEHHU, YEM MOJTHOLIEHHOE
II0JIb30BATEIBCKOE TECTUPOBAHUE, €€ MOIYCKACTCS MNPOBOAUTH CPEAU YYACTHHUKOB,
HAOpaHHBIX ISl TIOJHOLEHHOTO IMOJIb30BATEILCKOTO TECTUPOBAHUS JIMCTKA-BKIIAJbIIIA HA
IPYTOu Mmpenapar B paMKax TOU K€ CECCHUM TECTUPOBAHUA.

7.6. Dxcneptu3a uHGOPMAIMU JIMCTKA-BKIAAbIIIA, COCTABICHHOW B COOTBETCTBUU C
pazzenom 4 HacTOAIKX TPeOOBaHUM.



DKCIepT yHNOJIHOMOYEHHOTO OpraHa (PKCHEPTHOM OpraHHU3alli) rocyaapcTBa-yjeHa
CHauajla TPOBEPSET COOTBETCTBHUE JIMCTKA-BKJAJbIIIAa TPeOOBAHUAM MPEIYCMOTPEHHBIM
pazzienoM 4 HaCTOSAIINUX TPeOOBaHUH, BKITIOUAS MOPSIIOK MPECTaBICHUS NHPOPMAIIHH.

3aTeM OLICHUBAIOTCS IU3aliH M BEPCTKA JTUCTKA-BKIIA IbIIIA, BKIIIOUAs TADHUTYPY U KETJIb
mpudTa, a TakkKe Cmoco0 W3JIOKEHUS CBEACHUM ¥ TPUHUMACTCA pemeHue o0
y1000YNTAEMOCTH JINCTKA-BKIIAbIIIA.

Hanee omnpeznensieTca KiodeBas uH(popManus nmo 0€30MacHOCTH, HEOOXoauMast JIst
0e30macHOr0 MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara, ¥ yCTaHaBJIMBAETCs, COBNANA JIM OHA
C ONPE/ICIICHHBIMU 3asIBUTEJIEM KJIFOUEBBIMHU CBEICHUSIMHU MO 0€30MaCHOCTH, BKIIOUYAEMbIMH B
MPOTOKOA M ONPOCHBIM JINCT HA JIMCTOK-BKJIAIBIII [Js LEJeld MO0JIb30BaTEIbCKOTO
TECTUPOBAHMS.

3atem dKcTepTHU3e MOJABEPracTcs MOJIb30BaTEIbCKOE TECTUPOBAHKUE WIIM MHas Gopma
KOHCYJIbTAllUM C LEJEBBIMU TpyNIaMl MMalUeHTOB. JDKCIEPT MpPOBEPSeT JTaHHbBIE,
MOATBEPAKAAIOIINE CTIOCOOHOCTh YUaCTHUKOB MOHSITH KIIIOUEBBIE CBEJIEHHUS 110 0€30MMacHOCTH,
YCTAHOBJICHHBIE JO Hayajia TECTHUPOBAHMS. ODKCIEPT MNPOBEPAET TaKKE MNPUTOJHOCTH
CyOBEKTOB, MOATOMY B OTYET HEOOXOJMMO BKIIOUHMTH JOCTATOYHBIE CBEICHUS 00 HUX
ouorpadu M WX 3HAYUMOCTH IS IIEJICBON MOMYJISIIIUU TAalMeHTa PaccMaTpUBAEMOTO
npemnaparta. BkiroyaTh y4acCTHUKOB B MOJIO0OHOE TECTUPOBAHME Yallle, 4eM 1 pa3 B 6 MecsIieB
HE JIOMYCKaeTCs.

Ecnu nanHble CBUAETENBCTBYIOT O TOM, YTO MAIMEHThI CTAIKUBAIOTCS C 3aTPyIHEHUSIMU
IIPH OIPEAEIIEHHBIX BOIpOcax, TpeOyeTcsl IEPecMOTp ciocoda yKazaHus CBEICHUN.

8. Bximo4eHHe JONOMHATENbHOH HHpOpMamn

8.1. O0mme moI0KeHHUs.

B MapkupoBKy J€KapCTBEHHOrO Mpernapara U JUCTOK-BKJIAJIBIII IOMTYCKAETC BHECCHUE
MHBIX cBeAeHMM, He npotuBopedammx OXJIIII, mone3HbIx 1 NalUEHTa U HE HOCSIIHUX
peKIaMHOTO XapakTtepa. Hanmpumep, manveHThl, TPUHUMAIONIUE HA JOJITOCPOYHOM OCHOBE
JIeKapCTBEHHBIE TIPEnapaThl, OTITyCKaeMbIE IO PELENTY, MOIydaT JTOMOJIHUTEIbHBIC CBEICHUS
0 MEXaHHW3ME JICHMCTBHS JICKAPCTBEHHOI'O Mpemnapara W 3a00JeBaHUU, NMPH KOTOPOM OH
MPUMEHSIETCS.

K cBeneHusimM, pa3pelieHHbIM B paMKaXxX JTaHHOW KaTeropuu, OTHOCSTCS JIOMOJTHUTEIbHBIC
JaHHbIE O TMPUMEHEHHE JEKAapCTBEHHOI'O Iperapara, a Takke OOIIHe CBEJASCHHUS O
3a00JIEBAaHUH U CIIOCO0AX €ro JICUCHUS.

8.2. CchUIKM Ha Ipyrue UICTOYHUKH UHPOPMAIIUH.

JIucTok-BKIAABIII SISl TAIMEHTA UTPAET KIIOYEBYIO POJIb B JOBEICHHUH JIO MAIIMEHTOB
CBEJICHUI O JIEKaPCTBEHHOM IpernapaTe U COJACUCTBUM €ro 0€30MacHOMY IPUMEHEHUIO.

dapmaleBTUYECKOMY MPOU3BOJAUTENI0 HEOOXOAUMO OOECNeYUTh CO3JaHHE
JIUCTKA-BKJIAJBIINA, COJEPIKAIIEro HaJIekKalllkue CBEJACHUS O JIEKApCTBEHHOM IIpenaparte,
OJIHAKO TOJIBKO CBEJCHUS JINCTKA-BKJIAJbIIIIA HE MOTYT YJOBJIECTBOPHUThH BCE MOTPEOHOCTH



MAalMeHTOB B HEOOX0AUMOW MHGOpMAIUU NIl o0ecreyeHus MpaBUILHOTO U 0€301acHOTO
MPUMEHEHHMs JIEKapCTBEHHOro mnpenapara. [lanueHtam, mpUMEHSIONIMM JEKAPCTBEHHBIM
mpernapar, MOTyT TpeOoBaThCsl JOMOJHUTENbHBIE cBeneHus. Hactosmme TpebGoBaHus
colepkKaT ONUCAHUE [OIMOJHUTEIbHBIX MEp, KOTOpbIE MOXHO MPHUHATH B LEISAX

UCIIOJIb30BAHUS JIMCTKA-BKJIAJbIIA B KA4ECTBE CCBUIOYHOIO JOKYMEHTa Ha Jpyrue

UCTOYHUKUA WHGOOpMAIMU [JIS TAlUMEHTOB, HAMNpPUMEpP, CBEACHUS O NAIHEHTCKUX

OpraHu3alusAX U ycllyrax, OKa3bIBa€MbIX IPOU3BOIUTENEM, TaKH€ KaK JIMCTOK-BKJIAJBIIII,
KypHaibl U TenedoHHas noanepxkka. (uzaitH Bcex nHGOPMAIIMOHHBIX MAaTEPUAIOB JOJIKEH
crocoOCTBOBaTh MH(POPMHUPOBAHHOMY MNPHUHITUIO MAlMEHTaMH PEIICHUH OTHOCHTEIIBHO
CBOETO 3/I0POBBSL.

Kpome Toro, k TMCTKY-BKIJI by TPUMEHSIOTCA 3 KIHOUYEBBIX IPUHIUIIA!

CBEJICHUS B JINCTKE-BKJIAbINIE JOJKHBI ObITh coBMecTUMBbI ¢ OXJIIL, To ecTh cBeneHMs
JOJKHBI KacaTbCs 3apEruCTPUPOBAHHBIX MOKA3aHUN K TPUMEHEHUIO U pEeKUMa J03UPOBAHUS
JIEKapCTBEHHOT'O IIpenapara;

CBEJICHUS B JIUCTKE-BKJIAJBINIE JOJKHBI ObITh MOJIE3HBIMH MalleHTaM U (UJIK) JIUIIaM,
OCYUIECTBIISIOLIMM yXOJ B KauecTBE 00pa30BaTeIbHBIX MAaTEPUAJIOB;

JIMCTKHU-BKIIAQABIIIN HE JOJDKHBI HOCUTH PEKIIAMHBIM Xapakrep. Bxirouats B
JUCTOK-BKJIA/IBIII CBEJCHUS O TEpaneBTUUYECKUX albTepHATHBAX HE Jomyckaercs. B
JOTIOJTHUTEIBHBIX MaTepualiaX JIOMYCKAaeTCs YKa3blBaTh OOBEKTHBHBIM  0030D
TEpPaNeBTUYECKUX BO3MOYKHOCTEM M UX MECTO B JOKA3aHHBIX TEPANEBTUUYECKUX PEKUMAX,
OJTHAKO MCTOJIb30BaHUE CPAaBHUTEIBHBIX BhICKA3bIBaHUM (Hampumep, "0osee HOBBIN", "Oomee
addexkTuBHBIN", "Mydiie nepeHocuTcs", "OoNbIIe T0Ka3aTeNIbCTB B MOJIB3Y MPUMEHEHUS",
yeM XXX ¥ T.J1.) HE JOMYCKAeTCs.

8.3. BO3MOHBIE CCBUIKHU.

8.3.1. Yka3zanue ccbUI0K Ha HHPOPMALIMIO B AJIbTEPHATUBHBIX (popMaTax.

JIMCTOK-BKJIAJIBIII SBIISIETCS] CTAHAAPTHBIM CIIOCOOOM MPECTaBICHUS MPOU3BOIUTEISIMU
uH(popMaIuu o JEeKapCTBEHHOM mpenapare. Jlomyckaercs npecTaBieHUue allbTePHATUBHBIX
dbopmaTOB JTUCTKA-BKIIAMbINIA, TaKUX Kak #crnosib3oBanume mpudta bpaiina, CD-gucka,
ayauo-IMCKa WIM JHUCTKa-BKJIaAbllia ¢ KpynHbIM mmpudtom. Ilpu HeoOxoammocTu
BBIJICNICHUS] UH(POPMAlMU B JIMCTKE-BKJIAJBIIIE, TOMYCKAETCA HCIOIb30BATh MOJTY>KHPHBIN

mpudT Kerapb 14 mr.
TMIPUJIOKEHUE Ne 13

k TpeboBaHUSAM K HHCTPYKIIUHU IO

MEAUITUHCKOMY NPUMCHCHUTIO
JIEKAPCTBEHHOTO TpernapaTa u ooreit

XapPaKTCPUCTUKE JICKAPCTBEHHOI'O

npenapara sl MEAUIUHCKOT O
IIPUMEHCHUA



OBPA3EI]
JIMCTKA-BKJIAIBIIIA I TOMEONIATHIECKOTO JIEKAPCTBEHHOTO IpelapaTa, periCTpHpyeMoro mo
YIIPOIEHHOM IpOHeAype

Cuocka. [Tpunoxenue 13 B penakuuu pemeHus CoBera EBpa3zuiickoil 53KOHOMUYECKOMN
komuccuu ot 21.02.2025 Ne 18 (BcTynaet B cuity no ucredeHuu 30 KajlleHIapHbIX JTHEW ¢
JaThl €r0 O(UIIUATIBHOTO OITyOIMKOBAHUS ).

B macTosmeM mpuMepe TEeKCTa JIMCTKa-BKIAIBIIa HANMEHOBAHHE IOMEOIIATUYECKOTO
JIEKapCTBEHHOTO Tpernapara obo3Hadaercs kak "X'".

TekcT MmuCcTKa-BKIAABIIIA, IOCTaBIAEMOrO
C YIIaKOBKO# JIEKapCTBEHHOTO IIpemapara

JINCTOK-BKIIABINI: HHMDOPMAITUS JJIST TOTPEOUTEs
X

Tabnerku

J11st mpUMEHEHHsI Y B3POCIBIX

BruMaTensHO IpoYnTaiiTe BECh JIMCTOK-BKIIAIBIII, IIOCKOJIBKY OH COMEPKHUT BaXkHYIO U1 Bac nadopmaruio.

JaHHBII TOMEOmaTHYeCKN JIeKapCTBEHHBIN IpermapaT OTIycKaeTcs 0e3 pemenrta Bpada. i JOCTIOKEHUS
HauIy4dlluX Pe3yJbTaTOB AAHHBIM TOMEONATUYECKHM JIEKapCTBEHHBIM IIpenapar clelyeT HNPUMEHATh B
COOTBETCTBHUHM C YKa3aHUSMH, OIIUCAHHBIMH B 9TOM JIUCTKE.

CoxpaHuTe 3TOT JIUCTOK-BKJIaAbII. Bo3MokHO, BBl 3aX0THTE MPOYUTATH €rO0 eIIe pas.

OOpaTtuTech 3a [JOMOJHUTENbHON wHH(OpManuedl WM KOHCyNbTaluedl K Bpauy win (apmanesty,
peKoMeH/I0BaBIIeMy BaM npuHUMATh JaHHBIHN MTpenapar.

Ecnu Bamy cUMITOMBI yXyALIAOTCS WIK YJIy4IIEHUE HE HACTYIIWIIO I10CIIE
2 Henenb JieueHus, Bam HE0OX0MMO B JIIOOOM cityuae 00paTUThCS K Bpady.

Ecnu nro0ass U3 HeenaTeNbHBIX pPEaKUMi CTAaHOBHUTCA CEpbe3HOW uiu Bbl 3aMeTwiin Kakue-mudo
HexXeNaTeNbHbIe PeaKkluy, He IePeUHCICHHbIE B HACTOSIIEM JIMCTKe-BKIIa bIIIe, I0XKaIyHCTa, COOOIIUTEe CBOEMY
Bpauy uiu (apMaieBTy.

B HacTosimem n1ucTke-BKIAbINIE TPUBOAUTCS CIEAYOIas HH(OpMaLU:
1. Yto takoe X M AJig 4ErO OH UCMOJIb3YyETCH.

2. To, 9TO BBI JOJKHBI IPUHATH BO BHUMAHUE, IIPEXKIE YEM IIPUHUMATD X.
3. Kak npumensts X.

4. Kakue HexenaTenbHbIE peaKIIMY BO3MOKHBI.

5. YcnoBus XpaHeHUs.

6. bonee moapoOHast nHboOpMarLus.

1. Yro Takoe X ¥ U1 9ero ero MpAMEHAIOT

O065acTh NPUMEHEHUS
['omeonaTtnyeckuil JeKapCTBEHHBIN Mpenapar 0e3 oJ00peHHBIX MOKa3aHUM K
IPUMEHEHMIO, JICKAPCTBEHHBIA IpenapaT MMeeT UIMTENIbHBIA OIBIT IPUMEHEHUS MJIS
o0JIeTYeHUsI CUMIITOMOB MEHOIAy3bl, TaKMX KaK MPWIUBBI, MNOTIMBOCTh, YYalllEHHOE



cepanedreHue, 0eCcroKOMCTBO, HAPYIICHUSI CHA IOCTE HCKIIOUYECHHS BPAuoOM CEPhE3HBIX
MIPUYUH ISl TAKUX XKajl00 U CUMIITOMOB.

O (DHEeKTUBHOCTh JAHHOTO TOMEOIMATHYECKOTO JIEKAapCTBEHHOTO Ipernapara B
JOKJIMHUYECKUX U KIIMHUYECKUX HUCCIEOBAHUIX HE TTOATBEPKIeHa (00s13aTeIbHOE YKa3aHUe
JUISL BCEX TOMEOIATHYECKUX JIEKAPCTBEHHBIX MPENAPATOB, PETUCTPUPYEMBIX IO YITPOIIEHHOU
poLEeaype PErUCTpaIun).

JIaHHBIN TOMEONIATUYECKUI TTpenaparT ABJISETCS MPEnapaTom, KOTOPBIA 3apEruCTPUPOBAH
HCKJIFOUUTEIBHO Ha OCHOBE TaKOTO OIbITA JUIUTEIBHOTO PUMEHECHHUS.

2. Yo BHI AOJDKHEI IPHHATH BO BHUMaHHe MPeXIe, YeM MPAMEHUTh X

X HE JOJKEH MPUMEHATHCS, €CIIN Y Bac ajuieprus WIK HEMIEPEHOCUMOCTh AEHCTBYIOIINX
BEILECTB, MIIEHUYHOI'0 KpaxMaia Win APyruX KOMIIOHEHTOB MpenapaTa X.
CobOmronaiiTe 0coOyI0 OCTOPOKHOCTh TPU MPUMEHEHUH X TPHU CIETYIOIINX
00CTOSITENbCTBAX:
B CJIy4ae CTOMKHUX, HEACHBIX MJIM HOBBIX CUMIITOMOB BaM CJIe1yeT OOpaTUThCS K Bpady;
IIpU IPUMEHEHUH X C APYTUMU JIEKAPCTBEHHBIMU IIpENapaTaMy;
NoXKaJlylcTa, COOOIMIMTE CBOEMY Bpady WUiu (papmaneBTy, €clid Bbl IPUHUMAETE WIIU
HEJAaBHO IPUHUMAJIH JIIOOBIE APYTHE JIEKapCTBa;
BiUsiHUE Ha 3P ekt X Ipyrux JIeKapCcTB HE ObLIO OMUCAHO;
IIPY IPUMEHEHUU X BMECTE C €101 U MMUTHEM;
3¢ PexT roMeonaTuyecKkoro npemnapara MOKeT YMEHBIIUTHCA NPU KypEeHUU WU MOJ
BIIMUSIHUEM JPYTUX BPEIHBIX MPUBBIUEK (HAPUMED, YIIOTPEOICHHUE AJIKOTOJIs);
OEpEMEHHOCTb U JIaKTaIlus;
npenapaTr He IpeAHa3HadyeH JUisl IPUMEHEHUs1 BO BpeMsl OEpEMEHHOCTH U B NEPUOA
JaKTaluu;
BOXK/IEHHE U HCIIO0JIb30BaHNE MAIIUH.
Oco0BIX Mep ITPEAOCTOPOKHOCTH HE TpeOyeTcs.
Baxxnasg nundopmanus o HEKOTOPBIX U3 UHTPEIUEHTOB X.
Hacrosimuii iekapcTBEHHBIN IpenapaT COAEPKUT JIaKTO3y (MoJIOUHbIN caxap). Eciu y
BacC HEMEPEHOCUMOCTh HEKOTOPBIX caxapoB, 0OPaTUTECH K JieyalleMy Bpaudy Mepeja NpueMoM
JAHHOTO TpenapaTta. Kolm4ecTBo JakTo3bl B OJJHOKPATHOM 103€ COCTaBiseT X I, mpenapar
CJIEIyET C OCTOPOKHOCTHIO MPUHUMATH OOJIbHBIM C CaXapHbIM AHA0ETOM.
[TpoTHBOIIOKA3aH JIMLIAM C aJUIEPrUYECKUMU PEAKLIMIMH HA MIIEHUYHBIA Kpaxmal.

3. Kak X mpumensercs

Ecnu nHOe He mpeAnucaHo crneuaiucToM, 00bIYHO MpUHUMAIOT 10 1 Tabietke 3 pasa B
JeHb. BBl TOJDKHBI TPUHSTH Ta0JIETKY 3a TojIdaca 10 WIH MOCHE €JIbI.
[Ipu yMeHBIIIEHUH CUMIITOMOB KPaTHOCTh MpHeMa CIEAYET CHU3UTD.



Kpome Toro, romeonaruueckue mnpenaparbl HE CleIyeT MPUHUMATh JJIUTEIBHO 0e3
KOHCYJIbTAllMM Bpadya-rHHEKOJIOra.
Ecau BbI npuHsIn 60JbIIe TabIeTOK X, YeM JOJIKHBI
[TocnencTBust meEPENO3UPOBKU 10 CUX NOP HEU3BECTHBI. ECIM BBl MEPENO3UPOBAIU
JAHHBIN JIEKApCTBEHHBIN Npenapar, Bbl JOJLKHBI IPOKOHCYIBTUPOBATHCS C BPAYOM.
Ecnu BBI 3a0bUTH IPpUHATE X
He npunumaiite 1BOMHYIO 103y, YTOOBI BOCIIOJHUTH 3a0BITYIO 103Y.
Ecnu BeI pexkparute npuem X
He cymecTByeT BpeaAHbIX OCIEACTBUM B Cilly4ae IIpeKpaleHns npuema X.
Oob1iee 3amevanue
Ecnn y Bac BO3HUKIIM JONOJTHUTENIBHBIE BOIPOCHI IO MCIOIB30BAHUIO HACTOSIIETO
rOMEOMAaTUYECKOTO Mpenapara, 00paTUTeCh K Bpady UiIu (papMaieBTy.

4. Kakue HeKeaTeIbHBIC PEAKIMH BO3MOKHEI

Kak u Bce nekapctBa, X MOKET BbI3BATh HEKEATEIbHBIE PEAKIIUU, XOTS U HE Y BCEX.

B oTnenbHBIX CciiydasXx MOKET MPOU30UTH KPOBOTEUEHHUE W3 MOJOBBIX MyTed. B 3Tux

ClIyyasx CJeAyeT MPEeKpaTUTh MPUEM Mpernapara u 00paTUThCs K Bpady.
[TmeHnYHBIN Kpaxmaia MOXKET MPUBECTH K aJTIEPTUYECKON pEaKIUU.

[Ipumeuanue. [Ipu npreMe roMeonaTUYECKOro JEKapCTBEHHOrO Mpenapara BO3MOXKHO
yCUIICHHWE WMEINUXcs kamob6. B »ToM ciydae BBl JMOMKHBI MPEKPATUTH IPUEM
JIEKapCTBEHHOT'O Mperapara U 00paTUTHCA K Bpady-THHEKOJIOTY.

[ToxamnyiicTa, pacCKaXHTe CBOEMY Bpauy Wi (apMaleBTy, €CIH HEXKEIaTeIbHBIC
pEaKIMK CTAHOBSATCA CEPHE3HBIMU HIIM BbI 3aMETHIIM KaKue-TH00 HeKeNaTeIbHbIe PeaKluu,
HE YKa3aHHBIC B HACTOSIIEM JIMCTKE-BKIAbIIIIE.

5. Ycnosus xpaneHus

JlekapcTBeHHBIN TTpenapaT He TpeOyeT ClelHalbHbIX YCIOBUN XpaHEHUSI.

XpaHuTe JEeKapCTBEHHBIN MpenapaT B HEAOCTYITHOM ISl IETEU MECTE.

Brb1 HE TOJKHBI UCTIOJIB30BATh HACTOSIIMN TOMEOIIATUYECKUM JIEKAPCTBEHHBIN Mpernapar
[I0CJIE UCTEYEHHUS CPOKA TOJHOCTH, YKA3aHHOT'O HA YIIAKOBKE.

6. BOJIEE IIOJPOBHA 1 THOOPMAILIA

Yto X cogepkut

JleiicTBy1O1IME BEIIECTBA, KOTOPBIE HAXOAATCS B OJJHOM TaOIeTKe:
1. Cimicifuga Tpur. D2 25 wmr.,

2. Ignatia Tput. D3 25 wmr.,

3. Sanguinaria Tput. D6 25 mr.,

4. Sepia Tput. D2 25 mr.



KomnonenTs! 1 — 3 moTeHIHpPOBaHBI BMECTE HA KOHEUYHOM JTalle.

Jpyrve uHrpeueHThl: MOHOTHIPAT JaKTO3bl, CTeapaT MarHus, MIICHUYHBIA KpaxmMall.
Kak X BBIMISOUT U COZIEpIKAHUE €0 YITAKOBKU

X — TabyeTKa ceporo 1BeTa, BO3MOXKHO C HEOOJIBIIIONH 36pHUCTOCTHIO.

VYnakoBka conepxut 100 TabneTox.

[IpousBoaurens.

Hacrosmmuii TnCcTOK-BKIIaIBII NOCIEIHAN pa3 pelakTupoBaics B sHBape 2026 r.

MMPUJIOXXEHUE Ne 14
K TpeOoBaHMSIM K MHCTPYKIIHH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MEJUIIUHCKOTO
MPUMEHEHHS

CTAHJIAPTHA 1 METOJTKA
IPOBCACHHS IMOJIb30BATCIIBCKOI'O TCCTHPOBAHUA
JIMCTKA-BKJIA/(BINIA B IIEJIEBEIX TPYTIIax

Cuocka. [Tpunoxenue 14 B penakuuu pemieHus Copera EBpa3zuiickoil 52KOHOMUYECKON
komuccuu ot 21.02.2025 Ne 18 (Bctymaer B cuiny no ucteueHur 30 KajJeHJIapHBIX AHEH ¢
JIaThl €ro OPUIMATBLHOTO OMYOJIUKOBAHUA).

3asBUTENIO (JepKaTEI0 PErUCTPAIIMOHHOTO yJAOCTOBEPEHHUS) B LIEJISIX 0OECIeUeHUs
yI000UYUTAEMOCTH, SICHOCTH U JIEFKOCTH BOCHPHUATHS HHCTPYKIHUH IO MEIUIIUHCKOMY
NPUMEHEHUs JIEKAPCTBEHHOTO Mpernapara (JUCTKa-BKIaAbia) (Janee — JUCTOK-BKIIAIbIII)
cieayer oOecneduTh, YTOOBI JIMCTOK-BKIIAABIII OTpakal pe3yibTaTbl KOHCYJbTALMU C
LEJIEBBIMU IPYNIaMU MALMEHTOB C MPEACTABICHUEM YIIOJHOMOYEHHOMY OpraHy TroCcyJapcTBa
— yjeHa (PKCHEpPTHOM opraHuzauuu) EBpa3uiicKOro 3KOHOMHUYECKOro coro3a (manee —
rocyaapcTBa-wieHsl, Corw3) pe3ysibTaTOB OLIEHKU, IPOBEAEHHON COBMECTHO C ILIEJIEBBIMU
rpynmnamMu nanueHToB. /[aHnHas uHbopMalus MPUBOAUTCS KaK MPUMEP BO3MOXKHOTO METO/a
MPOBEJICHUS] KOHCYJNbTAIMUA C IEJEBBIMU TPYyIINaMH MarueHToB. JlanHbie TpeOoBaHUs
NO3BOJISIIOT TPOBECTH IOJIB30BATEIBCKOE TECTUPOBAHUE WIIA IPUMEHUTD APYTUE MOAXOIAIINE
(hopMBI TPOBEPKH YI000UUTAEMOCTH, ICHOCTH | JISTKOCTH BOCTIPUATHS JIUCTKA-BKJIQ IBIIIIA.

1. ITonb30BaTENBECKOES TECTUPOBAHU®

[Tonp30BaTeNbCKOE TECTUPOBAHKUE BKIIIOYAET B c€0s1 MPOBEPKY yA000UUTAEMOCTH 00pa3iia
B TpyIe cCyObeKTOB TECTUPOBAHMS. DTOT UHCTPYMEHT pa3pabOTKH rMOOK M HampaBieH Ha
BBISIBIICHHE TOTO, JOBOJST JIM TMPEJCTABICHHBIC CBEACHHUS MPABUIBHYIO WH(DOPMAIUIO 10
guTaTensi. CaMOTeCTUPOBAHNE HE TOBBINMIAET KAYECTBO CBEACHUM, HO MO3BOJISIET BBHIIBUTH



3aTpyIHUTENbHBIE 00JaCTH, KOTOPbIE CIEAYET YJIy4IlIuTh. Pe3ynbTaThl MOJb30BaTEIBCKOTO
TECTUPOBaHUs (MPU HAJTUYUM) BKIIOYAIOTCS B MOJYJb | PpPEruCTPalMOHHOIO JOChE
JIEKapCTBEHHOTI'O IIpenapara.

Heobxoammo yJ0cTOBEpUTHCS, YTO B MOJIb30BATENHCKOM TECTUPOBAHUU MCIIOIB3YETCS
JUCTOK-BKJIAJIBII, KOTOPBIN OyJeT PaKkTHUECKH MOCTABISTHCS C JICKAPCTBEHHBIM IIPernapaToM
. OTO noTpedyeT UCIIOJIb30BAHMSI IOJTHOTO MaKeTa JINCTKA-BKJIA IbIIa, [[BET, CTHIIb U Oymara
KOTOPOTO COBHAJAIOT C JIMCTKOM-BKJIAJBIIIEM, KOTOpPBIA OyJeT BJIOXEH B YIAKOBKY
IIPOMBIIJICHHOW CEpHUH JIEKAPCTBEHHOro Impemnapara. [Ipy Haauyum MHOTOSI3BIKOBBIX
JIMCTKOB-BKJIAJbIIIEH 1IBET, CTUJIb (BKJIIOYAs Kerib mpudTa) U Oymara si3bIKOBO BEpCHUH,
MOJUIeKAIE  TMOJb30BATEIBCKOMY  TECTUPOBAaHUIO, JOJDKHA  COBMAAaTbh C
JUCTKOM-BKJIAJBIIIEM, KOTOpPbIM OyJeT BJIOXKEH B YNAKOBKY IPOMBIILICEHHOW cepuu
JIEKapCTBEHHOTI'O ITpenapara.

VYka3aHHBIN METOJ] BKIIIOYAET B c€0s MHO’KECTBO OJTHOTUITHBIX [IEPCOHATIBHBIX HHTEPBBIO
(He menee 20 mpeacTraBUTENEd MECTHOIO HACEJEHMS), Uil KOTOPBIX IpeJHa3HauyeH
JIEKapCTBEHHBIN Mperapar.

AnpTepHaTUBHBIE BAPUAHTHI TECTUPOBAHUS

JlomyckaeTcss MCIOJIb30BaTh JAPYTHME METOAbI MOJb30BAaTEIbCKOTO TECTUPOBAHUS IIPU
YCJIOBUH, UYTO HX pe3yJbTaT oOecneyuBaeT yA000YUTAeMOCThb, SCHOCTb U MPOCTOTY
MCIIOJIb30BaHMUsT MH(GOPMAIIUY, MO3BOJSIONIEH MalUeHTaM HaXOJUTh B JIMCTKE-BKJIAJbIIIE
Ba)KHBIC CBEJICHMS, IOHUMATh X M JCHCTBOBATH MPABUWIBHO. 3asBUTEII0 WIN IEPKATEIIO
PETUCTPALMOHHOTO YIOCTOBEPEHUsI HEOOXOAUMO OOOCHOBAaTh TAaKyH abTEPHATHUBHYIO
METOJI0JIOTHI0, KOTOpasi OyIeT MOJABEPraThCsl IKCIEPTU3E B HHAUBUAYATBHOM HOPSIKE.

1.1. IlpoBenenne TeCTHPOBAHUS

TectupoBaHHe JIHCTKA-BKJIAJABIIIA IMPOBOAUTCA JAEPKATEIEM PErHCTPALHOHHOTO
YAOCTOBEPEHHA HJIH CIELHAJIU3UPOBAHHOH KOHTPAKTHOH opraHusanued. TectupoBaHHe
JOJDKHO NPOBOAHUTHCS ONBITHBIM CIHELHATHCTOM, BJAJCIOIIHM HABBIKAMH BEJCHHS HHTEPBBIO,
HaOJII01aTebHBIM H YMEIOIIUM BBICIYLIATh U IIOHATH IOTPEOUTEJIA.

CrnenunanucTy, COCTaBISAIOIMIEMY JUCTOK-BKIAIbINI, HEOOXOAUMO IMOMOYb COCTABUTH
aHKeTy, U IPU HEOOXOIMMOCTH COIPOBOXKIaTh MHTEPBbIOEPA IIPU NTPOBEIEHUU TECTUPOBAHMS
C IIeJbI0 MOMOYhL MpsiMOM mepeaaun uHdopmanuu. B mponecce pa3zpaboTku TecTa
JOTIyCKAETCsl IPUBJIEKATh ACCOLMALMU IMAlMEHTOB WM IAalMEHTOB-3KCIEepToB. [l
TECTUPOBAHUS JOJKHBI OBITh HCHOJb30BAaHbl MOJHOLBETHBIE JUCTKU-BKIAABIIIN HIH
JMCTKU-BKJIAABIIIN, TPEIHA3HAYCHHBIE Ul NPOMBIIUIEHHBIX CEPUM JIEKapCTBEHHOIO
npenapara.

1.2. Ilonbop y4acTHUKOB TeCTHPOBAHHA.

Heob6xoaumo oToOpaTh pas3iMyHbIE T'PYNIbl YYACTHUKOB TECTHUPOBAHMS, KOTOPHIE
MOTEHLIUATBHO UMEIOT TOTPEOHOCTH B MPUMEHEHUH JIEKAPCTBEHHOT O MpenapaTa. BeiOpanubie
YYaCTHHUKHM JIOJDKHBI IPEJACTABIATh PENPE3CHTATUBHYIO IENEBYIO Homyiasuuio. Jlus
OOJIBIIMHCTBA JIEKAPCTBEHHBIX IMpenapaToB 3TOro OyJeT A0CTaTOYHO, IOCKOJIbKY



uH(opMaus B JUCTKE-BKIAABINIE JTODKHA OBITh JOCTYMHA JISi BCEX BHOBH BBISBICHHBIX
O0osbHBIX. TeM He MeHee sl HEKOTOPBIX JIEKapCTBEHHBIX IMpEnapaTtoB mnorpeldyercs
TECTHUPOBAHUE JIUI], OCYIIECTBISIONIUX YXO/.

HeoOxoauMo HCKIIOYUTH JIUL, HAaNpsMyl0 paboTalomMx ¢ JIeKapCTBEHHBIMU
npenapaTaMu, TaKuX Kak Bpauu, CpeTHUM MEAUIIMHCKUN NIEPCOHAN U allTeYHbIe PAOOTHUKH.

Nudopmariusi, KOTOpOil MOTYT BOCIOJIb30BAThCSI HAMMEHEE CIIOCOOHBIEC MOTPEOUTENH,
JOJKHA OBITH MOHSATHA BceM mnoTpedutTensM. HeoOxoauMo uCHbITaTh U BKIIOYUTH B
TECTUPOBAHHUE:

onpeieJIeHHbIe BO3PACTHBIE TPYNIIbI, TAKUE KaK JETHU W JIOJU MOXKHUIOro Bo3pacrta (
HaIrpuMep, €Ciu JaHHBIN IpenapaT uMeeT 0co00e 3HaUeHHUE AJIsl TAKUX BO3PACTHBIX TPYIII);

HOBBIX MOTpeOUTENIeH WM JI0JeH, KOTOphie, KaK MPaBUJIO, HE MPUMEHSIOT
JIEKapCTBEHHBIE MPEnapaThl, B YaCTHOCTA B OTHOIICHUH MH(GOPMAIIMH O HOBBIX Mpernaparax,
KOTOpbIE€ BEpOSATHEE BCEro OYyIyT MPUMEHATHCS B IIMPOKHUX CIOSX HAceleHus (Hampumep,
aHAJBIE€TUKY WIM AaHTUTUCTAMUHHBIC JIEKAPCTBEHHBIE IIPenapaThl);

JOJIEH, KOTOpPBIE 0OBIYHO HE PA0OTAIOT C JOKyMEHTaMU (MaJIo WIIM PEAKO YUTAIOT);

JII0JIeH, KOTOPBIE CUUTAIOT CJI0KHBIM BOCTIPUATHE MHPOPMAIIMU B TUCHbMEHHOM BHJIE.

Heo6xoaumo BKIIIOYATh YYaCTHUKOB M3 HAMOOJIee aKTyallbHBIX TPy (MTOXKHUIIbIE JTIO/TH,
MpeICTaBUTENIU TPYIIN CaMOIOMOINM, MPEACTABUTEIN TAIMEHTCKUX OpTraHu3allnii,
MPEICTaBUTENIN OOIIECTBEHHBIX IICHTPOB, POIUTENH U JIETH).

1.3. Bo3MosxkHbBIe METOTHKH TECTHPOBAHHA.

TpeOyeTcst HEOOBIIOE YUCIO YyYaCTHUKOB. J[isi obecreueHuns ycnexa TeCTHPOBaHUS
noctatoyHo 20 yesnoBek (He BKIII0Yasi yYaCTHUKOB MPOOHBIX HUCTbITaHu). Henb3s moBTOpSTH
TECTUPOBAHUE HA TEX YYACTHUKAX, KOTOPHIX YK€ OLEHWINA. DTOTO MOXKHO TOOUTHCS MyTEM:

MUJIOTHOTO TECTUPOBAHUS MPUOIUZUTENHHO 3 — 6 yYaCTHUKOB B IEJISAX MPOBEPKU
MpaBUJIBHOCTH BOMpoOcOB. [lo Mepe HakOIUIEHUsS OMNbITa B TPOBEJACHUM MUIOTHOTO
TECTUPOBAHUS MOKHO OTPAHUYUTHCS 2 — 3 yYaCTHHUKAMH WIH Cpa3y NPUCTYNUTh K OCHOBHOM
(daze TecTUpOBaHUS;

aHaM3a pe3yJbTaTOB B X0JI¢ TECTUPOBAHMSI M BHECEHUS BCEX HEOOXOUMBIX U3MEHEHUH B
JIUCTOK-BKJIAIBIIIL;

MOBTOPEHUS TECTUPOBAHUS JI0 MOTYUYECHUS YOBIECTBOPUTEIbHBIX PE3YJIbTATOB B TPYIIIIE
u3 10 y4acTHUKOB;

3aKJIIOYUTEILHOr0 TecTupoBaHus emie 10 ydacTHUKOB, YTOOBI MPOBEPUTH, UTO Y HUX
TaK)Ke COOIIOJICHBI KPUTEpUH ycrexa (MOJIHOCTHIO B 001Iel cloXKHOCTH Y 20 yYaCTHUKOB Ha
KOHEYHOM TPEJIaraéMoM JINCTKE-BKIIABIIIE).

2. IToATOTOBKA K TECTHPOBAHUIO

2.1. Ilpu noAroTOBKE K TECTHPOBAHUIO HEOOXOIUMO:
JUISL KQXK0TO IpenapaTa COCTABISATh HOBBIM MTPOTOKOIT;



BKJIFOYATh BOIPOCHI, KOTOPHIE OTPAKAIOT BCE BAXHBIC M CIOKHBIC ACIEKTHI, a TaK¥Ke
WCIIOJIB30BaTh CTPOTUE KPUTEPUH OLICHKH,
yOeIUThCsI, YTO BOMIPOCHI OXBATHIBAIOT MOUCK, TOHUMAHUE U CIIOCOOHOCTh YYACTHUKOB
JIEHCTBOBAThH HAJJICKAIIMM 00pa3oMm;
BKJIFOUHTH OKUTAEMbIC TTPABUIIHLHBIC OTBETHI;
CIJIAHUPOBATh TECTUPOBAHUE TaK, YTOOBI OHO JIJTUIIOCH HE 0oJiee 45 MUHYT BO M30ekKaHUE
YTOMJICHUSI YYaCTHUKOB.

Heo6xomuMo yGeauThes, 9TO BOMPOCH OTPAXKAIOT BCE OCOOCHHOCTH OE€30MacHOr0 U
3(pdeKkTUBHOTO TPUMEHEHHUs JIEKAPCTBEHHOTO TIpemnapaTa, a TakXe BOIPOCH
MPUBEPKEHHOCTU K JIEYEHHUIO TECTUPYEMBIM IpenapaToM. TecTHpOBaHUE HPUHOCHUT
HauOOJBIIYIO TOJIb3Y, €CIU BOMPOCHl OXBATHIBAIOT O0JACTU, BBHI3BIBAIOIINE Y TAIIMEHTOB
HanOoJblee OECIOKOMCTBO, HATpUMEp, HeXelaTeabHble peakiuu. M30eranue cepbe3HbIX
BOITPOCOB, KacaroIIMXcsl 0€30MacHOCTH MPUMEHEHHUs Mperapara, B X0 MOJb30BaTEIbCKOTO
TECTUPOBAHUS JIMCTKA-BKJIAbIIIA HE PEKOMEHIYETCS.

2.2. VlaTepBIOEp MOJDKEH:

yOeIUTh YUaCTHUKOB, YTO TECTUPYETCS JOKYMEHT, a HE OHH;

JaTh YYAaCTHUKAM TPHU WX JKETTAHUU IPOYUTATh BECh JTMCTOK-BKIIAIBIIIL;

UCII0JIb30BaTh B KQU€CTBE MaMITKU HATMCAHHbBIE BOIIPOCHI,

3a/1aBaTh BOMPOCHI YCTHO;

BecTH Oecely crocoooM, 00eCIIeunBarOM TECHOE B3aUMOJICUCTBHE C YYACTHUKOM;

MIPOCHUTH YYACTHUKOB, MTOCJIC TOTO KaK OHU HAIUTA HEOOXOAMMBIC CBEICHMSI, HE YNTATh UX
HaIPSIMYIO C JINCTKA-BKJIQ/IbIINIA, & OTTMCATh UX CBOMMHM CJIOBAMH.

Kpome peructpariuu oTBETOB Ha BOIPOCHI CIEAYET BECTH HAOIIOJICHUE 3a TEM, Kak
KQKJIbIM Yy4aCTHUK 0OpaIaeTcs C JIMCTKOM-BKIIAABIIIEM U OCYIIECTBISET MOUCK MHGOPMAIIIH
, OTMeuasi, HalpuMep, TEPSUTUCh WU 3aMyThIBAIKCH JIM OHU. DTO J1aCT LIEHHBIE CBEJICHUS O
crioco0ax yIy4IIeHHs] CTPYKTYPbI JIMCTKA-BKIIA IBIIIA.

2.3. Bonpochl AODKHEL:
HaJIeKANUM 00pa3oM OCBEIATh BCE KPUTHUECKUE aCTIEKThI 0€30MacHOCTH MPUMEHCHHUS
JIEKapCTBEHHOTIO Mperapara;

OBITh TMPEACTABICHBI B MUHUMAJIbHOM KOJHMYECTBE, OOBIYHO JOCTaToyHo 12 — 15
BOITPOCOB, OJTHAKO B HEKOTOPBIX CIydasx MOXKET MOTPEOOBATHCS M OOJIbIIIEe, HAITPUMED, €CITU
HMMEIOTCS 3HAYUMBIE aCIMeKThl 0€30MacHOCTH, MOAJIekKAITUE U3YUCHHUIO;

BBIJICP)KUBATh OajaHC OOIIMX W YaCTHBIX BOMpPocoB. OOIIMM BOIPOCOM, HAIPUMED,
SBJISIFOTCS. MEPBI, IPUHUMAEMble TIPU MPOITYCKE J103bl, TOTJIa KaK YaCTHBIA BOMPOC MOXKET
OTHOCHUTBCS K HEXKEIATeIHbHOW pPEeakIuu, KOoTopas MPHUCYIAa JAaHHOMY JICKAPCTBEHHOMY
npenapary;

OBITH COCTABJICHBI OTJIMYHO OT JIUCTKA-BKJIAIBIIIA, YTOOBI N30€KaTh OTBETOB yUaCTHUKOB,
OCHOBAHHBIX TOJILKO Ha HAXOXKJEHUU IPYII CJIOB;



CJIeIOBATh B CIy4ailHOM TMOPSJIKE (TO €CTh B IOPSAKE, OTIIMYHOM OT MoAauu WH(popmauu
B JINCTKE-BKJIQ/IBIIIIE);

OXBaThIBAaTh MHCTPYKIUHU IO MPUTOTOBJICHUIO (IO paboTe C mpenapaToM, UMEIOITUM
CJIO)KHOYCTPOEHHBIE M3JeNUs IJis1 BBEJIEHUS ), HEOOXOIUMO MO BO3MOKHOCTH MpHOEraTh K
MCIIOJB30BAHUIO MYJISDKEH TEPBUYHBIX YIIAKOBOK U AaKTUBHOM JIEMOHCTPAIIMU YYaCTHUKAMU
mpoiiecca IPUTroToBJIeHUs (pabOThI).

[Ipn mpencraBieHUM YIOJIHOMOYEHHOMY OpraHy (PKCHEpPTHOM OpraHu3aluu)
rocy/1apCcTBa-4wieHa PErucTPallMOHHOrO J10ChE€ Ha 3KCHEPTU3Y B Moayib 1.3.4 ykazaHHOTO
I0Ch€ HEOOXOAMMO BKJIIOYUTH KOMHHM MPOTOKOJIOB IOJb30BATEIBCKOTO TECTHPOBAHUS,
BKJIIOUAsl 3aJlaHHBIE BOMPOCHI, TOJYYEHHBIC OTBETHI, HAOIIOJACHUS WHTEpPBBIOEpA B
MMCbMEHHOM BHJI€ U Pa3IMYHbIE BEPCUU JIMCTKA-BKJIA/IbIIIA, IOJBEPIIIETOCsS TECTUPOBAHUIO.
TpeGoBaHusT K COCTAaBJICHUIO OTYETA O Pe3yJIbTaTaxX IMOJb30BATEIHLCKOTO TECTUPOBAHMUS
npuBeJeHbl B pasene 7 npuioxeHus Ne 12 k TpeOoBaHMSIM K HHCTPYKIUHU IO
MEJULMHCKOMY NPHUMEHEHHUIO JIEKapCTBEHHOrO IMpernapara M OOIlIell XapaKTepUCTHKE
JIEKapCTBEHHOTO Tperapara i MEIUIUMHCKOTO MPUMEHEHUs, YTBEPKIECHHbIM Perenuem
Cosera EBpa3uiickoil s5koHOMUYECKON KoMuccuu oT 3 HosiOpst 2016 . Ne 88.

3. Kpurepuu ycmexa

TecTtupoBaHue NPOBOAUTCS C LIEJIbIO COCTABIIECHUS JIA MOJb30BaTeNsl pa300pUHUBOro,
YETKOTO W MPOCTOTO B HUCIOJb30BAaHWM JMCTKA-BKIIAJbIIIA, & TAKXKE M JUIsl ydyeTa BCeX
peAJIOKEHUM TToJIb30BaTeie. Bonpockl, 3aj1aBaeMbie B X0/1€ UCCIEA0BAHUS, JOJIKHBI ObITh
TIIATEIHHO TIOJATOTOBIICHBI JIsl OBICTPOTO MOHUMAHMS M HAXOXKJEHUS B TEKCTE KITIOUEBBIX
CBEJICHUH 10 0e30M1aCHOMY MPUMEHEHHNI0 KOHKPETHOTO JIeKapCTBEHHOTro npenapara. Henb3s
WCIIOJIB30BaTh JIETKUE WU OOBIYHBIE BOIIPOCHI, BKIIIOUAEMBbIE ISl 00ECTICUeHHS yCcTeXa.

Pesynbrar Tecta cuutaercs nmpueMIIeMbIM, €Clii MH(OPMAIIKIO, 3alpaliuBaeMyIo 10
JUCTKY-BKJIaApIy, noHuMaroT 90 % ywacTHukOB wucnbiTanud u3 90 % Hamenmmx
uH(}OpMAIHIO B IMCTKE-BKIAbINIE. DTO O3Ha4aeT, 4To 16 u3 20 y4aCTHUKOB CMOTJIM HAWTH
HYXHYI0 HUH(POPMAIIUIO, OTBETUTh HA KaXIbIM BOMPOC W JEHCTBOBATh COOTBETCTBYIOIINM
oOpa3zoM. Kpurepun ycrnexa JOJKHBI ObITh JTOCTUTHYTHI 110 KaXXJIOMY BOIIPOCY, 00001IaTh
PE3YIbTATHI B LIEJIOM I10 UCCIEA0OBAHUIO HE O CKAETCH.

[Ipu ucnonb30BaHUU APYroro METOJa, OCHOBAHHOTO Ha HMHBIX KPUTEPHUSIX ycCrexa,
YIOJIHOMOYEHHBIMU OpraHaMu (PKCHEPTHOM OpraHu3alueil) rocyapcTB-4JIeHOB Oyaer

OLCHMBATHCA B HUHAWBUAYAJIbHOM IMOPAIAKE.
I[MTPUJIOXKEHUE Ne 15
K TpeOoBaHMSIM K HHCTPYKIHH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHBIX IIPENapaToB u oomen
XapaKTEePUCTUKE JIEKAPCTBEHHBIX
IIpenapaToB Il MEIUIIHTHCKOTO
MPUMEHEHHS



IITABJIOH
HAHCTPYKIHMH 10 MEAUIMHCKOMY IIPHMEHEHHIO JIEKAPCTBEHHOT'O IpenapaTa (JIMCTKAa-BKIAIBIIIA)

Cuocka. [Ipunoxenne 15 B penakunu pemenus Copera EBpazniickoil 53KOHOMUYECKOU
komuccuu ot 21.02.2025 Ne 18 (BcTymaeT B cuiy 1o ucreueHun 30 xajqeHIapHBIX JHEH C
JaThl €r0 OUIIUATIBHOTO OIMYOIMKOBAHUS).

B nacrosmem mabnone, MPUMEHSIOTCS CIIEIYIONTNE MPaBHia NCIIOIb30BaHUS CKOOOK:

{TekcT} — B moJie MEXJy CKOOKaMu BHOCHUTCS MH(pOpMAaLMs MCXOJd U3 COCTaBa U
0COOEHHOCTEM JIEKapCTBEHHOT'O TIpernapara;

<TeKCT>— B 110JIe MEXy CKOOKaMH TEKCT BBIOMPAETCS WU yIAJISETCs U3 MPEIOKEHHBIX
CTaHJAPTHBIX (POPMYITUPOBOK (BBIJIEICHB KYPCHBOM) B 3aBUCHMOCTH OT JICKAPCTBEHHOTO
npenapara;

"X" — HaMMEHOBAHHE JICKAPCTBEHHOT O Tpernapara.

JIuctok-BKIanpi — wHGOpMaIus il <mangueHta™> <motpeburtens™ {(Toproroe)
HauMEHOBaHUE, JO3UPOBKA, JiekapcTBeHHass Qopma} JleicTBylomue BemecTBa: {
JleiicTBytOIITME BEIIECTRA }

< "/laHHBII JIEKapCTBEHHBIH MPENapar MNOJJIeKHUT JOMOJIHUTEIbHOMY MOHHTOPHHTY. OTO
M03BOJIUT OBICTPO BBIABHTH HOBYIO HH(poOpMaruro mo 6esomnacHoctH. Mb1 obpaijaemMcs K
CIeNHATUCTaM CHCTEMBI 3/IpaBOOXPAaHEHHS ¢ MPOChOOI coo0IaTh O JI0OBIX M0]03PEBAEMbBIX
HE)XEJIaTeIbHbIX peakiuax." >.

Criocob coobieHns 0 HeXXeaaTeJIbHbIX PeakIHsaX OMHCAH B paz/jesie 4 JIHCTKa-BKIablIa.
>

<llepen <mpuemomM> <IPHUMEHEHHEM> Mpernapara IMOJHOCTBK MPOYUTAHTE
JIMCTOK-BKJI4/IbIII, ITIOCKOJIBKY B HEM COJIEPKATCS BaXXHbIE U1 Bac cBeneHus.
CoxpaHure JTHCTOK-BKJIaAbIII. Bo3MmoxHO, Bam moTpebyercss npodnuTaTh €ro emie pas.
Ecin y Bac BO3HUKIH JJOIOJHHUTEIbHBIE BOIIPOCHI, 00paTUTECh K <JIeHallleMy Bpady> <,>
<"jau> <pa60THHKy antTekn™> <,> <HJIH> <MEJHIIHHCKOH cecTpe.>.
<IlIpenapat Ha3Ha4yeH uMeHHO Bam. He nepenaBatite ero apyrum aroaaM. OH MOXKET
HaBPEUTh UM, JIa)K€ €CJIH CHMIITOMBI UX 3a00J1€BaHHS COBIAaAar0T ¢ Bammmu.>.

<Eciu y Bac BO3HHKJIH KaKkHe-J1HO0 HEeKeJIaTeIbHbIE PeakI[uH, 00OpaTHTECh K <JIeqalleMy
Bpauy> <,> <uan> <pabOTHHUKY anTeKku> <,> <uian> <MEIHLHHCKOH cecTpe>. JlaHHas
peKoMeHAalHs pacpOCTPaHAETCA Ha JII0ObIe BO3MOXKHbBIE HEXEJIaTelbHbIe PEAKIIHH, B TOM
yHcCJIe Ha HE IIEPEYUCIICHHBIE B pa3jeie 4 JINCTKa-BKJIAbIIIa.>

<llepen <mpuemomM> <IOPHUMEHEHHEM> MpPernapara IMOJHOCTBK TPOYUTAHTE
JIMCTOK-BKJI4/IbIII, ITIOCKOJIBKY B HEM COJIEPKATCS BaXXHbIE 11 Bac cBeeHus.

Bcerna <npuanmarite> <OpHMEHSAHTE™> NPENapar B TOYHOCTH C JIHCTKOM-BKJIabIIIEM
HJIH peKOMEHJAalHAMH <Jledallero Bpada> <,> <HJIH> <pa60THHKa anrtekn> <,> <’jin> <
MEJIHULUHCKOH CECTPhI™.

CoxpaHute JTHCTOK-BKIabII. Bo3MmoxHO, Bam moTpebyercss npo4nuTaTh €ro erie pas.



Ecin Bam Hy>XHbI JONOJHHUTENbHbIE CBEJCHHS HJIH PEKOMEHJALUH, 00paTHTECh K
PpabOTHHKY aNTeKH.

Ecin y Bac BO3HHKIH KakHe-THOO HEXeJIaTe/IbHbIC PEAKIIHH, 00paTHTECh K <JIedalljeMy
Bpauy> <,> <uam> <pabOTHHUKY anteku> <,> <HJIH MEIHIHHCKOH cecTpe>. JlaHHAas
PEKOMEHAIHA paclpoCTpaHsIeTcs Ha JIF0ObIe BO3MOXXHbBIE HEKEJIATCIbHbIC PeaKIHH, B TOM
YHCJIe Ha HE NIEPEYHCIIECHHBIC B pa3Jiese 4 JUCTKa-BKIaAbIIIA.>

Ecnu cocrosuue He yJyqliaeTcss WM OHO yXyJAIaercs, <depe3 {uucio} aHeH> Bam
caenyer oOpaTHThCS K Bpady.>

CognepxaHne JTMCTKa-BKIaIbIIIA

1. Yo u3 cebs mpeacTaBiseT npenapar X, ¥ 17 4ero ero NpUMEeHSIOT.

2. O ueMm ciielyeT 3HaTh Nepe <IpHeMOM™> <[pPHMEHEHHEM™> ipenapara X.
3. <lIpuem> <npumeHeHue> npemnapara X.

4. Bo3MO>KHBIE HEXKEJIATEIbHbIE PEAKIIUU.

5. Xpanenue npenapara X.

6. ConepxuMoe yakoBKH U IIPOYNE CBEJICHU.

1. Yo u3 cebs mpeacrTasisger npenapar X U I 9€r0 ero MPAMEHIIOT

IlokasaHus K MPUMEHEHUIO
<Ecnm ynydilieHre He HACTYIWIO WK Bbl uyBCTByeTe yXyAlIeHUE <depe3 {Uncio} JHeH
>, He00X0AMMO 00pPaTUTHCA K Bpauy.>.

2. O 9eM criemyer 3HaTh Iepes <IpreMOM> <IIPHUMEHECHAEM>
mpemnapara X

[IporuBonokazanus
He <npunumatire> <npumeHsiire> npenapar X <:>
<ecnu y Bac amnneprus Ha {ngericTByroiee(ue) BemecTBo(a)} wid Jro0Oble JApyrHe
KOMIIOHEHTBI IIpenapara (IiepeqrcacHHbIE B pa3/esie 6 TUCTKA-BKAa/bIla).>
OcoOble yKazaHus U Mepbl IPEAOCTOPOKHOCTH
<Ilepen <nmpueMoM> <IpUMEHEHUEM> mpernapara X MPOKOHCYJIbTUPYUTECH C JICYALIUM
BpauyoM <Win> <,> <paOOTHHUKOM anTeKn> <,> <UJIn> <MEJIUIMHCKON CEeCTpOI>>.
Jetn <u monpocTkm>
Jpyrue npemnapatsl ¥ npenapar X
<CoobmuTe neyameMmy <Bpauy> <win> <paOOTHUKY anTeKu> o0 TOM, 4yTo Brl <
MNpUHAMACTC> <IIPUMCHSICTEC>, HCJABHO <IPUHUMAIN> <IIPUMCHSJIN> WU MOXXETEC HayaTh <
MPUHUMATL> <IPUMEHSTH> KaKue-In0o JIpyrue mpemnaparhl.>
[Ipenapar X ¢ <nmumen> <,> <p> <,> <HanUTKamu> <,> <p> <aJKorojem>
bepemennocTs <u> <,> rpyHOE BCKapMIIMBaHHE <U (PEPTUILHOCTH>



<Ecnu Bbl GepeMeHHBI WM KOPMUTE TPYNblO, TyMaeTe, 4To 3a0EpeMEHEeNH, WIH
IJIaHUpyeTe 0EpEMEHHOCTh, NIepe]] HauajaoM NMPUMEHEHHU IIpenapaTa NpOKOHCYIbTUPYHTECH
¢ <JedainuM BpadyoM> <uwir> <paOOTHUKOM arTeKu.>
YnpasiieHHe TpaHCIIOPTHEIME CPeACTBAMH B paboTa ¢ MeXaHU3MaMH
<{ToproBoe HaMMEHOBaHUE} <HE OKAa3bIBACT> <UJIN> <OKa3bIBAECT HECYIIECTBEHHOE
BIUSHUE™>, <WJIN> <OKa3bIBaeT CJIaboe BIMUSHUE™>, <UJIN> <OKa3bIBAET YMEPEHHOE BIUSHUE™,
<uin> <OKa3bIBAa€T BBIPAKEHHOE BIIMSHUE™> HA CHOCOOHOCThH YMHPABJISATH TPAHCHOPTHBIMHU
CpelCTBaMH U paboTaTh ¢ MEXaHM3MaMH 10 IPUUKHE {yKa3aTh MPUUUHY }.>.
<Heo0x0auMo MPOKOHCYJIbTUPOBATHCS C JIEUalllMM BpauoM B cliydae, eciiu Bbl
MJIAHUPYETE YIPaABISATh TPAHCIIOPTHBIMH CPEJICTBAMU WM PaboOTaTh ¢ MEXaHU3MaMK> IS
MpenapaToB, OKa3bIBAIOIINX BIUSHUE HA CTIOCOOHOCTh K KOHIICHTPAIIMU BHUMaHUS.
<IIpenmapar {X} comepuT {HaMMEHOBaHHE BCIIOMOTaTeIbHBIX(0r0) BemecTs(a) }>

3. <IIpmem> <IIpnmeHeHME™> npenaparta X

<Bcerga <npuHUManTe> <OPUMEHSAWTE™> Ipenapar B IOJHOM COOTBETCTBHM C
PEKOMEHIAlUSIMU JIeyallero Bpadya <uwjiu paboTHUKa anTeku™>. [Ipu mosiBIEeHWH COMHEHHI
MOCOBETYUTECH ¢ <JIEUaIlUM BpauoM> <UJIKN> <paOOTHUKOM arTeKu>.

<PekomMeHnnyemas no3a: ...>

<Bcerma <mpuHumaiTe> <IpUMEHANTE> mIpenapar B IOJIHOM COOTBETCTBUMU C
JUCTKOM-BKJIAJIBIIIIEM WM C PEKOMEHIAIMSIMU JIeHallero Bpadya <paOOTHHKA alTeKn> <,> <
MEIULIHUHCKOM cecTpbr>. [Ipy NOSIBIEHNN COMHEHUM MOCOBETYUTECH C <JIEHALIUM BpadoM™> <,
> <pnu> <,> <paOOTHHMKOM anTeKu> <,> <WUJI1 MEAUIIUHCKOU CECTPOir>.

<Pexomennyemas gosa: ...>

<IIpumeHeHune y nerer <ul moJpPOCTKOB>

<Jlunusa paznoma (pucka) npeaHa3HaueHa UCKITIOYUTENIBHO IS pa3iaMbIBaHUS TaOJIETKH
C 1IeJIbI0 OOJIerYeHus MPOrIaTbIBAHUS, a HE JJId pa3J/ieJeHUs] Ha paBHbIE JO3bL.>.

<Jlunus paznoma (pucka) He IpeJHa3HAUYCHA I pa3zesieHus TaOIeTKu.>.

<TabneTKy MOXHO pa3/ieUuTh Ha paBHbIE JO3bL.>

<Ecnu Bel <nipuHsin> <npuMeHWIN> npenapaTta X 0oJibllie, YeM CIeJ0BaI0>

<Ecnu Byl 3a0b011 <OpUHATHE> <IMPUMEHHUTHL> Npernapar X>

<He npuHHMaiiTe IBOMHYIO 103y, YTOOBI KOMIEHCUPOBATh NPOMYLIEHHYIO <Ta0NEeTKy> <
ao3y> <...>.>

<Ecnu Bl npexkpatiim <npuem> <IpUMEHEHUE> npenapara X>

<IIpu HamTU4YUK BOTPOCOB IO MPUMEHEHHIO TIpernapara 00paTUTeCh K <JieyanieMy Bpady>>
<> <unn> <paOOTHUKY anTeKkn> <,> <WUJU MEAUIIMHCKOHN cecTpe>.>

4. Bo3MOXHEIE HEKeNaTEIFHBIE PEaKIH



<[logoO6HO BCceM JIEKapCTBEHHBIM MpernaparaM IMpernapaT MOXET BBI3BIBATH

HEXKEJIaTeIbHbIC PEAKIIUH, OJTHAKO OHA BO3HUKAIOT HE Y BCEX.>

<JIOmOJTHUTEILHEIC HEJKEIAaTEIFHBIE PEAKIUHY Y AETEH <U MOAPOCTKOB>>

Coo0111eHrE 0 HEXKENATEeIbHBIX PEAKIIHUIX

<Ecnu y Bac BO3HUKAIOT Kakue-IM00 HEKETATEIbHBIC PEaKIIUU, TPOKOHCYIBTUPYUTECH C
<BpadyoM> <,> <unu> <,> <paOOTHHUKOM anTeKu> <,> <WJIH MEIUIIMHCKOUN cecTpoir>. [lanHas
pPEKOMEHAIMsl PacTIPOCTPAHSIETCSl Ha JTI0ObIe BO3MOKHBIE HEXKeTaTeIbHbIE peaKli, B TOM
YUCJI€ Ha HE TEPEYUCIICHHbIC B JIMCTKE-BKIAMAbIIIE. BbI Takxke MOXKEeTe COOOIIUTH O
HEXEJIAaTeJIbHBIX PEAKIUAX HAMpSAMYI 4Yepe3 CUCTEeMY COOOIIEHHM TOCyIapCTB — YJICHOB
EBpaszmiickoro skoHoMHuUYeckoro coro3a. CooOmas o HeXelaTeIbHBIX PEaKIUusiX, BBl
MIOMOTaeTe MOJIy4UTh OOJIbIIIE CBEJACHUN 0 O€30IIaCHOCTH Tpernapara.

5. Xparaenue npenapara X

<XpaHHUTe JICKAPCTBEHHBIN IIpPenapar B HEAOCTYIIHOM Ul I€TEH MeCTe.>
<He npumensiiTe npenapar Mnocjae UCTEYEHUs CPOKa FOJHOCTH (CpoKa XpaHEHHs ),
yKa3aHHOTO <B> <Ha> <MapKUPOBKe> <KApTOHHOW Mmauke> <{uakoHe> <...> <mocie {
COKpAILIEHHUE, UCIIOJIb3yEMOE ISl 1aThl UICTEUYEHUS CPOKA TOJJHOCTH | .>
<JlaTtoi HCTEeYEeHMs CPOKA TOJHOCTH SIBJISIETCS ITOCIIEAHUN AEHb MecsLa.>
<He npumensiiTe npenapar, ecid Bbl 3ameTwnn {onucaHue BUIUMBIX MPU3HAKOB
HENPUTOTHOCTHU TIpernapaTa Jjisi IpUMEHEeHHUs | .>
<He BbiOpackiBaiiTe (HEe BBUIMBAWTE) Mpenaparhl B KaHAIM3ALMIO <BOAOMPOBOJ>.
YTouHuTe y pabOTHMKA anTeKH, KaK YTHIW3UPOBaTh (YHUUYTOXKATh) Ipenaparsl, KOTOPbIE
0oJbI1Ie HE OTPEOYIOTCS. DTH MEPHI MO3BOJIAT 3AUTUTH OKPYKAIOIIYIO Cpey.>

6. Conepxumoe ynakoBKH M JOMOHUTEIHHEIE CBEICHU

{[TonHOE MEepeuncnenre AeicTByOero(nx) BemecTs(a) 1 BCHOMOraTeIbHBIX BEIIECTB }

IIpenapar X conepxut

</leticTBytomum(rMu) BemecTBOM(amMu) sIBISETCA(FOTCS). . .>.

<IIpounm(n) <uHrpeaueHToM(amMu )> <(BcriomMorateilbHbIM(1) BellecTBOM(aMu))> sBisieT(
I0TCS)...>.

Buemnuit Bug X U COAEPKUMOE YITAKOBKHU

Kareropus oTmycka JIekapCTBEHHOI'O Ipenapara

<JlekapcTBeHHBI Ipenapar OTHOCHUTCS K KaTEropuu OTIycka <0e3 peuenta> <mo
peuenty>, <B yCJIOBUAX JI€U€OHO-NPOPUIAKTUYECKUX YUPEKICHUIT>.>
Jlepxatenb perucTpallMOHHOTO YJIOCTOBEPEHUS U IPOU3BOJUTEIb
{Ctpana}
{HanmenoBanwue u aapec}



<{Tem.}>

<{dakc}>

<{aapec AIEKTPOHHOMN MOYTHI } >

WA

JepkaTenb perucTpallMOHHOTO YJIOCTOBEPEHUS

{Ctpana}

{HanmenoBanue u aapec}

<{Tem.}>

<{¢akcj>

<{aapec AIEKTPOHHOMN MOYTHI } >

[IpousBoguTenb

{Ctpana}

{HaumenoBanue u aapec}

<3a mro0oil mHpopManueid O mpemapare CleAyeT oOpailaTbCsi K MECTHOMY
MPEJICTABUTEIIO JIEP>KATEIsl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS:

{Ctpana}

{HanMeHoOBaHUE OpraHU3aIliy }

{Anpec: {HaceneHHslii myHKT} {ITOYTOBBIN MHAEKC} — CTpaHa}

Ten: + {nomep Tenedona}

<{aapec 3JIeKTPOHHOU MMOYTHI }>

JIucToK-BKIABIN IEPECMOTPEH

<{MM/MTIT}> <{mecsm ITTT}>

<IIpemapat 3aperucTpUpOBaH C YCTAHOBJIEHUEM JOIMOJIHUTEIbHBIX TPeOOBaHMI. DTO
3HAYUT, YTO TOSIBSATCS HOBBIE CBEJICHHS O TIpernapare.

[IpencrapiieHHbIE JaHHBIE O JICKAPCTBEHHOM IIpernapare OyAyT €XKeTroHO MPOBEPSATHCS U
JIOTIONTHATHCS HOBBIMH CBEACHUSMH, U TI0 MEPE HEOOXOIMMOCTH JMCTOK-BKJIAJBIIT OyAeT
OOHOBJISTHCS.>

<IIpemapat 3aperucTpupoBaH Mo Npoueaype "perucTpanuy B UCKIIOUUTEIbHBIX Clydasx"
DTO 3HAYMUT, 4TO <BCJIEACTBHE PEIKON BCTpEYAEMOCTH 3a00JIeBaHMUS™> <HU3 Hay4YHBIX
COO0OpaKEeHUI™> <HUCXOMAS K3 ATHUYECKUX COOOpaKEHUN™>, HEBO3MOXKHO IOJYYUTh BCE
HE0OXO0IUMbIE CBEJICHUS O Mpernapare.

[To aTOMy nekapcTBEHHOMY TpenapaTty OyJeT MPOBOJUTHCS IKCHEPTU3A JHOOBIX HOBBIX
JAHHBIX, KOTOpPbIE MOTYT TOSABIATHCS €XKEroJHo, W 10 Mepe HEO0OXOAUMOCTHU
JIMCTOK-BKJIA I OyAeT OOHOBIISITHCS.>

<IIpemnapar 3aperucTpupoBaH Mo mporeaype "yCIoBHOM peructparuu’. To 3Ha4uT, YTO
NOSIBATCS HOBbIE CBEICHUS O IIpenapare.

[IpencraBiieHHble JaHHBIE O JICKAPCTBEHHOM IIpenapaTre OyayT €KerogHO MPOBEPATHCS U
JIOTIONTHATHCS HOBBIMH CBEACHUSIMHU, U TIO MEPE HEOOXOIMMOCTH JIMCTOK-BKIIAJBII OyAeT
OOHOBJIATHCS.>



<X COIEPKUT TO ke JACUCTBYIOIIEE BEIIECTBO U IEUCTBYET TaK ke, Kak U "pedepeHTHbIN
JIeKapCTBEHHbIN npenapar". PedepeHTHbIi JeKapCcTBEHHbIN penapar Obul 3aperucTpupoBaH
T10 Mpoleaype "perucTparuy B UCKIIOYUTEIbHBIX clydasx'. 9TO 03HA4YaeT, UTO <BCJICICTBUE
peAKOi BCTpeyaeMoCTH 3a00JIEBAHUS™> <U3 HAYYHBIX COOOpaKEHUIT™> <UCXOJS U3 ITUUYECKUX
COOOpakeHUi™>, BCe HEOOXOAUMBIE CBEICHUA O PEPEPEHTHOM JICKapCTBEHHOM IIpernapare
NOJIYYUTh HEBO3MOXKHO. {HanmeHOBaHME yNMOJIHOMOYEHHOTO OpraHa rocyJapcTBa — 4JieHa
EBpa3uiickoro 3KOHOMUYECKOI'O COIO3a} €XKErogHo OyJeT MPOBOJAUTH IKCIEPTU3Y JHOOBIX
HOBBIX CBEJCHHMI O peepeHTHOM JIEKApCTBEHHOM Ipernapare, a JaHHbIN JIMCTOK-BKJIA IbIII
OyzneT OOHOBIATHCS IO Mepe HEOOXOIUMOCTH B COOTBETCTBUHM C OOHOBJIEHUSMU
JMCTKa-BKJIaIbIa peepeHTHOrO JIEKapCTBEHHOTO Mpenapara™.
<IIpoumne UCTOYHUKHU UHPOpPMALTUL>
<IloxpoOHblE CBEIEHHS O IpernapaTe COAECPKATCA B €AMHOM PEECTPE JEKAPCTBEHHBIX
cpenctB.> <MMeroTcst TakKe CChUIKM Ha Apyrue BeO-CalThl MO peakuM 3a00JeBaHUSIM U
BHJIaM JICUCHMS.>
<JIMCTOK-BKJAJbII AOCTYNEH HAa <BCEX S3bIKAX IOCYAApCTB — WIEHOB EBpa3uiickoro
SKOHOMMYECKOTO COK3a™> B €IMHOM PEECTPE 3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
U Ha o(duIMaTbHOM calTe YIOJIHOMOYEHHOro0 opraHa (dKCHEpTHOW OpraHu3aluu)
EBpazuiickoro 3KoHOMHUYECKOT0 COr03a {CalT yIIOJTHOMOUYEHHOTO opraHa (CallT OpraHu3aIiym)

>

(JIUHMS OTPBIBA UK OTPE3a)
<Cnenyrolye cBeJIeHUs MpeAHa3HaYeHbl UCKIIOUUTENBHO I METUIIMHCKIX PAaOOTHUKOB
>

MMPUJIOKEHUME Ne 16
K TpebGoBaHUAM K HHCTPYKIIMH IO
METUITTHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOTO Npemnapara 1 oomien
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO
mpernapara Juist MeIUIIUHCKOTO
TIPAMEHEHHS

TIOPAAOK
3an0IHEeHU MmabI0Ha HHCTPYKIIMH [0 METHUITMHCKOMY IIPHMEHEHHMIO JIEKAPCTBEHHOTO mpemnapaTta (
JIMCTKA-BKJIAIBIIIA)

Cuocka. [Tpunoxenne 16 B penakunu pemenus Copera EBpazniickoil 53KOHOMUYECKON
komuccuu ot 21.02.2025 Ne 18 (Bctynaer B cuiny no ucteueHud 30 KaJeHJapHBIX AHEU ¢
JaThl €r0 O(UIIUAIBHOTO OIMyOIMKOBAHUS).

[lenpro mpuMeHeHus 1mabjoHa SBIAETCS oOecleueHne eaTnHo00pa3us opopMieHus u
U3JIOKEHUS BCEX Pa3[EIOB MHCTPYKIUU MO MEAUIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara (JIMCTKa-BKJIabIIIa) (1ajiee — JIMCTOK-BKIABIII) COTJIaCHO TPEOOBAHUSM aKTOB



opranoB EBpasuiickoro sxoHoMuueckoro cotosza (mamee — Coro3) B cdepe oOparieHus
JIEKapCTBEHHBIX CPECTB.

BmecTo (TOproBoro) HanMMEHOBaHMs JIEKAPCTBEHHOIO Ipemnapara B TEKCTE
JIMCTKa-BKJI IbIIIIA TpUMeEHseTCs o003HaueHue "mpenapar X"

Bo Bcex ciayyasx npu HEOOXOIMMOCTH UCIOJIB3YIOTCS CTaHAAPTHBIE 3ar0JIOBKH U (Ppassl,
coziepkaiuecs B mabsone. B oTaensHbIX ciaydasx Juisl yuera crielupUUHbIX JJid IpernapaTa
TpeOOBaHUM 3asBUTENIb BIPABE HE MCIOJb30BaTh 3TU 3arojOBKH ((pa3bl) U HCIOIb30BAThH
Apyrue anbTepHATUBHBIC 3arOJIOBKU WU (Ppasbl (Hampumep, A IpernapaToB, BBOJUMBIX
MEIUIMHCKUMU paOOTHUKAMU, CIOBO "MpuHUMAaKTE" WK "MpUMEHsTe" MOXHO 3aMEHHUTH
cioBoM "naercs" wim "BBOAMUTCA").

3asgBUTENI0 HEOOXOUMO OOOCHOBATh MCIOJIb30BAHUE AIbTEPHATUBHBIX 3ar0JOBKOB (
HaIllpuMep, CCbUIKOM Ha Pe3yJbTaThl MOJIb30BATEIBCKOr0 TECTUPOBaHUs). JlJIsi HEKOTOPBIX
npenaparoB HE MNPUMEHHMBI BCE€ DJJIEMEHTHI JIMCTKA-BKJAAbINIA, B OSTOM Cllydae
COOTBETCTBYIOIIIMI 3ar0JI0BOK HE YKA3bIBAETCS.

JuzaiiH ¥ pacrnojoxeHre HHOOpMAIUU SABJISIOTCS KIIOUYEBBIMU 3JIEMEHTAMU
ya000YUTAEMOCTH  TOTOBOIO  JIMCTKa-BKJaabimia. HMcnonb3oBanue  mallioHa
JUCTKa-BKIJIaJbla oOecrieunBaeT I0JI00ME JIMCTKOB-BKJIAABIIIEH 3aperucTpupoBaHHBIX
JIEKapCTBEHHBIX MPENapaToB.

[Io 3ampocy opraHu3anuii NAalMEHTOB 3asBUTENHU JOJDKHBI IPEIOCTABUTH
JIUCTOK-BKJIAJIBIII B popMate, MOAXOASIIEM ISl CIENbIX I caaboBuasmux. Jlepxarensim
PEruCTPALIMOHHBIX YJOCTOBEPEHUH HEOOXOAUMMO YyKa3blBaTh HaJW4YUE MOJOOHBIX
aIbTEPHATUBHBIX (POPMATOB B KOHIIE JTUCTKA-BKIIA IBIIIIA.

JINCTOK-BKIIAABIII — I/IH(bopMaL[I/I;I I <mIalfHeHTa™> <HOTp66HT€JI}I>
{(ToproBoe) HauMeHOBaHUE, TO3UPOBKA, TIEKAPCTBEHHAs Popma}

JleticTByromiue Bemectna: {/lelicTByrolue BeecTna}

[Tox naHHBIM TOJA3arojlOBKOM HEOOXOJIMMO yKa3aTh (TOProBO€) HAaWMMEHOBaHUE
JIEKapCTBEHHOI'0 Tpemnapara, 3aTeM JI03UPOBKY U JIEKAPCTBEHHYIO QopMy (Takke Kak B
pazngene 1 oOmiedl XapaKTEpUCTUKHU JEKApCTBEHHOrO Ipemnapara), OHH BBIIEISIOTCS
NOJIYKUPHBIM IpudToM. [lanee yka3bIBalOTCs JEUCTBYIONINE BEIIECTBA (B COOTBETCTBUU C
nyHKTOM 4.2.1 npunoxenus Ne 12 k TpeOOBaHUAM K HHCTPYKUHUH MO MEIULHUHCKOMY
NPUMEHEHHIO JICKApCTBEHHOTO Tpernapara M OO0IIedl XapaKTEPUCTUKH JIEKapCTBEHHOTO
npenapara s MEIUIMHCKOTO NpUMEHEHHUs, yTBepkaeHHbIM Pemennem CoBeta
EBpaswuiickoii skoHOMHUUYECKOW KomHuccuu OT 3 HosOps 2016 r. Ne 88) mudopmaruio o
KOTOPBIX MOXHO MPEACTaBUTh CTPOKON HUXe. B ocTaBuieics 4yacTu JOKYMEHTa TOProBOE
HAaUMEHOBAHUE HE CJEAYET BBIICIATh MOIYKUPHBIM WIH MOAYEPKHYTHIM MIPU(PTOM, CIEAYyET
n30eraTh 4acTOTr0 yKa3aHHsi TOPrOBOI0 HAMMEHOBAHUS B TEKCTE.

ToJIbKO B OTHOIIEHUH JIEKAPCTBEHHBIX IMPENApPaTOB, TPEOYIOMHUX JOMOIHUTEIBHOIO
MOHUTOPHUHTAa 0€30MaCHOCTH, HEOOXOJMMO yKa3aTh B JIMCTKE-BKIIAJBIIIE CHEHUATbHBIN
CUMBOJ U NosicHeHHsl. CrenuanbHbIii CUMBOJI MIPEACTABISET COO0M YEepHBIN MEepEeBEPHYTHIM



nn

PaBHOCTOPOHHUM TPEYroJIbHUK "", CUMBOJI 1OJKEH OBbITh MPOMOPLHUOHAIEH KEro mpudra
MOCJIEAYIOLIEr0 CTaHAAPTU30BAHHOIO TEKCTA, IPU 3TOM MHUHUMAajbHas JIMHA KaXXIOU
CTOPOHBI TPEYTOJIBHUKA JOJKHA COCTABIIATh HE MeHee 5 MM. JlJIsi IOATOTOBKY JAOTOJHEHHUM K
uHpopMau o mpemnapare, MOXKaIylcTa, BOCHOJb3YHTECh YEPHBIM TPEYTOJbHUKOM,
CoJIep KalllUMCsl B TaHHOM I1a0JIOHE.
< "JlaHHBIH JIEKAPCTBEHHBIH NPENapaT MOQJIEKHUT JONOJTHUTEIbHOMY MOHUTOPHHTY. JTO
MO3BOJIUT OBICTPO BBIABUTH HOBYIO HH(popMaluro mo 6e3omnacHoctH. Mbl obpamjaemcsa K
CIENHATUCTAM CHCTEMBI 3/IPaBOOXPAaHEHHS ¢ MPOChOOI co00MaTh O JFOOBIX M0J03PEBAEMbBIX
HEeXeJIaTeJIbHbIX peakiusix.".
Criocob coobIieHns 0 HeXeaaTeabHbIX peaklHAX OMHCAH B pa3jeiie 4 JINCTKAa-BKIa/bIIIA.
>
JIns JeKapCTBEHHBIX IIPENaparToB, OTIYCKAEMBIX HCKIIOYUTEIBHO IO PELENTy,
HE0OXO0JIMMO TOMECTHUTh B JINCTOK-BKJIAJIBIII CIACAYIOIINE HAITUCH:
<llepex <mpuemom> <HOpPHUMEHEHHEM> Ipenapatra IOJHOCTBI IPOYHUTAHTE
JIMCTOK-BKJIA/IBII, ITOCKOJIBKY B HEM COJEPKATCA BaXXHBIE /U1 Bac cBeeHuUA.
CoxpaHuTe TUCTOK-BKAaAbIII. Bo3MoxxHO, Bam moTpebyeTcss IpOYUTATh €ro elle pas.
Ecin y Bac BO3HHKIH JTOMOJTHHTEIbHBIE BOIIPOCHI, 00paTHTECh K <JIedallleMy Bpady™> <,>
<un> <paOOTHHUKY allTeKu> <,> <HJIH> <MEIHIHHCKOH cecTpe>.
<[Ipenapat Ha3Ha4yeH uMeHHO Bam. He nepenaBatite ero apyrum aroaam. OH MOKET
HaBpEJUTh UM, JlaXke eCJIM CUMIITOMbBI UX 3a00J1€BaHUs cOBNaaaroT ¢ Bammumu.>. He cnenyet
BKJIFOYATh JaHHOE YKa3aHWE, €CIU Iperapar IpeIHa3sHayeH TOJIBKO UL IIPUMEHEHUS B
ne4eOHO-NPODUTAKTUYECKUX YUPEKICHUSIX.
<Ecim y Bac BO3HHKJIH KaKHe-IHO0 HEKeJIAaTeIbHbIE peaKUH, OOPATHTECH K <JIeYalleMy
Bpauy> <,> <uan> <pabOTHHUKY anTeku™> <,> <ujian> <MEIHIHHCKOH cecTpe>. JlaHHas
PEKOMEHIAIHUs paclpOCTPAHAECTCS HA JIFOObIe BO3MOXHBIE HEKEJIATeIbHbIE PEAKIIUH, B TOM
yHcJie Ha He IIEPEYHCIICHHBIE B pa3/iese 4 TUCTKA-BKAaIbIIIA.>.
Jlns nexapcTBEHHBIX MMpeENaparoB, OTIYCKaeMbIX 0€3 pelenTa, clielyeT yKa3blBaTb
CJIETYIONTY 0 WH(HOPMAIIHIO:
<llepen <mpuemomM> <IPpHUMEHEHHEM> Mpernapara IMOJHOCTBIO MPOYUTAHTE
JIMCTOK-BKJIa/IbIII, ITIOCKOJIBKY B HEM COJEPKATCS BaXXHbIE 14 Bac cBeneHus.
JlaHHBIH JIeKapCcTBEHHBIH MPENapar, ABJIAeTCs MPEenapaToM, OTIycKkacMbIM 0€3 pellenTa.
Bcerna <npunumarite> <upuMEHAHTE> NPENnapar B TOYHOCTH C JAHHBIM JIUCTKOM HJIH
PEKOMEeHAanHuaIMH <Jieqaulero Bpada> <,> <HJ/IH> <pa60THHKa anrekn> <,”> <din> <
MEIHUIIHHCKOH CECTPhI™.
CoxpaHute JTHCTOK-BKJIaAbIII. Bo3MmoxHO, Bam moTpebyercs npodnuTaTh €ro eiie pas.
Eciu Bam Hy»XHbI JONOJTHUTEJIbHbIE CBEJCHUSA HJIH PEKOMEHJAlluH, 0OpaTHTECh K
pabOTHHKY AITEKH.
Ecin y Bac Bo3HHKIH KakHe-THOO HexXenaTebHble peakI[uu, 00paTHTECh K <JiedalljeMy
Bpady> <,> <uan> <pabOTHHKY anTeku> <,> <uwin> <MEJULHUHCKOH cecTpe>. JlaHHad



PEKOMEHAIHS PACTIPOCTPAHAECTCS HA JIFOObIe BO3MOKHBIC HEKEJIATEIbHbBIC PEAKIIHH, B TOM
YHCJIe Ha HE IIEPEYUCIIEHHBIE B pa3jee 4 JINCTKa-BKJAaAbIIa.>

Ecnu cocrosaue He ynydiiaeTcs HJIH OHO yXYJIIaeTcs, <depe3 {uuciao! aHeH> Bam
cJaeayeT oOpaTuThCs K Bpady.>

Conepxanne MCTKa-BKIIA BINA

TectupoBanue norpeduTeneil mokasano, 4To OOJBIIMHCTBY MALUEHTOB HEOOXOIMMO
MPEACTABUTH COJEPKAHKE JIMCTKA-BKJIaAbIIIa, KOTOPOE JOJIKHO OBITh YETKO BhIJEIeHO. Eciu
JUCTOK-BKJIAJIBIII CTAHAAPTHBIN, OH OOBIYHO COCTOUT M3 6 OCHOBHBIX Pa3/IeIoB.

1. Uto u3 cebs mpeacTaBiseT npenapart X, U Jjisl 4eTro €ro NpUMEHSIOT.

2. O ueMm clrietyeT 3HaTh Nepel <npHeMoM™> <[IpUMEHEHHeM™> npenapara X.
3. <lIpuem> <npumeHeHHE> nipernapara X.

4. Bo3MOKHbBIE HEXKENaTeNbHbIEC PEAKIIUH.

5. XpaHeHue npenapara X.

6. ConepKUMO€ YITaKOBKH U IPOYHE CBEICHUSI.

Onnako ecnu ucnoib3yercs ¢opmar OykieTa WM CTaHIAPTHBIN JIMCTOK-BKIAIBIII
COJIEPUT MHOTO PAa3/ENOB, JOMyCKaeTcs 0oJjiee MOAPOOHOE MPEACTABICHUE COACPKAHUS
JWCTKa-BKIaabla (C yKa3aHUEM HOMEPOB CTPAHUIl WU KOJIOHOK, IO3BOJISIOIINX
MOTPEOUTENSIM OBICTPO HAXOJAUTH HEOOXOIUMbBIC UM CBEIICHMS, OTH JAHHbBIC YKa3bIBAIOTCS
TOJIBKO HA MaKeTaXx).

1. Uto u3 cebs mpencTaBiger npenapat X, B A1 9ero ero NpAMEHSIIOT

ToproBoe HanMeHOBaHuUE, ACUCTBYIOLINE BEIIECTBA U (papMaKOTepaneBTUYECKas rpymnmna
npenapara.

Cnenyer ykaszaTh TOProBO€ HaMMEHOBAaHHUE Mpernapara U JOMNOJHUTH €ro, MpH
HEOOXOJIUMOCTH, yKa3aHHEM JIEMCTBYIOIIMX BemlecTB (Kak B pazzenax | m 2 oOmiei
XapaKTepUCTUKU JIEKapCTBEHHOTO IMpemnapara), Hampumep, 'mpenapaT X COIEPKUT
nercTByromiee BemecTBo Y. HeobOxomumo ykaszaTh Takke ¢hapMaKoTepaneBTUUECKYIO
rpynny (kak B pazzgesne 5.1 o0uieil XxapakTepruCTUKH JIEKapCTBEHHOr O Ipenapara), U (Win) Ha
YTO OH JIEUCTBYET (HApUMEP, CTATUHBI (JJIs1 CHUKEHUSI COJIEPKAHUS XOJIECTEPUHA)).

Iloka3aHusa K MPEMEHEHHAIO

3neck He0OX0UMO yKa3aTh MOKa3aHUsl K MPUMEHEHUIO, B COOTBETCTBUU € pazaenom 4.1
oO1ell xapakTepUCTHUKHU JIEKapCTBEHHOro mnpemnapara. HeoOxoaummo yka3zath, B KaKuX
BO3PACTHBIX Tpynmnax I0Ka3aHO INPHUMEHEHHE IMpernapara ¢ yKa3aHHEM BO3PAaCTHOTO
Jauana3oHa, HalpuMep:

<npenapatr X NPUMEHSETCA Y <B3pOCIbIX> <HOBOPOXICHHBIX> <MJIAJCHLEB> <AeTeH> <
MOJAPOCTKOB> <B Bo3pacTe {oT X no Y }> <mer> <mecsreB> s JIeueHus {ykKas3aTb
MOKa3aHue | .



Ecnu npuMeHnMo, yKa3bIBaroT:

4YTO MpemnapaTr SABJISETCS BBICOKOTEXHOJIOTMYHBIM JIEKAPCTBEHHBIM IMPENapaToM,
COJIEPKAIUM KJIETKH WU TKaHW (HE0OXOIMMO MPEACTaBUTH OMUCAHUE ITUX KIETOK WU
TKaHEW, UX MPOUCXOXKJICHUE (BKIOYas BHUJ >KUBOTHBIX, €CIIM OHHM HEYEIOBEYECKOIO
MIPOUCXOXK/ICHUSI) B COOTBETCTBUM pazziesioM 2.1 oOmiell XapakTepUCTUKHU JIEKAPCTBEHHOTO
npenapara);

YTO Tpenapar SBJSETCS BBICOKOTEXHOJOTMYHBIM JIEKAPCTBEHHBIM IPENapaTOM,
coAepKaluM MEAULIHUHCKUE H3ENIUS WM AKTUBHBIE MMIUIAHTUPYEMBIE MEIUIMHCKUE
u3aenust (HeoOXOAMMO MPEACTaBUTh OMUCAHUE ATUX M3JAEIUUA U UX MPOUCXOXKJICHHE B
COOTBETCTBHH C pa3jieioM 2.2 001el XxapakKTEPUCTUKH JICKAPCTBEHHOTO Mperapara).

CBeneHus 0 1oJIb3€ MPUMEHEHHUs Ipernapara

B naHHOM paszeie 1omycKaeTcsl B MHAUBUAYAJIBHOM MOPSIKE YKa3aTh CBEJEHUS O MOJIb3€
NpUMEHEHUS TIpernaparta nMpu YCJIOBUU COOTBETCTBUS HH(POPMAIIMK B O0IIEH XapaKTepUCTHKU
JIEKapCTBEHHOIr 0 Ipernapara, MOoJe3HOCTH JJI NAalUMeHTa U OTCYTCTBUS JIFOOBIX 3JIEMEHTOB
peKIaMHOro xapaktepa. J[aHHbIe TPENCTABIAKOTCS MO OTIAEIbHBIM TMOA3ar0J0BKOM,
Harnpumep, "Crnoco0 neiictBus npenapara X".

CBeneHust HEOOXOUMO U3JI0KUTh YETKO M KPATKO.

Hanpumep, cBeileHrs MOTYT BKJIIOYATh B ce0s:

IPU3HAKU U CUMITOMBI 3a00J€BaHus, IPU KOTOPOM JIEKapCTBEHHBIN MpernapaT MOKET

NPUMEHSTHCS, OCOOEHHO B OTHOIIEHUM O€3pelenTypHbIX MpenapaTtoB, HO TaKke B
OTHOIIICHUHU TpPEerapaToB, MPUHUMAEMbIX "0 TpeboBaHUIO" (HapuUMep, MpenapaTsl MPOTHB

MUTPEHHN );
CBEJICHUS O T0JIb3€ MIPUMEHEHUS TIpernapara (HarnpuMmep, "mpenapar CHHXKAeT 001b Npu
apTpute", '"mpemapaT CHUXKAET COJIEp)KaHUE caxapa B KpPOBH, UYTO CIOCOOCTBYET

MPEIOTBPALICHUIO OCJIOXKHEHUN nauabera"). DTO OCOOEHHO BAXXHO JJIs MOBBIIICHUS
MPUBEPKEHHOCTHU MAIlMeHTa TEPAH, HAIPUMED, TPU JTOATOCPOYHOM U MPOPUIAKTUIECKOM
nedenuu. [lomp3y mpuMeHeHus mpemnapaTa MOXKHO OTMHCATh C TOUKH 3PEHUS MPEIOTBPAIICHUS
OCJIO’)KHEHUH 3a0oJeBaHus (HampuMmep, TuabeTUYECKUX), €CIi OHa MOATBEpKAeHa. MOXKHO
TaK)Ke yKazaTh CPOK HacTyIUIeHHs 3 @eKTa oT AelcTBUs npenapara (€ciu 1einecooopasHo).
B nmo0oMm ciywae cBeneHUs JOJDKHBI COOTBETCTBOBaTh HH(OpManuu B o0O0mIel
XapaKTePUCTUKH JIEKAPCTBEHHOTO MpernapaTa (0co0eHHOo pazzeny 5.1 oleit XxapaKTepucTUKH
JIEKapCTBEHHOTO TIpernapara);
CBEJICHUSI O BPEMEHH, HEOOXOAUMOM Jisi HacTyrsieHus s¢dexra mpemnapara (

00€300JIMBAIOIINN Mpenapar, aHTUICTIPECCAHT U T. [1.), €CJIM 3TO 3HAYMMO JIJIsI MTalMeHTa.

OO6s3aTenpHOM ABIsETCS cienyromas GopMyIupoBKa:

<Ecnu ynydllieHre He HACTYNUJIo Win Bel uyBcTByeTe yXy/lIeHHe <4yepe3 {4ucio} JAHeH
>, He0OX0IMMO 00pPATUTHCS K Bpady.>

2. O 9eM cremyeT 3HaTh epel <mpreMoM™> <IpHMEHCHHEM> npemnapara X



B nanHbpIf pa3gen HEOOXOAUMO BKIFOYUTH MH(OpPMAIHIO, O KOTOPOH JTOKHBI 3HATH
NaluyeHThl (MoTpeOuTeNM) 10 Havaja MpueMa npenaparta u Ha IpOTSKEHUH BCEro Kypca ero
npuMeHeHus. BenenctBue OOnbIIOTO pa3Mepa JaHHOTO pasjziefia JIMCTKAa-BKIAJbIIa Y
NalMeHToB (MPU UX TECTUPOBAHWHK) BO3HUKAIM HaubOoibive 3arpyaHeHus. [ns ynoOcTBa
HAXOXKJEHUS HY)KHOU WH()OpPMAITUH MTOJIE3HO BKIIOYCHUE JOTOTHUTEIHHBIX MMO3ar0JIOBKOB (
HampuMmep, UHPopMaIu 00 OMpeAeeHHOW KaTeropuu mnorpedutesneit) ¢ coOioaeHueM
MOCJIEIOBATENBHOCTH yKa3aHUsl HH(OPMAIIMU B COOTBETCTBHH C €€ Ba)KHOCTBIO.

IIpoTuBOIOKAa3aHUS
He <npuHnumaiire> <upumeHsiTe> npenapar X<:>

Heo6xoauMo ykaszaTh Bce MPOTUBOIOKA3aHUs, MTEpEUUCICHHBIE B pa3aene 4.3 oOmen
XapaKTEePUCTUKU JIEKAPCTBEHHOr0 IMperapara, B TOM K€ MOpsJAKe, 4YTO U B oOue
XapaKTEPUCTUKHU JIEKApCTBEHHOTro mpemnapara. OcTalbHble OCOOBbIE YKa3aHUS U MEPHI
IPEIOCTOPOKHOCTU CJEAYyET IPUBECTH B CIEAYIOUIEM pas3iese JUCTKa-BKIAAbIIIA.
Heobxoaumo BKIIOYUTE BCE CYIIECTBEHHBIE JUIsl IPUMEHEHHMSI MpernapaTa IpOTUBOIIOKa3aHUS.
HenonmyctuMo  yka3piBaTh TOJIBKO OCHOBHBIE MJHM 4YacTble BCTpPEYAIOUIUECS
MpPOTHUBOIOKa3aHus. He cnenyeTr uckioyaTh NPOTUBOIIOKA3aHUE UCXOS U3 MPEATION0KEHHUS,
YTO MAIUEHT HE MOMMET 3TO MPOTHUBOIIOKA3aHUE.

<ecsu y Bac amneprus Ha {eHCTByroIHe BEIIECTBA,} HJIH JIFOObIE APYTHE KOMIIOHEHThI
npenapara, (nepe4ucjieHHbIe B pazzeiie 6 JUCTKa-BKIAbIIIA).>
B 3TOM npenynpexaceHun TakKe YKa3bIBalOT OCTaTOYHBIE IPUMECH, ECIIU ATO MPUMEHUMO

CoOOTBETCTBYIOIINE MEPHI PEIOCTOPOKHOCTH, OCOOBIEC YKa3aHUSI.

Oco0bie yKa3zaHusi U MEPhI MPEIOCTOPOKHOCTH

<llepexn <npuemomM> <HOpHMEHEHHEM> npernapara X NpOKOHCYJIbTHPYHTECH C JIEYALUM
BpadyoM <uiau> <,> <paOOTHHUKOM alTeKu> <,> <HJIH> <MEJUIHHCKOH CeCTpOi>>

B cnyyae miMHHOrO mepedHs MpeAoCTEPEKEHUN PEKOMEHAYETCS MCMOJIb30BAaHUE

€IMHOTO OKOHYaHUs (HAIpuUMmep, PEKOMEHIAIUU O HEOOXOIWMOCTH KOHCYJIbTAIlUU C
JIeYaIUM BpadyoM WM paOOTHUKOM anTeKH JIN0O yKa3zaHWe Mep MPEIOCTOPOKHOCTH), YTOOBI
HNOBTOPSTH €r0 HECKOJIBKO Pa3.

B nanHOM paszgene HEOOXOAUMMO H3JO0XKUTh BCE OCOObBIE YKAa3aHUSA U MeEpbl
IPEAOCTOPOKHOCTH MPU MPUMEHEHUU MpernapaTa, BKIIOUYEHHBIE B pasnen 4.4 obmiei
XapaKTePUCTUKHU JIEKAPCTBEHHOI0 mpemnapara (kKak W B 0OIIed XapakTepUCTUKHU
JIEKapCTBEHHOTO TMperapara, MOPSA0K H3JI0KEHUs WHGOPMAIMU JTOJDKEH OIMPenesThCs
BAXXHOCTBIO MH(OpManuu o 0€30IaCHOCTH); KpOME TOro, B pasjelie JMCTKa-BKiIajpima "
Oco0pIc yKa3aHHUS U MEPHI MPEIOCTOPOKHOCTH" HEOOXOIUMO YETKO yKa3aTh, YTO JIOJKEH
NPEANPUHATH MAalMEeHT (MOTpeOUTeNb) AJIs TOro, YTOOBI MUHUMU3UPOBATH MMOTEHIIUAIbHBIHI
PUCK.

[Togpobuyto undpopmanuio 00 0COObIX yKa3aHHUSIX U Mepax MPEeIOCTOPOKHOCTH,
00yCIIOBJICHHBIX HEXEIaTEIbHBIMU PEaKIUIMH, KOTOPbIE€ MOTYT BO3HUKATh MPU MPUMEHEHUU



npenapara HNalyMeHTOM, CJIEAYET MPUBECTU B paszzene 4 JIMCTKa-BKIaJplma (HarpuMmep,
CUMIITOMBI) C COOTBETCTBYIOILIEH MEPEKPECTHOM CCHUIKOM B paszesnie 2 TMCTKa-BKIaAblIIa.
OcoOble ykazaHHs, Kacaroluecs B3aUMOJCHCTBUN mpemnaparta, (pepTHIHLHOCTH,

0epeMEHHOCTH W TPYJIHOr0 BCKapMIIMBAHUS, CHOCOOHOCTH YIPaBISATh TPAHCHOPTHHIMU
CpeACTBaMU U padOTaTh C MEXAaHU3MAaMH, a TaK)K€ BCIOMOTAaTEIbHBIX BEIIECTB, CIEAYET
JIaBaThb B COOTBETCTBYIOIIMX ITOCIECAYIOIUIUX pa3eiiax JIMCTKa-BKJIAAbIIIA, €CJIH TOJIBKO OHU
HE MPEACTABISAIOT 0COOYI0 BaXKHOCTh C TOUKU 3pEHUS 0€30MacHOCTH (IIPOTUBOIIOKA3aHUE), B
3TOM CIIy4ae UX CJIEeAyeT OTPa3uTh BBILIE, B pa3zelie JINCTKa-BKIaapima "He <npuHUManTe>
<npumeHsnTe> npenapat X".

Jlis nHbOpMaLuy O TOMOJIHUTEIbHBIX JJa00PATOPHO-UHCTPYMEHTABHBIX UCCIIETOBAHUIX
, KOTOpble HEOOXOAMMO MPOBOJUTH B XOJ€ TEpaluu, AOMYCKAETCA MNPEeAyCMOTPETh
JOTIOJIHATEJIBHBIN I103ar0JI0BOK.

Hetn <u moapoctkm>

Ecnu npenapat noka3aH J€TsAM, O JAHHBIM [10J3ar0JIOBKOM CIEAYET U3JI0KHUTh 0COObIE
yKa3aHUusi U MEphl MNPEJOCTOPOKHOCTH, CHEeu(UYHBIE IS JAHHOW MOMYJSIIUA |
o0o3HaueHHbIe B paszzene 4.4 oOuel xapaKTepUCTUKHU JIEKapCTBEHHOro mpenapara. [lpu
HEOOXOJIMMOCTH, CJIEeIyeT MPEeAyNpeanuTh poAauTenell (yXaKMBarOIIMUX JIMI) O BO3MOXKHBIX
0COOBIX yKa3aHUAX A JeTed (MOAPOCTKOB), BKIIOYEHHBIX B pa3jiell JIMCTKa-BKiajabima "
YnpapineHue TpaHCIOPTHBIMU CPEJCTBAMH U paboTa ¢ MeXaHu3MaMu'".

Ecau mpenapaT He mokazaH HEKOTOPBIM WJIM BCEM MOATPYyNIaM JIeTei, He0OX0AMMO
IIPUBECTHU CBEJIEHUS, CoAeprKaluecs B pazaene 4.2 o01en XxapakTepUCTHKN JIEKAPCTBEHHOTO
Ipernapara, HalpuMep:

<He pgaBauTe mpenapar AETAM B BO3PAacTe OT X J0 Y <JET> <MECSLEB> BCIEACTBUE <
pucka [...]> <aeapekTHBHOCTH> <TOT0, YTO MOTEHIIMAIbHAS T10JIb3a HE IMPEBBIIIAECT PUCKH>
, <BEpPOATHOM HEOE30MaCHOCTH>.

B3anmonencTBus ¢ IpyruMu JIGKAPCTBEHHBIMU NPENIapaTaMHu.
Hpyrue npenaparsl 1 npenapat X
<CoobmuTte aeqameMy <Bpady> <Hin> <paOOTHHKY almTeKH™> O TOM, 4TO BpI <
IIpHHHUMAaeTe> <I[IPHMEHAETC>, HEAaBHO <IIPHHHMAIH> <[IPHMCHAIH> H/IH MOXXETC Ha4aTh <
MPUHUMATB> <[IPUMEHATH> KaKHE-TH0O0 JAPYTHE NPenapaTbl.>

B cooTBerctBUM C pazgenom 4.5 o01iei xapaKTepUCTUKH JIEKAPCTBEHHOTO Ipernapara
HEOOXOJMMO OMHMCaTh BIUAHHUE JPYTHMX MpenapaToB Ha paccMaTpPUBAEMBIM Mpenapar u
paccmaTpuBaeMoro mpemnapara Ha JApyrue mpemnapatsl. Jpyrue mpemnapaTsl HEOOXOIUMO
yKa3bIBaTh Kak (apmakoreparneBTuueckyro rpymnmny win MHH (HeoOxoaumo yka3biBaTh
cHayasa obmeyrnorpeouTenpabiec TepMuHbl 1 MHH B ckoOKkax, eciii TOIbKO B3aMMOJICHCTBHC
HE MPOUCXOAUT C OJHUM JEUCTBYIOIIMM BENIECTBOM M3 BCEro Kiacca, Hampumep, "
NpaBacTaTHH (Ipenapar, IPUMEHSEMbIA JUIsl CHUKEHUS COAEpP)KaHMs XOJecTepuHa)"), mo
BO3MOYXHOCTH.



B HekoTopbIX cilydasix, €ciau 3TO OyJeT MOJIE3HO MAlMEeHTY, MOKHO KpaTKO OMHCaTh
MOCJEACTBUS B3auMOJEUCTBUSL mpenapaTta. Hampumep, s o0o3HaueHUsT Ipenaparos,
KOTOpPBIE€ HENb3sI IPUMEHSTH C JaHHBIM IpenapatoM: "He nmpuHuMaiite npenapaTt X BMECTE C
Y (mpenapaToM, NPUMEHSIEMOM TIPHU Z), TOCKOJIBKY 3TO MOKET MPUBECTH K <CHUKEHUIO €0
s dexTa> <HexkenareabHOU peakium>".

Jlns mpenapaToB, KOMOMHAIIMM C KOTOPBIMH clielyeT u30eraTh, U MIpenaparos,
KOMOMHAIlUU € KOTOPBIMH TpPEOYIOT ONPENEICHHON MpPeroCTOPOKHOCTH (HampuMmep,
KOPPEKLHHU J03bl, B ATUX CIydYasX CJIEIyeT JaThb NEPEKPECTHYIO CCBUIKY Ha paszien 3
JUCTKa-BKIaablma). Hampumep, eciu uMeeTcss BEPOSTHOCTb, 4YTO B pPE3yJbTaTe
B3aMMOJCUCTBUS TOPMOHAJbHBIA MEPOpPAIbHbIA KOHTPALCONTUB MOTEPSET CBOKO
3¢ (HEKTUBHOCTD, NAIMEHTY CJIEyeT PEKOMEHI0BAaTh UCIIOIb30BATh JIPYTOM TOMOJIHUTEIbHBIHI
METOJ KOHTpalENIHH (Hampumep, 0apbepHbIe KOHTPALICTITUBBI).

CBeneHnil 0 B3aMMOJEHCTBUU Iperapara ¢ pacTUTEIbHBIMU WA aJbTEPHATUBHBIMU
BUJIAMHU TEpaNMM YKa3blBAIOT MPH UX HAIMYUM B pasnene 4.5 oOuiedl XapaKTEepUCTUKHU
JIEKapCTBEHHOTO Ipernapara.

B3aumopeiictBue ¢ nmuileil 1 HalIUTKaMHU.
[Ipenapar X ¢ <numen> <,> <u> <HanUTKaMu> <,> <H> <aJIKOr0JieM>

[Ipy HanmMuuM COOTBETCTBYIONIMX yKa3aHUU B pazaeine 4.5 o0uieil xapakTepucTHKU
JEKapCTBEHHOT0 TMpenapata HEOOXOAUMO TPUBECTH CBEACHUS O JAPYTUX BHIAX
B3auMoJielicTBusa. Hampumep, nmauueHThl HE AOJKHBI YHOTPEOJISATH MOJIOKO BMECTE C
TETPAaLMKIWHAMU, AJIKOTOJb MpH JiedeHWH OeH3zoauasenuHamMu. B 3ToM pasnene He
OPUBOJATCS PEKOMEHJALUM O MPUEME Mpenapara /10, BO BpeMsl WIH MOCIIE €bl, TOCKOJIbKY
X HEOOXOJMMO BKJIIOUWUTH B pa3fen 3 JUCTKA-BKJIAJbIIIA, HO IPUBOAMTCS MEPEKpECTHAs
CCBUIKA Ha YKa3aHHBIN pa3/es JINCTKA-BKIabIIIA.

[IpumeHeHne OepeMEHHBIMU U KOPMSIIMMU TPYAbI0 KEHIIMHAMH, CBEICHUSA O
(hepTUIBLHOCTH.

bepeMeHHOCTh <H> <,>TpyAHOE BCKapMJIMBAHUE <H (PEPTHILHOCTH>

Ecnu cBepenust o npuMEHEHUH Tpernapara CyIeCTBEHHO Pa3InyaloTcs, HHPOpMAaIHs o
O0epeMEHHOCTH, KOPMIICHUHU TPYAbI0 MU (EepTHUIHLHOCTH MPEACTABISETCS IMOJ OTAEIbHBIMU
ITOA3arOJIOBKAMH.

HeobxoauMo BKITIOYUTH B TUCTOK-BKIIA I PE3IOMUPYIOIINE CBEACHMS, IPUBEICHHbBIC B
paznene 4.6 o01eil XxapaKTepUCTHKH JIEKaPCTBEHHOr 0 MpernapaTa, a TakKe CleAyolee:

<Ecau Bpl 6epeMeHHbI HJIH KOPMHUTE IPYAbIO, MPEANOAAraetTe, YTo 3a0epeMeHenH, Uil
m1aHupyetre 6epeMeHHOCTbh, MEPEe] Ha4aJaoM IIPUMEHEHHS MPENapara npoOKOHCYIbTHPYHTECH
¢ <U1eyaliuM BpadyoM™> <HJIn> <paOOTHUKOM anTeKH.>

Ecnu npenapat npoTuBONokaszaH npu OEpeMEeHHOCTH U (WJIK) TPYAHOM BCKapMJIMBAHUU,
BO BCeX pazjenax JnucTka-Bkiagpima ("@epTUibHOCTh, OCpPEMEHHOCTh M JaKTanus')
npeacTaBisercs oauHakoBas nHpopmarus ("He npunumaiite (mpuMensiite) npemnapar X"), a
TaK)Ke BKJIKOYAETCs] THPOPMALIHS O TEPATOr€HHOCTH MPU HATHYHUH.



BnusiHue Ha criocOOHOCTH YMPAaBJISITH TPAHCIIOPTHBIMU CPEJCTBAMHU UIIUM pabOTaTh C
MEXaHU3MaMH.
VYrpaBiieHre TPaHCIOPTHBIMH CPEJICTBAMU U pabOTa ¢ MEXaHU3MAMU
[Ipu Hanmuuuu B paznene 4.7 oOuiedl XxapaKTEPUCTUKU JICKAPCTBEHHOTO Mpenapara
MpEeAyNPEeIUTEIbHBIX PEKOMEHIAMA MX HEOOXOIWMO yKa3aTh Ha TMOHATHOM IAITUEHTY
Pa3rOBOPHOM SI3BIKE.

Jlepxarenn perucTpalMOHHbIX YAOCTOBEPEHUMN JOJKHBI YUUTHIBATh, UTO JIEKAPCTBEHHBIE
npenapaTtbl, NpPUHUMAaeMble JETbMH, MOTYT TpeboBaTh YyKa3aHHUS CHEHHATbHBIX
pekoMmenaanuii. Hampumep, B yacTu 0€30MaCHOCTH JIOPOKHOTO JBMXKEHUSI (HECMOTPSI Ha TO,
4TO JETSM B NPHUHIMIIE HE Pa3pelieHO YIPaBlIiATh aBTOMOOWIIEM, CJIEAyeT yKas3aTh B
JIUCTKE-BKJIAJIBIIIIE MOTYT JIM JICTH KaTaThCsl HA BEJIOCHUIIENIe, CAMOKATE U T. II.).

PexoMeH1alinm JOJKHBI BKIIIOYATh OOBSICHEHUS PUYMH HEXENATEIbHOCTH YIIPABICHUS
TPAHCIOPTHBIMU CPEJICTBAMH HJIM paObOThI C MEXaHU3MaMU TMallMEeHTaM, a TakKe yKa3aHue Ha
HEO0OXOJIMMOCTh KOHCYJIbTAIIMU C JICYAIIUM BPayoOM, €CJIM MallMEeHThl 3aXOTAT BBIMOJIHATH 3TH
JICHCTBUS.

Oco0bie yKa3zaHUsl, Kacaroluecs BCIIOMOTAaTeNIbHBIX BEIIECTB.

<[Ipenapat X coaepkuT {HAHMEHOBaHHE BCIIOMOTATEeIbHBIX(0T0) BEI[ecTB(a)}>

Ecnu nmpuMeHuMo, B JaHHOM pa3jiesie HeoOXOAUMO MPUBECTU OCOOBIEC YKa3aHUS O TEX
BCTIOMOTATEIbHBIX BEIIECTBAX, CBEICHHUS O KOTOPBIX HEOOXOIWMBI JJisi 0€30MacHOTO U
3¢ (PEeKTUBHOTrO MPUMEHEHHUS U KOTOpbIE BKIIIOUEHBI B mpuiiokeHue Ne 1 k TpeOoBaHMSIM K
WHCTPYKIIUU 10 MEIHWIIMHCKOMY TPUMEHEHHUIO JICKapCTBEHHOTO IMpermapara W oOIei
XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpenapara JJisi MEIULMHCKOTO MIPUMEHEHUS, U B pa3ell
4.4 oOmelt xapaKTEpUCTUKHU JIEKApCTBEHHOTO Mpenapara. JlaHHBIM pas3nen cleayeT
HCKJIFOUYHUTh, €CJIM IMpenapar HE COAEPNKUT BCIOMOTIATEIbHBIX BEUIECTB C HU3BECTHBIM
nevictBueM. Ecnu npuBOASITCS CCBUIKM Ha APYTroM pas3jen JIMCTKA-BKJIAJbIa (HampuMep, B
CBSI3U C HAJIMYMEM B COCTaBE QJIKOTOJIs1), TpeOyeTcsi oOpaTHasl CChUIKA M3 3THX Pa3/IeioB
JIMCTKA-BKJIAJIBIIIIA HA 0COOBIC YKa3aHUS O BCIIOMOTaTEIbHBIX BEIIECTBAX U BBI3BIBAEMBIX UMHU
NEUCTBUAX (HampuMmep, BIUSIHUE HA CIOCOOHOCTh YNPABISATH TPAHCHOPTHBIM CPEICTBOM,
OEepeMEHHOCTh U TPYAHOE BCKapMJIMBaHKE, IEHCTBUE HA ACTEH).

3. <IIpmem> <IIprMeneHwe> npenapara X

B npocThix ciydasx cneayromue 3 31eMeHTa MOKHO 00bEeIMHUTD B OJMH a03all.
1. lo3a (pa3znen 4.2 o61mieit XxapakKTEpUCTUKH JICKAPCTBEHHOTO pernapara).
Jl1st TekapCTBEHHBIX MPENapaToB, OTIIYCKAEMBIX MO PEIENTy, JOJKHBI ObITh CIETaHbl
CIEAYIOIINE YKa3aHUsA:
<Bcerna <upuHuMaHnTe> <IPHUMEHAHTE™> Npenapar B IMOJHOM COOTBETCTBHH C
PpEeKOMEHIAIHAMH JIeYalllero Bpadya <HJIH pabOoTHHKAa anteku™>. llpu MosABJIEHHH COMHEHHH
IMOCOBETYHTECH ¢ <JIeHallUM BpadyoM™> <HJIH> <paOOTHUKOM alTeKH>.
<PexomeHayemas josa: ...>



Jlig nexapCcTBEHHBIX MPEenapaToB, OTIYCKaeMbIX 0e3 perenTa, JOHKHbBI ObITh CIeTaHbl
YKa3aHHUs:
<Bcerna <npuHumaiTe> <IpUMEHIHUTE> JAHHBIH MPENAapar B IOJHOM COOTBETCTBHHU C
JaHHBIM JIHCTKOM HJIH C PEKOMEHJAlHMAMM JIeyalllero Bpada <paOOTHHKAa anTeku> <
MEJIHIHHCKOH ceCcTpbl™. IIpH MOABICHHH COMHEHHH IMOCOBETYHTECH C <JIEYALlUM BPa4oM> <,
> <giau> <,> <p36OTHI/IKOM anTeKu™> <’JIH MEIHULIHHCKOH CEeCTpOH>.
<PekoMeHayemas n03a: ...>
Heo6xomuMo yka3zath CBEICHHS O MaKCHUMaJIbHOW OJHOKPATHOM, CyTOYHOU U (WJIN)
oOmeil (KypcoBoil) no3e npu Hamuuuu. Eciym pekuM A03UpPOBAHUS TPU PA3TUUYHBIX
MOKAa3aHUAX WJIM Yy Pa3JIMYHBIX MOMYJSUUNA (HAaOpUMeEp, Y MOXHWIBIX, MalUEHTOB C
HapylieHrneM (YHKIUU TEeYEHHU, MOYEK) OTIMYAeTCs, CIAEAYET CHeNaTh JOMOJTHUTEIbHBIC
no/3aroyioBku. Heo0xoaumo yka3aTh peKOMEHAYEeMYIO 03y U MPH HEOOXOAUMOCTH BpEMsl, B
KOTOPOE IMpenapaT MOXKHO WIH CIIEIYyET TPUMEHSITh.
<I[IpumeHeHHe y AeTeH <H MOAPOCTKOB™>
Ecnu npenapaT 1moka3aH pa3JIM4HbIM BO3PACTHBIM IpyNIaM € pa3IMuyaronUuMUCS J03aMU,
cnoco0aMH €ro MPUMEHEHHMs, YaCTOTOM BBEACHUS WIM MPOJOKUTENbHOCTBHIO TEparuw,
HEOOXO0MMO JaTh MHCTPYKIIMH 110 IPUMEHEHUIO MpernapaTa Jjs Kaxa0i BO3paCTHOM IpyIIIbI

[Tpu Hammuuu 60Jee MOAXOMSIICH I MPUMEHEHHS JO3UPOBKHU U (UJTH) JIEKapCTBEHHON
(bopMBI 1711 HEKOTOPBIX WIJIM BCEX MOATPYII AETel (HarmpuMmep, pacTBOp ISl IpUeMa BHYTPh
IUISL IeTel), Ha 3TO CIIEAyeT yKa3aTh, HAPUMeEp:

<Jlpyrasa(ue) Qopma(sl) mpemapata MOXKET JIydllle MNOAXOIUTH JETSM,
MPOKOHCYJIBTUPYUTECH C JIEUALIUM BPAauOM WJIM paOOTHUKOM alTeKu>.

2. Ilytb u (unn) criocoO BBeaeHus (pazaen 4.2 oOiiei XxapakTepUCTUKU JIEKapCTBEHHOTO
npemnapara).

[Ipy HEOOXOIUMOCTH YKa3bIBAETCS MyTh BBEACHUS U MPUBOJATCS MOHSITHHIE NAIUCHTY
O0OBSCHEHUS.

Crioco6 BBeneHHs (PEKOMEHAALMH IO PAaBUILHOMY MPUMEHEHUIO MpernapaTa (HalpuMmep
, "He npornateiBats", "He xeBath", "BeTpsaxuyTs nepen npumenenueM")). Ciaeayer ykazaTh
MPUYHUHY TOJA00HON peKkoMeH1auuu (Harpumep, "He paznampiBaTh U HE KPOIIUTH TaONETKY(H
). B mpoTUBHOM city4yae BO3HHKAET yrpo3a NEPEI03UPOBKHU, TOCKOJIbKY MpEenapar MoCTYIUT B
OpraHu3M O4eHb ObICTPO").

Heobxonumo nmpuBecTu onucanue (BO3MOXKHO, C MIUTIOCTPALME) crtoco0a BCKPBITUS
MEPBUYHBIX YIIAKOBOK, 3aIlUIIEHHBIX OT JeTeH, WU JPYrux IEePBUYHBIX YIaKOBOK,
OTKPBIBAIOIINXCS HEOOBIYHBIM CIIOCOOOM, €CIIU PUMEHUMO.

Heo6xoquMo nmpuBecTd peKOMEHIallMM OTHOCUTENIBHO IpUEMa Mpenapara ¢ e10i, BO
BpeMs U (WIM) 10 TpUeMa MUIIKM WA YETKO yKa3aTh, UTO MHUILA HE OKA3bIBACT BIUSHHUE HA
npenapar U Jp., €CJIM 3HaYUMO.



<JIunus pazioma (pHucka) npeaHa3HauYeHa HCKIFOYUTEIBHO JUISA pa3iaMbIBAHHUS Ta0JIeTKH
c Hesbko obJieryeHus nporaaTbIBaHuA, a HE JUIA pa3/eJeHus Ha PaBHbIE JJO3bI.>.
<JIunus pasnoma (pucka) He NpeIHA3HAYCHA JUI pa3/NeJIeHUS TAOTEeTKH. >,
<TabnieTKy MOXHO pa3/leJIiTh Ha paBHbIE JJO3bL.>
3. IlponomxuTenbHOCTh Tepanuu (paznen 4.2 oOumel XxapakTepUCTUKH JEKapCTBEHHOTO
npenapara).
Ecnu npumenumo, 0cCOOCHHO B OTHOIIEHHMH MPENapaToB, OTHYCKaeMbIX 0€3 pelenTa,
HE0OXOMMO MPUBECTU YETKHUE PEKOMEHIAIIHH O:
CTaHJAPTHOM JJIUTEIbHOCTH TPUMEHEHUS;
MAaKCHMAaJIbHOW JUTUTEIIbHOCTU IPUMEHEHUS,
HEOOXOIMMBIX MHTEpBaJIaX MEXIY KypcaMmu JICUCHHUS;
CiTy4asix, TpeOYIOIMHUX OTPaHUYCHUS TITUTETHHOCTH TPUMEHEHUS.
Ecnau st nmekapCTBEHHBIX NpenapaToB TpeOyeTcs BKIIOUEHHE B JaHHBIN pasjeln
JIMCTKa-BKJIA IbIIIA JOTIOJHUTEIBHBIX CBECHNN, UCTIOIB3YIOTCS CIEAYIOIINE 3arOJIOBKHU:
<Ecau Bpl <apuHLIH> <OpUMEHHIH> npenaparta X 00JIbIIe, 4eM CI€]0BaI0>
HeoOxoauMo onucath KIMHUYECKUE CUMITOMBI, €CJIU MPOM30IIlIa MEPea0o3upOBKa, 1
Croco0 KyMUPOBAaHUS TMEPENO3UPOBKHM B COOTBETCTBUM C OOIIEH XapaKTepHCTUKOU
JIEKapCTBEHHOTO Ipernapara.
<Ecau BbI 3a0b1TH <OPHHATH> <IIPHMEHHUTH> X>
Heobxoanmo naTh 4eTKue yKazaHusl MalMeHTam, yTo CIeAyeT JeiaTh NPy HEPETyIsIPHOM
MIPUMEHEHUU TIperapara, Halpumep, yKka3aTb MaKCUMaIbHbIA HHTEPBAJ, B TCUEHUE KOTOPOTO
MOKHO TPUHATH 3a0BITYIO 103y (B COOTBETCTBUU C paszaesioM 4.2 o01ieil XxapaKTepuCTUKU
JIEKapCTBEHHOT'O IIpenapara).
<He npuHHMAaNTE JBOHHYIO /103y, YTOOBI KOMIIEHCHPOBATH MPOMYIIICHHYIO <TA0IEeTKy> <
A03y> <...>.
<Ecuu Bpl npekparnin <apuem™> <OpHMEHEHHUE> Npenapara X>
OnuiuTe CUMITOMBI CHHAPOMA "OTMEHbI" ¥ CIOCO0 UX MUHUMU3AIUU B COOTBETCTBUU C
paznenoM 4.2 u (unm) pazaenom 4.4 oOlel XxapakTepUCTHKHY JIEKAPCTBEHHOTO Mpernapara.
Ecnu npumeHnmo, cieayeT onucaTtb BO3MOXKHBIE ITOCIEACTBUS JOCPOYHOIO PEKPALLICHUS
Kypca JIeYeHUs] 1 HEOOXOJUMOCTh MPEABAPUTEIbHON KOHCYIbTALIMM C JIEUAIlUM BPavyoM,
pabOTHUKOM arTeKH WK METUIIMHCKON CECTPOH.
JlaHHBIN pa3zien 3aBepiiaeTcs CieayIM HHPOPMaIIMOHHBIM (PparMeHTOM:
<[lpu Hanu4IUHU BOIIPOCOB 110 IPUMEHEHHTO Mpernapara, o0paTHTeCh K <JjiedaljeMy Bpady>
<,> <uwnu> <pabOTHHUKY alnTeKu> <,> <HJIN> <MEJUIHHCKOH cecTpe>.>

4. Bo3MOXHEIE HEKeNaTeIbHBIE PEaKI[iH

OnucaHne HeXeNaTeIbHbIX PEAKIIHA.
JlaHHBIN pa3zien JTUCTKA-BKJIAbIIIA CIEAYyET HAaYaTh CICAYIOIMINM a03alem:



<IlonobHO BCEeM JIEKApCTBEHHBIM IIPENapaTaM IpPEernapaT MOKET BbI3bIBATh
HeKeJIaTeIbHbIEe PEAKIIHH, OJHAKO OHH BO3ZHHUKAIOT HE Y BCEX.>

JlaHHBIN pa3zien JIUCTKA-BKIAbIINA, KAK PAaBUIIO, CIEAYET pa3deinTh Ha 2 4acTH, TaK KaK
HEO0OXO0IUMO MPEJICTABUTH JOCTATOYHO MOHITHOE MAIMEHTy OMUCAHUE SIBHBIX KIMHUYECKUX
IIPU3HAKOB U CUMIITOMOB, MTO3BOJISIIOIIEE EMY PAaclo3HaTh Bce 0003HAYEHHBIE B paszzeine 4.8
oO1ell XxapakTepUCTUKHU JIEKapCTBEHHOTO Mpernapara HeXelaTellbHble peakIuu, KOTOphIe
MOT'YT BO3HUKHYTb.

Brauane HeoOX0aMMO BBIIETUTh HANOOJIEe CEPhE3HbIE HEXKEIaTeIbHbIC PEAKIINHN U J1aTh
MalnreHTaM Y€TKUE MHCTPYKIMH OTHOCUTEIBLHO MPUHUMAEMbIX Mep (HampuMmep, NpeKpaTUuTh
MpUeM Tpernapara u (i) HEMEIJICHHO O0paTUTHCA 32 MEIUIIMHCKON MMOMOIIBIO, TIPH 3TOM
1esaecoodpa3Ho UCIOJIb30BaTh CJIOBO "'cpa3y" wiu "HeMeaJieHHO").

3aTeM B JIMCTKE-BKJIAJIBIIIE MPUBOJUTCS MEPEUECHb BCEX OCTAJbHBIX HEXEIaTEIbHbBIX
peakIui ¢ yKa3aHMEeM 4YacTOThl MX BO3HUMKHOBEHHUS, HauMHas ¢ HauOosee yacThix (6e3
MOBTOPEHUS HauboJiee CEPhE3HBIX).

B pamMkax xaxaoro u3 3TUX pa3/iesioB HeXelaTelIbHbIe PEaKlUU CIEIyeT CTPYNIHPOBaTh
0 UX YyacTtore. PekoMeHyeTcs clieayronias rpagaus 4acTOThI:

OYEHb YaCTO — MOTYT BO3HUKATH OoJiee yeM y 1 denoBeka u3 10;

4acTo — MOTYT BO3HUKATh He OoJiee ueM y | uenoseka u3 10;

HEYacTO — MOT'YT BO3HHUKATh He Oosiee ueM y 1 uenoseka u3 100;

peIKO — MOTYT BO3HUKATh He Oojiee yeM y 1 uenoBeka u3 1 000;

OYEHb PEAKO — MOT'YT BO3HUKATh He Oosiee ueM y 1 yenoBeka u3z 10 000;

4acTOTa HEU3BECTHA — HA OCHOBAHUH UMEIOIINXCS TAHHBIX OIEHUTh HEBO3MOMXKHO.

JlaHHYI0 Tpajaliio YacTOThl HEXKENIATEIbHbIX PEaKLUUd HE CIIeyeT yKa3blBaTh Mepe]
MIEpEYHEM HEXKEJIATENbHbIX pPEaKlUil, MOCKOJbKY OHa, KaK I0Ka3aJlo TECTUPOBAHUE
noTpeOuTeNei, MOXKET BBOAUTH MAILIUEHTOB B 301y XKACHHE.

B nro06om cinydae npu yKa3zaHUU BEPOSITHOCTU BO3HUKHOBEHHUS HEXKEIATEIbHBIX PEaKIIHii
HE00XOAMMO MO BO3MOXKHOCTU JIaTh OMUCAHUE W MPUBECTU YUCIIOBBIC JIAHHBIE. YUUTHIBAS,
YTO TECTHPOBAHHME MALMEHTOB [MOKA3aJ0, YTO TAKHE MPEIJIOKEHUS, KaK "BO3HHKAET Ooiiee
yeM y 1 u3 100, Ho meHee uem y 1 u3 10" HE coBceM MOHATHBI MALIMEHTaM, UCIIOJIb30BATh UX
He cnenyer. He ciemyer Takke yka3blBaTh Ha3BaHUSI CHCTEMHO-OPTraHHbIX KjIaccoB. OJHAKO
€CJIM YacToTa HeXeJaTeJIbHBIX peakIuii HEeu3BeCTHa (Hampumep, sl JEeKapCTBEHHBIX
MpenaparoB, JAJIUTEILHO OOpaIIatoNIMXCs HA PbIHKE M MO3TOMY HE UMEIOIIUX PE3yJIbTaTOB
y4eTa 4acTOThl BOBHMKHOBEHUSI HEXKENATEIbHBIX PEAKIIMi B paMKaX COBPEMEHHOW CUCTEMBI
(dapmakoHa 30pa) B KaUe€CTBE 3aroJIOBKOB JIOMYCKAETCSA UCIOJIb30BATh MOHITHBIE TAIUEHTY
CJI0Ba, 0003HAYAIOIIME OPTraHbl YEJIOBEKa, HAPUMEpP, KOXKa, KETYIOK U KUILIEYHUK U JIp.

</loroIHUTEIbHBIE HEXEAATEIbHBIC PEAKIIUH Y JIeTeH <H MOJPOCTKOB>

Ecnu npuMennmo (B COOTBETCTBHUH CO CBEACHUAMMU, COJIEpKAUUMHU B pazjene 4.8 oomieit
XapaKTepUCTUKU JIEKAPCTBEHHOTO IMpenapara), B JIaHHOM pasjliefie JIMCTKa-BKJIaJbIIIa



HE00X0MMO 0003HAYUTh BCE KIMHUUYECKU 3HAUYMMBIE Pa3INuus B HEXKENAaTEIbHBIX PEaKIUIX
B JIIOOBIX MOATPYIIAX AETEH M0 CPABHEHUIO C APYTUMH HNOATPYIIIaMU UIH B3POCIIBIMHU.

JIns BcexX JIEKapCTBEHHBIX MpEnapaToB B KOHIE pasjiena 4 JHUCTKa-BKIIAAbIIIAa

HEO0OXO0IMMO yKa3aTh CIAEAYIOIIMM MO3arojIOBOK U TEKCTOBBIN (hparMeHrT.

CooO1ieHue o HexenaTeNIbHbIX PEeaKIHIX

<Ecnu y Bac BO3HHKArOT KakHe-TH00 HexKeaaTeIbHbIe PeaKIuHt, IPOKOHCYIbTHPYHTECH C
<Bpayom> <,> <uian> <paOOTHHKOM alTeKH> <,> <HJIH MEIULHHCKOH cecTpoi>. /laHHAad
PEKOMEHAIHS PACTIPOCTPAHAECTCS HA JIFOObIe BO3MOKHBIC HEKEJIATEIbHbBIC PEAKIIUH, B TOM
yHucje Ha He INEpEeYHCICHHbIE B JIHCTKE-BKJIAAbIIIC. BBl Takxe MOXeTe COOOUIUTh O
HE)KeJaTeJbHbIX PEaKIHAX HaIpSIMYIO Yepe3 CHCTEeMy COOOIIEeHHH rocylapCTB — 4YJICHOB
EBpa3zuiickoro 3k0OHOMHYECKOTro coro3a {yka3aTe HOpsI0K jJocTyna k cucteme}. Coobuias o
HE)XeJIaTeIbHBIX peakluax, Bl momoraere moay4uutb 00JIpIIE CBEEHHH O 0€30MacCHOCTH
rnpernapara.>

Bxiroyats B Ie4aTHbIE MaTEPHAIIBI CCHUIKY HA CUCTEMY COOOIIEHUI TOCYAApCTB — YWIEHOB
EBpazuiickoro 3Kk0OHOMHUYECKOT0 cOi03a (fanee — rocyaapcrBa-wieHbl, Cor3) He TpedyeTcs.
[IpuBeneHHBIN BbIlIEe (QpParMeHT CCBHUIKHU, 3aKJIIOUYEHHBIA B (QUTypHbIE CKOOKH {},
MCIIOJIB3YETCs JIUITH B OMYOJIMKOBAHHOM 0/I00pEeHHOMN Bepcu HHGOPMAIIMH O JICKAPCTBEHHOM
npenapare.

[IpencraBiieHHbIE HUKE€ MPHUMEPHI peanu3aldd TAKOW CCBUIKM HE SIBISIOTCA
UCUYEPIBIBAIOIINMY, H33aliH U PACHOJIOKEHUE CBEICHUW B JIMCTKE-BKJIAJBIIIE JOJIKHBI
OTpakaTh MOJAPOOHBIE CBeleHUA. B 3aBHCHMOCTH OT MpaBMJI TpaMMaTHKU KCIIOJIB3yEeMOTO
A3bIKa MOKET MOTPEeOOBATHCS JTMHIBUCTHYECKAs TIPABKA.

Ecnu nanHble 0 cucTeMe COOOIIEHMH KpaTkue (Hampumep, TOJIbKO CaWT B
MH()OPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHON ceTu "WHTepHeT"), MOXXHO BKIIOYHTH OTHU
JaHHBIE B TEKCT, HAIIPUMED:

<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 MOXKETE€ COOOIIUTh O HEXENaTeNbHBIX PEAKIHAX HANMPSAMYIO Yepe3 WWW.XXX.XX.XX.
Coo01mas 0 HeXelaTeNbHBIX peakUHsX, Bol momoraere monxyduTh OOJIbIIE CBEICHHUI O
0e30macHOCTH Mpenapara>.

Ecnu nanHble 0 cucteme cooOUIeHMH OObEeMHBbIE, Halmpumep, aapec, cauT B
nH()OPMAIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTn "VHTepHeT" W anbTepHATUBHBIE CIIOCOOBI
JUISl TOCTaBKU MH(OpMaIruu, u (WIM) JUCTOK-BKIIAJIBIII MMPUMEHSETCS 0ojiee YeM B OJHOM
rocyiapcTBe-uieHe, J0MycKaeTcs CAeAyIOUINi BapuaHT U3JI0KEeHHUs HH(DOPMAaLIUU:

<Ecnu y Bac BO3HUKAIOT Kakie-Tu00 HexXenaTelbHbIE PeaKIuu, TPOKOHCYIbTUPYHTECH C
<Bpauom> <,> <uJn> <paOOTHHKOM aNTeKu> <,> <UIn> <MEIHULMHCKOHN cecTpoir>. K HUM
TaK)K€ OTHOCSTCS JIFOObIE HeXelaTelbHbIEe PEakluy, HE YKa3aHHbIE B JIMCTKE-BKIIA bIIIe. Bo
TaKXKe MOXETE COOOIIUTh O HEXKENATEIbHBIX peaklusx HanpsaMyro (cMm. Hrke). CooOias o



HEeXeJaTeNbHBIX PEaKIUIX, Bbl moMoraere mojgy4uTh OOJIBIIE CBEJACHHN O 0€30macHOCTH
npenapara.

{I'ocynapctBo — unieH EBpa3uiickoro 5kKOHOMHUYECKOTO COI03a}

{YnonnomoueHHbI opran (ymoJHOMOYEHHAas OpraHu3alus) TOoCyJapcTBa — YJIeHa

EBpa3niickoro 3KOHOMHYECKOI'0 COK03a}

{Anpec: UHAEKC, TOPOJI, YIUIa, HOMEpP 3JaHus |

{Tenedon}

{®akc}

{OnexTpoHHas mmoyTa}

{Caiit B uH(pOpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOHN ceTH "UnTepuet"}

5. Xpanenue npenapara X

<XpaHHUTE JICKAPCTBCHHBIN NIPENapar B HEAOCTYITHOM IS IE€TEH MECTE.>
JlaTa ricTeueHus cpoka roJJHOCTH (CpoKa XpaHEHUs).
Ecnn B MapkupoOBKe MCIIONB3YETCS CIIELUAIBHOE COKPAIIEHUE JaThl UCTEYEHHs CPOKa
TOJTHOCTH, €T0 CIEAYeT MPOoyOInpOoBaTh JAHHOM pa3/ieiie TMCTKA-BKIa IbIIIa.
<He npumensiiTe npenapar nocjae UCTEYEHUs CPOKa FOJAHOCTH (CpoKa XpaHEHHs ),

YKa3aHHOTO <B> <Ha> <MapKHpPOBKE> <KapTOHHOHN mauke> <dmakoHe> <...> <mociue {
COKpAILlEHHUE, UCTIOJIb3YyEMOE ISl 1aThl UICTEUEHUS CPOKA TOJJHOCTH | .>

<JlaTou ucrteueHus: Cpoka rOJTHOCTH SIBJISIETCS MOCIEAHUN I€Hb JAHHOIO Mecsa.>

VY ci10BusL XpaHEHUS.

CBeneHusi NOJKHBI COOTBETCTBOBAThH paszjeiny 6.4 o0uell XapakTepUCTUKU
JIEKapCTBEHHOTO Ipernapara, CTaHIapTHbie POPMYIUPOBKH JIJIsl yKa3aHUS YCIOBUN XpaHEHUS
npenapaToB MNpUBEAEHBbI B MOpujoxkeHuu Ne 6 K TpeOOBaHUSIM K HUHCTPYKIUH IO
MEJIUIIMHCKOMY TNPUMEHEHHUIO JIEKapCTBEHHOTO IMperapara M oOIIell XapaKTepUcTHKE
JIEKaQpPCTBEHHOTI'O MpEenapara sl MEIULUHCKOTO IPUMEHEHNS.

Cpok rogHOCTH (CpOK XpaHEHHMS) IMOCJIE BOCCTAHOBIICHUS, Pa3BEACHUS WIJIM TOCIE
MIEPBOT0 BCKPBITHUS MEPBUYHON YIIAKOBKH (€CIIU MPUMEHUMO).

CBeneHusi NOJKHBI COOTBETCTBOBAThH paszjeiny 6.3 o0uiedl XapakTepUCTUKHU
JIEKapCTBEHHOIO Mpernapara U ykazaHusM npuiiokeHuss Ne 7 Kk TpeOoBaHUSIM K UHCTPYKIIUU
0 MEIUWLUHMHCKOMY NMPUMEHEHMIO JIEKAPCTBEHHOI'O Mpernapara U oOlIeld XapaKTEepHCTHKE
JIEKapCTBEHHOTI'O Mpernapara Jjisl MEIULIMHCKOTO IIPUMEHEHUS.

[Ipenynpexaenus o NpU3HAKaX HEMPUTOJHOCTH Mpernapata K NPUMEHEHUIO (B
COOTBETCTBYIOIIUX CIIyYasix).
<He npumensiite npenapat, ecin Bbl 3aMeTwiin {onucaHue BUAUMBIX MPU3HAKOB
HEMPUTOAHOCTH TIpenapara Jjisi IpUMEHEeHHUs | .>
<He BwiOpacbiBaiiTe (He BBUIMBAWTE) IMpenapar B KaHAIM3ALMUIO <BOJOMPOBOI>.
YTounute y pabOTHHKA anTeKH, KaK CIEAyeT YTUIU3UPOBATh (YHUUYTOXKATH) MpEMapaThl,
KOTOpbIE OO0JIbIIE HE MOTPEOYIOTCSA. DTU MEPHI MO3BOJISAT 3AIUTUTH OKPY>KAIOIIYIO CPEdY.>.



6. Conepxumoe ynakoBKH M JOIOHUTEIHHEIE CBEICHU

[TonHoe nepeunciieHne AEMCTBYIOMINX BEIIECTB U BCIIOMOTaTEIbHBIX BEIIECTB.
IIpenapar X conepxut
HeoOxoamMo ykaszath JAeHCTBYIOIIME BelecTBa (C yKa3aHHEM HUX COJACPKaHUS
Ka4eCTBEHHO M KOJMYECTBEHHO) W MPOUYME KOMIIOHEHTHI (C yKa3aHUEM HUX COJIep>KaHUs
KaueCTBEHHO), C UCMOJIb30BAaHUEM HMX HAaNMEHOBAaHUM, MPUBEACHHBIX B paznenax 2 u 6.1
oO1el XxapakTepUCTUKH JIEKapCTBEHHOI'O0 Tpernapara, a TakkKe Ha TOM sI3bIKe, Ha KOTOPOM
COCTaBJICH JIUCTOK-BKJIAIBIIIL.

</lericTBYrOIIUM(HMH) BEIIICCTBOM(aMH) ABIACTCA(FOTCSA). ..>

Hanpumep, <Kaxngas <rabnmeTka> <karcyjiaa> COACPKUT X <rpamMm> <MWUIATpaMM>... {
JIEHCTBYIOIIETO BEIIECTBA } >,

<lIpouum(u) <uHrpeaueHToM(amMu)> <(BCIIOMOTaTeJbHbIM(H) BEIICCTBOM(aMH))>
ABJIAECTCA(FOTCA). . .>
Ecnu nmpumenumo, cieayer MNPUBECTH NEPEKPECTHYIO CChUIKY Ha pasjaen 2
JMCTKa-BKJIAIbIIIA!

<IIpemnapat X cOAEpKUT {HAMMEHOBAHUE BCIIOMOTaTEIbLHOTO BEIIECTBA }>.

JlexapcTBeHHast popma, XxapakTep U COAEPKUMOE MEPBUYHON YNAKOBKH IO Macce,
00beMy WIIA €IUHUIIAM JO3UPOBAHMUS.

Bremnuii Bua npenapara X v COAEPKUMOE YIIAKOBKU

JlexapcTBeHHas GopMa yka3bIBaeTCsl B COOTBETCTBUU ¢ HOMEHKIaTypoii IeKapCTBEHHBIX
dbopm, yrBepxkaeHHon Pemennem Komnerun EBpasuiickoit 5KOHOMHUUECKONH KOMUCCUU OT 22
nexadpst 2015 r. Ne 172, 1 NOTOTHUTENBHO MPUBOAUTCS TOHITHOE MAIMEHTY 0OBbsICHEHUE (
npu HeoOxoauMocTH). Eciin Ha mepBUYHON yNaKOBKE MCMOJb3YETCs] MOHSATHBIN MalUeHTY
TEPMUH, €T0 HEOOXOIMMO IPUBECTH B CKOOKAX.

Heo6xonuMo omnucarh pu3anyeckue XxapakTepUCTUKHU, Hanmpumep, Gopmy, IBET, BUI,
I'PaBUPOBKY U T. 1. B COOTBETCTBHHU C pa3/esioM 3 00IIeil XapaKTEpUCTUKU JIEKAPCTBEHHOTO
npemnapara.

HeoOxonumo omucath Bce pa3Mepbl YIAKOBOK JIaHHOW JIEKapCTBEHHOU (opMbI U
JIO3UPOBKU B COOTBETCTBUM C pa3feioM 6.5 o0mieil XapakTepuCTUKU JEKapCTBEHHOTO
npernapara, ¢ yKazaHhueM BCeX JIOMOTHUTEIbHBIX 2JIEMEHTOB, BIIOKEHHBIX B YITAKOBKY, TAKUX
KaK WTJIBI, TAMIIOHBI U T. JI. B OTHOIIEHNM TPYNIIOBOM YITAKOBKHA HEOOXOUMO YE€TKO YKa3aTh
COJIEP)KUMOE YIIAaKOBKH, HarpuMep '"mpenapar X JOCTYIEH B yIIaKOBKaX, ColepKamux Y, Z
nnu W TablieToK, U B TPYNIOBOM yIaKoBKe, cocTosmei u3 N KapTOHHBIX Mauek, Kaxaas u3
KOTOPBIX COAepKUT M TabaeTok".

[Ipy HEOOXOAMMOCTH yKa3bIBAE€TCs, YTO HE BCE pa3Mephl YIIAaKOBOK MOTYT HAXOJAUThCS B
obopote. Jlomyckaercs yKka3bplBaTh MEPEKPECTHHIE CCHIIKU Ha JPYTHE JIEKApCTBEHHBIE (DOPMBI
Y JIO3UPOBKH.

Kareropus oTirycka JeKapCTBEHHOI'O IIpenapara



VYka3bIBaeTcsl MPUHAMIEKHOCTh JIEKAPCTBEHHOTO Mpenapara K OJHOW U3 CIEeAYIOIIUX

KaTeropui OTIIyCKa:
<JlekapCTBEHHBIN MpemapaT OTHOCUTCS K KaTeTOPHHU OTIycKa <0e3 perenTta> <o
penenTy>, <B yCIOBHUAX JIEUEOHO-MPOPUITAKTUUECKUX YUPEIKICHUN>.>.

VYKka3bIBalOTCSl YCIOBUS WM OTPAaHUYCHUS, KACAIOIIUECs MOCTABKU M HCIOJb30BAHUS
JIEKapCTBEHHOro0 Tmpemnaparta (Mpyd HalIuuuM). EclM perucTpaiiioHHOE YJIOCTOBEpPEHHE
JIEKapCTBEHHOT'O Mpenapara ObUTO BBIIAHO MPH YCIOBHH BBIITOTHEHUS ONMPEAEICHHBIX 0COOBIX
00s13aTeNIbCTB, PAacCMaTPUBAEMbI JIEKAPCTBEHHBIA IMpernapar MOXET MPUMEHSTHCS B
ONpPEJIETCHHBIX CIIy4asiX, TOJBKO MOJA CTPOTUM MEAUIMHCKUM HaOII0JeHUEM (B YCIOBUSAX
ne4eOHO-TpOPUIAKTHYECKUX YUPEXKACHUN), a B clydae paanodapMaieBTUUIECKUX
npenaparoB — MoJ HabJII0IEHUEM UMEIOIIEr0 COOTBETCTBYIOIEE Pa3pelIeHHE JTUIIA.

HanmeHnoBaHue u afpec aepkaTensi perucTpaliiOHHOTO YI0CTOBEPEHUS M TPOU3BOIUTENS
, OTBETCTBEHHOI'0 32 BBIITYCKAIOIINK KOHTPOJIb KA4€CTBA, €CIIM OHU HE PA3IUYatOTCS.
Jlepkarenb perucTpalMOHHOIO YA0CTOBEPEHUS U IPOU3BOIUTENb!
{HanmeHoBaHHe U aapec)
<{ren.}>
<{taxc}>
<{azapec 3JIeKTpOHHOH MOYTHI } >
HanmenoBaHue u aipec aepkaTensi perucTpallMOHHOTO YI0CTOBEPEHUS M TPOU3BOIUTENS
, OTBETCTBEHHOI'0 32 BBIITYCKAIOIINKA KOHTPOJIb KAY€CTBA, €CIIM OHU Pa3IUYAOTCA.
JepxaTels peTUCTPaMOHHOTO YIOCTOBEPCHHUS
HeoOxoauMo yka3aTh HaMMEHOBAHME U aApeC JEpiKaTellsl PErucTPaliiOHHOTO
YAOCTOBEPEHHSI B COOTBETCTBHM C pa3AesioM 7 oOILIeld XapaKTepUCTUKHU JIEKapCTBEHHOTO
npernapara 4eTKo UASHTU(DUIIMPOBAB €T0 KaK JepKaTessi pEruCTPAIlMOHHOTO yIOCTOBEPEHHS,
Harpumep,
{Ha3BaHue cTpaHbl HA SA3bIKE H3J10KeHHs TekcTa JIB} Ha3BaHue cTpaHbl IPUBOAUTCS HA
A3bIKE, HA KOTOPOM cocTasliieH JIB.
{HanmeHOBaHUE Jiep;KaTeJid pETHCTPALHOHHOTO YI0CTOBEPEHHA |
{IOpuaudeckuii ((hakTuueckuit) aapec;
<{ren.}>
<{taxc}>
<{azapec 2JIeKTpOHHOH MOYTHI }>
HaumenoBanue cTtpanbl U ajapec HEOOXOIUMMO yKa3blBaTh Ha SI3bIKE, HA KOTOPOM
COCTaBJIEH JIMCTOK-BKIaabll. Jljisi fepikaresiel perucTpaliMoHHBIX YIOCTOBEPEHUH,
PacCIoIOKEHHBIX HA TEPPUTOPUH TPETHUX CTPAH CJEAYyeT UCIIOIH30BATh JTATUHCKHUMA aipaBuT.
Jlomyckaercst ykazaTb HOMepa TeneQoHOB, (PakcoB U aapeca dJMEKTPOHHOM MOYThI (BeO-CalThI
Y DJIEKTPOHHYIO MTOUTY, CBSA3BIBAIOIIYIOCS C BEO-caliTaMM, yKa3bIBaTh HE TOIYCKAETCH).
ITponsBoauTens



Heobxoaumo ykazaThb HaMMEHOBAHHME U apec MPOU3BOAUTENS, OTBETCTBEHHOTO 3a
BBIITYCKAIOIIUN KOHTPOJIb KayecTBa Ha S3bIKE, HA KOTOPOM COCTAaBJIEH JUCTOK-BKIaJbILI,
HanpuMep:

{Ha3BaHue cTpaHbl Ha A3bIKE H3T0XKeHHUA TekcTa JIB} Ha3BaHue cTpaHbl IPUBOIUTCS Ha
A3bIKE, Ha KOTOPOM cocTasieH JIB.

{HaumeHOBaHHe JIep:KkaTesid pErHCTPAIHOHHOTO YJI0CTOBEPEHHS |
{iOpuan4eckuii (pakTnueckuit) aapec}

HasBanue ctpanbl u agpec HEOOXOAMMO YKa3bIBaTh Ha SI3bIKE, HA KOTOPOM COCTaBJICH
JUCTOK-BKJIAAbINI. JIJisl epkaTesield perucTpallMOHHbIX YA0CTOBEPEHUH, PACTIONOKEHHBIX Ha
TEPPUTOPUU TPETHUX CTPaH, CIEAYET UCIOIb30BaTh JATUHCKUM anaBUT. YKa3bIBaTh HOMEpa
TenedoHoB, pakcoB U ajpeca dAESKTPOHHON MOYTHI HE JIOMYCKAETCS.

Ecnu nepkatenb perucTpaliioHHOTO yIOCTOBEPEHHS M IPOU3BOIUTEND ABISETCS OJHUM
U TEM K€ JHUIOM, JONyCKaeTcs MCIOJIb30BaTh oOmui 3aroinoBok "Jlepxarenb
PErUCTPAIMOHHOTO YAOCTOBEPEHUS Y TPOU3BOINUTEND' .

Ecnu npousBoauTeneii, oCymecTBISIIONIUX BBITYCKAIOMUNA KOHTPOJIb KayecTBa, Oojee
OJIHOTO, UX HEOOXOJUMMO yKazaTh 3/IeCh (C cepoi 3aquBKOW wiin 0€3 B 3aBUCHUMOCTH OT
BapUaHTa TeYaTH JMCTKa-BKiaabima). OMHAKO B MEYaTHOM BEPCHUM JIMCTKA-BKJIAJbIIIA
JIEKapCTBEHHOTO Mpenapara He00X0JMMO YE€TKO yKa3aTh MIPOU3BOAUTENS, OTBETCTBEHHOI'O 3a
BBIITYCKAIOIINN KOHTPOJIb KauecTBa JIGKAPCTBEHHOTO MperapaTa.

Ecnam nekapcTBEHHBIM mpenapar 3aperucTpUpoOBaH MO/ Pa3IUYHBIMUA TOPTOBBIMU
HAaUMEHOBAHUSMHU B TOCY/apCTBaX-WwiICHaX, B JaHHOM pa3felie TaKKe MPUBOJAT MepPEeUYeHb
BCEX HAMMEHOBAHUM.

[lepeuens mnpencraBUTENel aepxaTesis PErMCTPALlMOHHOTO YJIOCTOBEpEHUS Ha
TaMOKeHHOU TeppuTopun Corosa:

a) MepeyeHb MPENCTABUTENEH AepKaTessl PEeruCTPAllMOHHOrO YJIOCTOBEPEHHS Ha
TaMO>XeHHOU TeppuTopun Coro3a sBisieTcsl 00s3aTeIbHBIM TPpEOOBaHHEM, B CIydyae €clid
JepKaTeNb PErUCTPALMOHHOIO YIOCTOBEPEHUSI HAXOJUTCS Ha TEPPUTOPUU TPETHUX CTPAH.
[Ipu ero ykazaHuu NPUBOAATCSA CBEACHUS O MPEACTABUTENAX JAEPKATEINS PETUCTPALIHOHHOTO
yIOCTOBEPEHHUsI JJIsI BCEX TOCYNapCTB-4JIEeHOB. BMmecTe ¢ TeM mpeacTaBUTENb JepiKaTels
PErHCTPALIMOHHOTO YAOCTOBEPEHUS MOKET OBITh OAMH JJIsI HECKOJIBKUX TOCYAapCTB-YJI€HOB,
UM TaK)K€ MOXET SIBJIATHCS JIepKATeNIb PETUCTPALIMOHHOTO YAOCTOBEPEHUS HETTOCPEICTBEHHO
, €CJIM IpyTHE TPEICTaBUTENIN HE yKa3aHbl. ECiu OAMH U TOT e MpeAcTaBuTeIb paboTaeT B
HECKOJIbKUX TOCyJapcTBax-uj€Hax, JaHHble O HEM YKa3blBalOTCS OJUH pa3 MoJ
HAaMMEHOBAaHHUEM COOTBETCTBYIOUIUX FOCYJapCTB-UJICHOB;

0) ecnu MpeACcTaBUTENb AepXkKaTellsd PErUCTPAllMOHHOTO YIOCTOBEPEHUSI HAaXOAUTCS Ha
TEPPUTOPUHU FOCYJAPCTBA-UIECHA, OTIIMYHOIO OT TOCYAapCTBA-WIeHAa B KOTOPOM OOpalaercs
JIEKapCTBEHHBIN Mpemapar, TO NMPU YyKa3aHUM ajJpeca B HEro HEO0OXOAMMO BKIIIOUHTH



HAaUMEHOBAHUWE TOCYyJapCTBAa-WwiI€HAa HAXOXKICHUS JIepKaTellsi PETrUCTPalMOHHOTO
YIOCTOBEPEHUSI HA TOCYJApCTBEHHOM S3BbIKE (S3bIKAX) rocyJapcTBa-ujieHa, B KOTOPOM
OCYIIECTBIISIETCS] OOpaIIeHue JIEKapCTBEHHOTO Mpernapara;

B) B LIEJISIX 3aMEHBI TOJHOTO HAaWMEHOBAHMS TOCYJlapCTBa-djieHa B 3arojOBKE
UCIIOJIB3YIOTCSI KOABI CTPAH B COOTBETCTBUM C MEXIAyHapoAHbIM cTanaaptoM [SO 3166-1 "
Koapl ns npencrasienuss HaumeHoBaHuii ctpad. Yacte 1. Koasl ctpan”;

r) B LEJISIX SKOHOMHUHM MECTa B Hale4aTaHHOM JIMCTKE-BKJIAJbIIIE MpEACTaBUTENICH
Jiep>KaTessi PEruCTPaIMOHHOTO YIOCTOBEPEHUS TOMYCKAETCs YKa3bIBATh MOCIIEI0BATENBHO, a
He B Qopme Tabmui. Eciu AUCTKU-BKIAABIIU SIBJISIIOTCS MHOTOSI3BIYHBIMH, IMEPEUYCHb
MECTHBIX MPEACTABUTENCH MeYaTAETCsl OJTHOKPATHO B KOHIIE JINCTKA-BKIIABIIIA;

1) JOMYCKaeTCs yKa3blBaTh TOJbKO HaWMMEHOBaHUE, HOMEp TeinedoHa U ajapec
AIEKTPOHHOW TOUYTHl (MO BBIOOPY) TPEACTABUTENS JEpPXKATEII PETUCTPAIIMOHHOTO
yaoctoBepenus. [lpu Hamuuum mecta ykas3bplBaeTcsl MOYTOBBIN ajpec. Beb-caliTel u
ANIEKTPOHHYIO MOYTY, CBS3BIBAIOIIYIOCS C BeO-CaliTaMM, YKa3bIBaTh HE IOMYCKAETCS;

€) €ClId MPEJCTABUTEIb JIepKATENsl PETUCTPALIMOHHOTO YAOCTOBEPEHUSI HAXOJUTCS 3a
npeAesiaMy rocy1apcTBa-ujieHa B KOTOPOM OCYIUECTBIIETCS OOpallleHHe JIEKapCTBEHHOTO
rpernapara, yKa3blBaeTCsi HAMMEHOBAaHUE TOCYIapCTBa-4JIeHa, HA TEPPUTOPUU KOTOPOTO OH
HaxOUTCHI.
<3a mr0b60i wuHQpOpMmamueH o mpemnapare ciaeAyeT o0palaTbCss K MECTHOMY
MpeJICTaBUTEIIIO JEPHKATENS PETHCTPAIIHOHHOIO Y I0CTOBEPEHHSL:

{Ctpana}

{HanMmeHOBaHHE OpraHH3aIlHH }

{Anpec: {HaceneHHbIH MyHKT} {IOYTOBBIH HHAEKC} — CTPAHA)}

Ten: + {HOoMep TesepoHa}

<Aapec 371eKTpOHHOMH MOYThI>>

JIOIOMTHATETFHEIE CBEACHUAS

Ecnu nekapcTBeHHBIM mpemapaT 3aperucTpUpOBaH C YCTAHOBJICHUEM
MOCTPETUCTPALMOHHBIX MEp, HEOOXOIMMO YKa3aTh CIAEAYIOIIEE:
JUIs. JIEKApCTBEHHBIX MPENapaToB, 3apeTUCTPUPOBAHHBIX C YCTaHOBICHUEM
JOTIOJIHUTENIbHBIX TPEOOBaAHUM:

<[Ipenapar 3aperucTpupOBaH C yCTAHOBJIECHHEM JOMOJHUTEIbHbIX TpeOOBaHHH. DTO
3HAYHT, 9TO MOABATCS HOBbIE CBEICHHS O Mpernapare.

IlpencrapienHple JaHHBIE O JIEKAPCTBEHHOM Mpernapare OyayT eXKeroqHO MPOBEPATHC H
JOMOJHATHCS HOBBIMH CBEJACHHAMH, H 10 Mepe HEOOXOAHUMOCTH JIHCTOK-BKJIaAbII OyAeT
OOHOBIIATHCA.>

JUTSL IEKApCTBEHHBIX MPENapaToB, 3apEerUCTPUPOBAHHBIX 10 MPOLEIYPE PETUCTPALIUU B
UCKJIIOYUTEIBHBIX CITydasx:

<[Ipenapat 3aperucTpupOoBaH 110 Oporeaype "perucTpaliuu B HCKJIIOYHUTEIbHBIX CIydasx"

. OT0 3HaYHuT, 4TO <BCJEJACTBHE PEAKOH BCTPEYaeMOCTH 3a00J€BaHUS™> <H3 HAyYHBIX



COOOpaKCHUI™> <HCXOA1 H3 STHUYECKHX COOOpa)KeHHIH™> HEBO3MOXXHO IIOJYYHTH BCE
HeobXoquMbIe CBEJCHHS O Mpernapare.

Ilo sToMy nekapcTBeHHOMY nipenaparty OyaeT MNPOBOAUTHCSA PKCIEPTH3A JFOOBIX HOBBIX
JaHHBIX, KOTOpBIE MOTYT MOSABJIATHCSI €XEroJHo, H 10 Mepe HeoOXOAUMOCTH
JINCTOK-BKAa/1bI1I Oy/1€T OOHOBJIATHCA.>

Il JIEKapCTBEHHBIX IPENapaToB, 3apErUCTPUPOBAHHBIX 110 MPOLEAYPE YCIOBHOMU
perucTpanuu:

<IIpenapar 3aperucTpupoBaH 110 npoueaype "yciaoBHas peructpanus”. 310 3HAYUT, 4TO
MOABATCS HOBBIE CBEJCHHUSA O MpEnapare.

IlpencraBnenHpie JaHHbIE O JIEKAPCTBEHHOM Ipernapare OyayT MpOBEpATHCS H
JOMOJHATHCA HOBBIMH CBEJICHUAMH €XETOJHO, H 110 MEpe HEOOXOIUMOCTH JTHCTOK-BKJIabIII
OyaeT 0OHOBIATHCS.>

JInsi BOCHpPOU3BEJACHHBIX JIEKAPCTBEHHBIX MpPENapaToB, €ciu pedepeHTHbIN
JEKapCTBEHHBIM mpenapar ObUI 3aperucTpUpOBAaH IO Npoueaype 'perucrpanus B
UCKJTIOUUTEIBHBIX CiTy4asx', HeOOX0IUMO yKa3aTh CIEAYIOIIEe YTBEPKICHHE:

<X coaepKuT To ke JEeHCTBYIOII[ee BELECTBO H JCHCTBYET TaK ke, KaK H "pepepeHTHbIH
JIeKapCcTBeHHBIH nipeniapat". PepepeHTHBIH 1eKapCcTBEHHBIH npenapat ObLT 3aperuCcTPUPOBAH
110 nponeaype "perucTpaquu B HCKIFOYHUTEIBHBIX CIy4asx". ITo 03Ha4aeT, 4To <BCJIEICTBHE
PeaKOH BCTpedaeMOCTH 3a00JIeBaHUA™> <H3 HAYYHBIX COOOPAKCHUH™> <HCXOJA H3 ITHIECKHX
coobOpaXkeHHui™>, Bce HeOOXOJIUMBIE CBEJCHHUA O pE(pepeHTHOM JIEKapCTBEHHOM IIperapare
MOJIyYUTh HEBO3MOXHO. {HauMmeHoBaHHE yIOJHOMOYEHHOTO OpraHa rocyJapcTBa — 4JIECHA
EBpasutickoro ’KOHOMHYECKOI'0 COI03a} €KerojHo OyJeT MpOBOJIUTH 3KCIIEPTH3Y JFOOBIX
HOBBIX CBEJIEHHH O peh)epeHTHOM JIEKapCTBEHHOM Mpernapare, a JaHHbIH JTUCTOK-BKJIAbIII
Oyner OOHOBJATbCA 10 Mepe HEeOOXOAHUMOCTH B COOTBETCTBHH C OOHOBJICHHAMH
JINCTKA-BKJIa/IbIIa PEPEPEHTHOIO JIEKAPCTBEHHOI O MPENapaTa™.

<[Ipourie HCTOYHUKH HHQOPpMAI[HH>

B nanubiil pasznen cieayeT BKIIOYUTH CChUIKM Ha JPYTHMe MCTOYHUKH MH(OpMaluH,
KOTOpbI€ MOTYT OBITh TMOJIE3HBl MALMUEHTY. OJTH HCTOUYHHKHA HH(GOPMALUU JOJKHBI
COOTBETCTBOBATh OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO Mpenapara U He JIOJKHBI HOCUTh
PEKIIAMHOTO XapaKTepa:

a) JaHHBIE O TOM, KaK MAaIMeHThl MOTYT MOJYYUTh JOCTYN K HHPOpMAIUU B
aNbTEpHATUBHBIX (popMaTax, TAKUX Kak Wpudt bpaitns, ayano, undpoBoil IUCK WA KpyHas
NevaTh JUCTKA-BKIA IbINA. DTH JaHHBIE YKA3bIBAIOTCS KPYIHBIM IIPUPTOM, YTOOBI AIIUEHTHI
C HapyILIEHHEM 3pEHHs] 3HAJIU O BO3MOXKHOCTH aJIbTEPHATUBHOrO (opmaTa MOIyUYEHUS
uHdopmaIuy;

0) cchllIKa Ha €IMHBIN peecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB:

<Iloapob6HbIe CBEIEHHA O JAaHHOM IIPEnapaTe CoAepKaTcsa B €IHHOM peecTpe> <Hmerorcs
Tak)ke CCbUIKH Ha JAPYTHE BEO-CaHThI IO PEAKUM 3a00JI€BAHUAM H BHAaM Je4eHH.> Bropas
4acTh JAaHHOTO OJIOKA MPUMEHUMA UCKITIOYUTENbHO K Op(paHHBIM MIpenaparam.



<JInucTOK-BKJIAJbIII JOCTYIIEH Ha <BCEX A3BIKAX I'OCYAapCTB — YICHOB EBpPa3HiiCKOro
9KOHOMHYECKOTO COK03a> B €JIHHOM PEECTPE 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
" Ha o(uOHATbHOM caiTe YMNOJHOMOYEHHOTO OpraHa (9KCIEpTHOH OpraHu3alni)
EBpazuiickoro 5kOHOMH4YECKOI'0 COr03a {CalT YMOJHOMOYEHHOTO OPraHa (CalT opraHU3aIHH)
s
Bce »Tu cBeneHus B HarneuaTaHHOM MaTepualie IOJDKHBI ObITh OTUYETIUMBO PA3IMYUMBbI U
JIETKO YATAEMBI.

(JIUHMS OTPBIBA UK OTPE3a)

J71st mapeHTepaibHBIX MPENapaToB U IPYTUX JEKaPCTBEHHBIX MPENapaToB, UCIIOIb3YEMbIX
MPEUMYIIECTBEHHO B JIeUY€OHO-MPODMIAKTUUYECKUX YUPEKICHUSAX, B HCKIIOUUTEIbHBIX
ClIy4asiX JJig SKCTEeMIOPAIbHBIX MpenapaToB (IIPU YCIOBUM YTO OHU MOKAa3aHbI IE€TSIM U IPU
OTCYTCTBHUU BO3MOXXHOCTH Pa3pabOTKH JIEKapCTBEHHOHN (OpMbl, moaxojasmet aetsMm (Ha
OCHOBAHUU CTPOTUX HAYyYHBIX OOOCHOBAHUWI)), B JaHHBIA pa3/iesl BKJIIOYAIOTCS TaKue
3HAUYUMBbIE JIJI1 MEIUIIMHCKUX PAOOTHUKOB MPAKTUUECKUE CBEICHUS, KaK MPUTOTOBJICHHE U (
WIM) paboTa C IpernapaToM, HECOBMECTUMOCTb, PEKUM JI03UPOBAHUS, NIEPEAO3UPOBKA, MEPHI
KOHTpOJIsI, JTabOpaTOpHbIC aHAIM3bI, TPH HEOOXOIUMOCTH, C TEPEKPECTHON CCHUIKON Ha
pasnen 3. B aTom cityuae paszen cieayeT HadaTh Gppa3on:

<Crnexyromiue cBeJACHHUA NPEIHA3HAYCHBI HCKTIOUYHTEIbHO JIIT MEAHITHHCKHX pAOOTHHKOB
>

Ecnu B ymakoBKy mpenrnonaraeTcsi BIOXKHUTh JOTIOJHUTEIbHYIO HAYUYHYIO HH(HOPMAITHIO
JUTSL METUIIMHCKUX PAOOTHUKOB, 3TO HEOOXOIMMO C/IENaTh CIEAYIOIIUM 00pa3oM:
a) BJIOKMB B YIIAKOBKY JIEKAPCTBEHHOrO Mpenapara MoJHYK OOILIYI0 XapaKTepUCTUKY
JIEKapCTBEHHOTI'O MpENapara B KAY€CTBE OTJAEIbHOIO TOKYMEHTA WIH
0) 100aBUB MOJHYIO OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mpernapara B KaueCTBE
OTPBIBHOTO pa3jiejia B KOHIE HANE€YaTaHHOIO JIMCTKA-BKJIAJbIIIA, JIJIS YETKOTO pa3esieHus
nH(popMaru AJ1s marueHTa oT HHGOPMaLUK 1J11 MEIUIIMHCKOTO pabOTHHUKA.
3agBUTENb JOJDKEH OOOCHOBATHh BKJIIOUEHUE MOJTHOW OOIIEH XapaKTepUCTUKH
JIEKApCTBEHHOTO Tperapara B YIAKOBKY M CHOCOO BKJIIOYEHHUS, a TAKXKE yKa3aThb B KOHIIE
JOTNOJIHEHHE 0€3 (PaKTUYECKOro MOBTOPEHUS IMOJHOIO TEKCTa OOWEHd XapaKTepHCTUKH
JIEKapCTBEHHOTO MIpernapara B MOCJIeIHENH peIaKIuu.
3asBUTENN JOKHBI BHUMATEJIbHO MPOAHATU3UPOBATH HEOOXOJIUMOCTh BKIIIOUEHUS
M01I00HOM Hay4YHOM MH(POPMAIIUU B YIIAKOBKY, C Y4€TOM CBOMCTB JIEKAPCTBEHHOTO Tpernapara
. Uadopmanus o 1ekapCTBEHHOM Ipenapare MpeICTaBIsIeTCs UICHTUYHBIM 00pa3oM Ha BCeX
A3bIKaX TOCYJapPCTB-YICHOB.

TpebGoBanus kK 0pOpMIIEHHIO TPOEKTA JTMCTKA-BKJIAIbIIIA

OO6mme TpeboBaHMS

Pasmep u opuenTtanus crpanuibl: hopmatr A4, OpueHTAIUS KHIDKHAS.

[Tons: mo 2 cm ¢ KaKI0M CTOPOHBI.



[pudt: Times New Roman, pazmep: 12 nrt, cTuiab 0OBIYHBIN, MEKOYKBEHHBINH HHTEPBAT
OOBIYHBIH, I[BET YepHBI. B Tabnuiax qomyckaeTcst HCIOJIb30BaTh MIPUQPT MEHBIIIETO pa3Mepa
. CHOCKH, TONHUCH K TpadukaM, JuarpaMMaM BBITIOJHSIFOTCS ¢ pazmepoM mipudTa 10 mT.

BripaBHuBanue: 3aronoBok "JIMCTOK-BKJIAIbI — HWHpOpMALUs I MalueHTta',
3arosioBku ("ToproBoe HanMeHOBaHKE, TO3UPOBKA, JiekapcTBeHHas (popma'; "JlericTBytomee
(ne) BemectBO (a):" pacmonaraloTcs MO IIEHTPY, BCE€ OCTaJIbHbIE 3arojOBKH U
MTOBECTBOBATEIIbHBIN TEKCT — MO IKPUHE.

WNurtepBanel: ab3annbiii orctyn 0 cM, MEXCTPOUYHBIM MHTEPBAJI OJAMHAPHBINA, HHTEPBAI
MeXay ab3amamu 6 NMT, HUHTEPBAJI MEX]Y 3arojOBKOM M TEKCTOM — CM. MH(OpMalHio 1Mo
0(OPMIICHUIO 3aTr0JIOBKOB HUKE, HHTEPBAJI MEXIY CUMBOJIaMU (KEPHUHT) — 4YTOOBI N30€KaTh
pPa3pbIBOB B TEKCTe. B HEKOTOpBIX cllyyasix CileAyeT MPUMEHSTh Hepa3pbIBHBIM mpoden (
HanmpuMep, MEXAY YHMCIaMHU M OTHOCSIIUMHUCS K HUM EIUHULAMU U3MEPEHUS, MEXKITY
3HakaMu %, Ne 1 oTHOCSIIIMMUCS K HUM LM(ppaMu) U HEpa3pbIBHBIN Aeduc.

Hymepanus cTpaHui: HyMEPYIOTCS BCE CTpaHMLbI Kpome nepBod. Homepa crpanun
IIPOCTABIISAIOTCS apaOCKUMK UppamMu 0e3 TOUKU B CepeIMHE HIKHETO KOJOHTHUTYJIA.

TpeboBanus K 0POPMIICHHUIO 3ar0JIOBKOB

3aronoBok <JIMCTOK-BKJIAIBIII — I/IH(bopMauI/Iﬂ IJI <maiueHTa> <HOTp€6HTGJ’IH>>
opopmisieTcss CTPOUYHBIMM OykBaMH (KpoMe MEpBOM), CTHIb WIPUPTA MONLYKUPHBIH,
MHTEpBaJIbI 12 NT nepes 3aroa0BKOM U 6 IIT TIOCJIE 3ar0JIOBKA.

3aronoBok <ToproBoe HaMMeHOBaHUE, JO3UPOBKA, JiekapcTBeHHas: hopma> opopmiasieTcs
CTPOYHBIMH OyKBaMH (KpOMe MEpBOil), CTUIIb MIpU(Ta MOTYKUPHBIH, pasmep mpudTa 12 T,
MHTEpBaNIbI 12 NT Mepe]T 3aroJIoBKOM U 6 MT MOCie 3arojoBKa.

3aronoBok <JlelcTByromiee (ue) BemecTBO (a): {meicTByroliee BEIECTBO |>
opopMIIIETCS CTPOYHBIMU OyKBaMu (KpoMe IMepBOM) CTUb mpudTa OOBIUHBIN, pazmep
mpudTa 12 nt, uaTEpBaIbl 6 OT NMEpes] 3aroJoBKOM U 12 OT nocie 3arojioBKa.

[lepBoe mpeasoxenue oOUed MpeAyNnpeauTeNbHON HHPOPMALUK AJis MalHeHTOB
opopmisieTcss CTPOUYHBIMM OykBaMH (KpoMe MEepBOM), CTHIb WIPUPTA TONLYKUPHBIHU,
MHTEPBAJbI 12 0T nepes 3aroJloBKOM U 6 T MOCIIE 3ar0J0BKa.

3aronoBok "CojepxkaHue JTUCTKa-BKIaAbIIIA" 0QOpMIIIETCS CTPOUHBIMU OyKBaMH (KpoMe
NepBOM), CTUIIb MIpUPTa MOTYKUPHBIN, HHTEpBaJIbI 12 OT mepe 3arojioBKOM U 6 MT mocie
3aroJioBKa

3aroJIoBKM paszziesioB 0pOPMIISIOTCS CTPOUYHBIMU OyKBaMH (KpoMe€ MEPBOM), CTHIIb
mpudTa MOTY>KUPHBIA, UHTEpPBaJIb 12 NIT Iepe1 3aroJI0BKOM U 6 IIT MOCTIe 3arojioBKa.

3arojioBoK HyMepyeTcsi apadckumu Iudpamu mno nopsaaky (B ¢opmare 1., 2. u T. 1).
Mex 1y HOMEpPOM U Ha3BaHUEM pa3zjiesia IPUMEHSITh HEpa3pbIBHBIN MPOOeEI.

3aroJIoBKM MOJApa3eyoB (3aroyIOBKH) OQOPMIISIOTCS CTPOYHBIMH OyKBamMu (Kpome
nepBoil), cTuiab mpudTa NOJYyKUPHBIA, 0e3 Hymepauuu. B KOHIlE 3aroJIOBKOB TOUKH HE

CTaBATCs.
MMPHUJIOXKEHUE Ne 17



K TpeOoBaHMSIM K MHCTPYKIHH TIO
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TIpenapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Jyisi MeJJUIIHHCKOTO
NPUMEHEHHS

Cnocka. IIpunoxenue 17 ¢ n3mMmeHeHneM, BHECEHHBIM pemieHnem Cosera EBpasuiickoit
sKoHOMHUYECcKOM komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy IO UCTEYEHUHN 6 MECSIIEB C
JaThl €ro O(UIIUATIBHOTO OMMYOIMKOBAHUS).

ITPABHJIA
obecmeueHns y10609MTaéMOCTH JIHCTKA-BKJIaJbIIIa H MApPKAPOBKH

1. O6mue monoxeHus

Cnocka. Paznen 1 penakuuu pemenus Coera EBpa3uiickoil 95KOHOMUYECKONH KOMUCCUU
oT 21.02.2025 Ne 18 (Bctymnaet B cuiy o ucredeHur 30 KaJeHJApHBIX JHEU C JaThl €ro
Oo(pHUIIUATIEHOTO OITyOIMKOBAHUS).

NHCTpyKIMS MO MEAUUMHCKOMY IPUMEHEHMIO JIEKapCTBEHHOTO mpenapara (
TUCTOK-BKAaAbI) (nanee — JIB) mpenna3znauena st mamueHTa (morpeduTesns). XopoIiio
COCTaBJICHHBIM M YETKO H3JI0XKeHHbIN JIB mo3BoiseT MakCuMaabHOMY KOJUYECTBY JIOJEH
BOCITOJIb30BaThCS 3TOW MHGOpPMAIMEH, BKIIFOYast ATl CTapIIero BO3pacTa, U MOJPOCTKOB,
MaJIOTPAMOTHBIX JIMIl U JIMI C HapylleHueM 3peHus. UToObl Au3aiiH MO3BOJISLT JIETKO
opueHTHpoBaThcss B JIB m obecmeumBan OOCTYMHOCTh WH(OpManuu, mpu BBIOOpE
¢upmennoro ctuis JIB nmomyckaercs oOpalieHue KOMIIAHUM K CHEUHAIUCTaM IO
MH()OPMALMOHHOMY JHM3alHY.

Hacrosiue [IpaBuiia conepxar ykazanus 1o coctaieHuto JIB, obecneunBaromme ero
y1000YUTAEMOCTb.

2. Kernp u rapuutypa mpudTra

Crnenyet BbIOMpPATh TAPHUTYPY, KOTOpast Jerko ynutaercs. CTUIM30BaHHbIE TAPHUTYPHI,
KOTOpBIC TPYAHO YUTaTh, UCIIOJIH30BATh HE ClieyeT. BaxkHO BHIOpAaTh TaKyl TapHUTYPY
mpudTa, B KOTOPO Takue cxoxkue OyKBbl U mUPpbI, Kak "s1", "1", u "1" MOXHO Jerko
OTJIMYUTH JIPYT OT Apyra.

Kernp mpudra nomkeH ObITh Kak MOXXHO OOJIBIIMM, YTOOBI MOMOYb YUTATEINIO.
MuHuMalbHBIM cuMTaeTcst pa3mep kerib 8 nT wpudt Times New Roman 6e3 kypcusa ¢
MEXyCTPOYHBIMU MHTEpBajaMU, PaBHBIMU MO MeHbIed mepe 3 MM (mist JIB, kotopsrit
OyJeT BKJIQJbIBaThCSl B MHAMBUIYAJbHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpenapara).

JIns BbIIIEIEHUST KIIFOYEBBIX CBEJICHUI U COJIEUCTBUS OPUEHTUPOBAHUIO B pa3/ieliax TEKCTa
CJIeIyeT MOJb30BATHCS PA3IMYHBIMU pa3MEPAMH TEKCTa (HalpuMep, B 3aroJIOBKAXx).

Ecnu nekapcTBeHHBIN mpenapaT NPUMEHSETCS TPpU 3a00JI€BaHUSAX, COMTPOBOKAAIOIIUXCS
HapylUIEHUEM 3peHUs1, HE0OOXO0IUMO UCIIOJIb30BaTh O0JIee KPYIHbIN MpPUPT.



He cnenyet 310ynoTpe0iasaTh UCIOIB30BAaHUEM 3aryIaBHBIX OYKB. st KpymHBIX OJIOKOB
TEKCTa CJeAyeT UCIOJIb30BATh CTPOUYHbIE OYKBbI. TeM He MeHee, UCI0Ib30BaHNUE 3ariaBHBIX
OYKB I1eJ1eco00pa3Ho /I pAaCCTAHOBKH aKI[EHTOB.

He cnenyer ucnonb3oBaTh KypcUB U MOJYEPKUBAHUE, TTOCKOIBKY OHH 3aTPYIHSIOT
YUTATEI0 pacrno3HaBaHue (Gpopmel ciioB. OHAKO JUIsl YKa3aHUsl JIATHHCKUX TEPMHUHOB KYypCHB
JOMYCTHUM.

3. JluzaiiH 1 pacnojoxeHne nHpopMauuu
Hcnonp30BaHue BBIPOBHEHHOTO MO IIUPUHE TEKCTA, KaK MPABUJIO, HE Oy CKAETCH.

JIOJKHBI YETKO MPOCIEKUBATHCS MHTEPBAIBI MEXIY CTpOKaMU. MeXCTpOYHbIE
WHTEPBAJIb — BXXHBIA (haKTOp, BIMSIONINNA HA MOHUMaHUE TekcTa. [lo oOumuM mpaBuiam
MEKCTPOUHbIE MHTEPBAJIbI 10 BO3MOXHOCTH HE JOJKHBI OBbITh MEHBIIE YE€M MOJyTOPHBIN
pa3Mep UHTepBasia MeXly OyKBaMU B CTPOKE.

BaxxHbIM sIBISIeTCS HAJIM4YKE KOHTpAacTa MEXAy TeKCToM U (hoHoM. ClielyeT yUUThIBATh
Takue (PaKkTopbl, KaKk IJIOTHOCTh OyMmaru, pasmep, uBeT Oymaru u Tekcra. HeOoisbuioi
KOHTPACT MEXJy TEKCTOM M (OHOM OTPHUIATENIBHO CKa3bIBAETCS Ha JTOCTYIHOCTH
uH(popmanuu. 3a TEKCTOM He CIeAyeT MoMelmaTh (POHOBbIE N300paKeHUs], TOCKOJIbKY OHH
MOTYT CHUXaTh Y€TKOCTh MH(OpPMAIUU U 3aTPYIHATH €€ MIPOUTEHUE.

dopmMar TeKcTa ¢ HECKOJbKUMHU KOJIOHKAMU MOKET CIIOCOOCTBOBAaTh 00JIETYE€HUIO
OpPUEHTHPOBAHUS yuTarouero. Paccrosuue Mexay KOJIOHKaMU JIOJKHO OBITh JOCTAaTOYHBIM
JUISL TOTO, YTOOBI HaJJIeKaIUM 00pa3oM pa3feiauTh TeKCT. Eciu mMecTo orpaHuyeHo, s
pa3ieneHns TEeKCTa JIOMyCKaeTcsl HCIOJb30BaTh BEPTUKAIBHYIO JHHUIO. CXOXYIO
uH(opMaIuio CcleayeT YKas3blBaTh IOCJIENIOBATEIbHO, YTOOBI CTPOKHM TEKCTa JIETKO
MEPEXOAUIN C TEKYIIEW KOJOHKU K clienyromei. Ciaeayer paccMOTPETh BO3MOKHOCTD
UCIIOJIb30BaHuUs a1bOOMHON OPUEHTALIMU TEKCTA, IOCKOJIBbKY 3TO MOYKET IIOMOYb ITallUEHTaM.
Ecnu npencraBnen JIB Ha pa3HbIX fA3bIKaX, HEOOXOIMMO YETKO pa3leiauTbh S3bIKU;
uH(dOpMaIUs Ha pa3HBIX SA3bIKAX JOJKHA OBITh UACHTHYHOM.

4. 3aronoBku

Cuocka. Pasgen 4 ¢ usMeHeHueMm, BHeceHHbIM pemieHuem CoBera EBpasuiickoi
skoHOMHUYeckor komuccuu ot 21.02.2025 Ne 18 (Bcrymaetr B cuiy mo ucredeHuu 30
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaIBLHOTO OMYyOJIMKOBAHMUS).

BaxHbIM 3J€MEHTOM SIBJISIFOTCS 3arOJIOBKH, KOTOPBIE MOTYT MOMOYb IMalUEHTaM
OpUEHTHPOBATHCS B TekcTe. CrneqoBaTeabHO, MOMYKUPHBIA WPU(T U (WIH) APYroll LBET
3aroJioBKa BhIACNAET 3Ty uHpopManuu. Paccrosnue no u mocie 3arojoBkoB B JIB gomkHO
OBITh OJWHAKOBBIM. [l ymoOcTBa uwMTaTeNsl 3arojiIOBKM OJJHOTO pa3Mepa CleayeT
MCIIOJB30BaTh IOCJIEIOBATENBHO (HYMEpPOBAaHHBIE M HEHYMEPOBAHHBIE CIIMCKH, IIBET,
OTCTYIIbI, TAPHUTYPA, pa3Mep, U Kerib mpudra).

K ucnonbs30BaHu0 OOJBIIOIO KOJIMYECTBA 3ar0JIOBKOB PAa3HOIO pa3Mepa clielyer
MNOJAXOJUTh C OCTOPOKHOCTHIO, MOCKOJIBKY HCIOJIb30BaHUE MHIpudTa pa3HOro pasmepa
3aTpyAHSET OPUEHTUPOBAHUE YUTATENsl B TekcTe. OgHAKO IpU HEOOXOIMMOCTH JAOBEICHUS



CIIO)KHOW HHQOpMAIIUU MOXKET MOTpeOoBaThCs OOJbIIEe KOJIUYECTBO Pa3MEPOB TEKCTa
3aroJIOBKOB.

B kaudecTBe MHCTpyMEHTa OPUEHTHPOBAHUS BO3MOXKHO HCIOJIb30BaHUE JMHUM,
Pa3IeAIONIUX PAa3IMYHbIC Pa3/Iesibl TEKCTA.

JIB cocraBnsiercs Ha ocHoBanuu OXJIII u momkeH BKIOYATh B ceOst mH(MOpMAIHIo,
yKa3aHHYIO B nojpasnaenax 4.2. — 4.8 npuioxxenus Ne 12 k TpeOOBaHUSIM K HHCTPYKIIUH T10
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHOTO IMperapara M OOIIel XapaKTepUCTHKE
JIEKapCTBEHHOTO Mperapara Jyuisi MEAUIIMHCKOTO MpUMeHeHus. Hampumep, npu oTCyTCTBUU
nH(OpPMAITUU O BCIIOMOTATEIHHBIX BEIIECTBAX C U3BECTHBIM BIIMSHUEM Ha OPTaHU3M, JaHHBIH
pasnaen JIB MoxeT ObITh UCKITFOUCH.

5. IIBet nevatu

JlocTymmHOCTh HH(OPMAIIUH OTIPEEISIETCS HE TOIBKO pa3MepoM mpudTa, KOTOPHIM OHA
Haneyatana. CUMBOJIBI MO>KHO HareyaTaTh B OJTHOM MJIM HECKOJIBKUX I[BETaX, YTO MO3BOJIAET
YETKO OTIUYUTH X OT OCTAIBHOTO TeKcTa. Vcmonb3oBanue mpudra pasHOro pasMepa Uiu
[[BE€Ta — OJIMH U3 CIIOCOOOB MpHAAHUS 3arojoBKaM WIIM JAPYrod BaKHOW HHGOpMaLUH
OoJiblIIel BBIPA3UTEIIHLHOCTH.

CoueTaeMOCTh MCTIOIB30BaHHBIX IIBETOB BakHA TaK e, Kak U caM 1BeT. Kak mpasuio,
TEMHBIH TEKCT JO/DKEH OBITh HarleyaTaH Ha cBeTJIoM (oHe. OqHAKO B HEKOTOPHIX CIydasXx,
Hanmpumep, Ui BBIACICHUS OMPEACICHHBIX MPEAyNPEXKICHUN MOXKHO HCIOJIH30BaTh
oOpaiieHre 1BETOB (CBETIbIM TEKCT Ha TeMHOM (oHe). B Takux ciyudasx HeoO0XoauMo
TIIATEILHO OTCJICKUBATh KAdeCTBO TMEYaTH, ITOCKOIBKY MOXKET MOTpeOOBaThCA
UCIOJIb30BaHUEe 0oJiee KPYMHOTO pazMepa mpudTa Wiau BBIICICHUE TEKCTa MONY>KUPHBIM
mpudTom. He craeayer ucmonp30BaTh CXOKHE IBETA VIS TEKCTa U (POHA, MTOCKOJBKY B 3TOM
cily4ae CHIKaeTcs pa300punBOCTh TEKCTA.

6. CuHTaKkcuc

HexoTopsie m0AM MMEIOT TUIOXHE HABBIKM UYTCHUS WIU TIJIOXO pa3OouparoTcs B
MEIUITMHCKUX BOIPOCAX, TO3TOMY HEOOXOIUMO HMCIOJIb30BaTh MPOCTHIC MOHSATHBIC CIIOBA C
HEOOJBIITUM KOJTMYECTBOM CJIOTOB.

He pexomeHyeTcs MCnoyib30BaTh JUIMHHBIE MpeEIoKeHus. [[MMHHOE MpeaiokeHune
1esiecooOpa3Ho pa3duTh Ha 2 MPEAJIOKEHUS, OCOOCHHO €CIU OHO COJIEPKUT HOBYIO
uHdOpMaIHIo.

I'pomo3nkue ab3anbl MOTYT BBOJUTH 4YUTaTENed B 3a0iyKJeHHUE, OCOOEHHO TpHU
WCIIOJIb30BAHUH JITMHHBIX TMPEIVIOKEHUN TPU YKa3aHUM HEKeJaTelIbHBIX peakuuil. bonee
MOAXOAIINM B TaKUX CIy4asX SBIISICTCS HCIOJb30BaHWE HEHYMEPOBaHHBIX CIHUCKOB. 1o
BO3MOKHOCTH PEKOMEHTyeTCs HICTIONB30BaTh HE OoJiee 5-6 MO3UIUi B CITHUCKE.

[Ipu ykazaHuu HexenaTeNbHBIX peakuid 0COOEHHO BAXKHO OINPENEIUTh MOPSIOK UX
MePEUNCIICHNUs, YTOOBI cIeNaTh NH(DOPMAITUIO JIJIs TAIMEHTOB (TIOTPEOUTENeH ) MaKCUMATHHO



none3Hoi. C 1enbio JOBENEHUA JO MalMEHTOB (moTpeduTteneil) ypoOBHS pHCKA
HEXKeNaTeNbHBIX peaklHi, Kak MNpaBWIO, WX PEKOMEHIYETCS YKa3blBaTh B TMOPSIKE
YMEHBIIIEHUS YaCTOTHI BOSHUKHOBEHHUSI (HaYMHAsI C HAMOOJBIIIEH 4acTOTHI).

['pagarus 4acToThl H0MKHA OBITH OOBSICHEHA TaKUM 00pa3oM, YTOOBI OBLIO MOHSITHO
NaureHTaM (MoTpeOUTeNsIM), HapuMep, "odeHb yacTto — Oonee yem y | manuenta u3 10".
OnHako MpU HAJTUYUU CEPHE3HOM HEXKeNaTeNbHOW peakiuu, KOTopas TpeOyeT MPUHSATUS
MalKreHToM (MoTpeOuTeNeM) HEOTI0KHBIX MEp, €€ CIAEAYET BhIICIUTh U TIOMECTUTh B HAYaJI0
pazaena JIB, HE3aBUCUMO OT €€ 4YacTOThl. YKa3aHHE HEXKEJNATEJIbHBIX PEaKIUU 10
CHUCTEMHO-OPTaHHBIM KJIacCaM HEe PEKOMEHAYETCs, TOCKOJIbKY MalUEeHTHI (MOTPEOUTENH ), KaK
MPaBUIIO, HE 3HAKOMBI C ATOU Kilaccuukaiumen.

7. CTiib

B npeayioxkeHusix peKOMEHAYETCsl UCHO0JIb30BaTh AKTUBHBIN (I€MCTBUTENBHBIN) 3aJ10T
BMECTO ITACCUBHOTO 3ajiora. Hanpumep:

"mpumuTe 2 TabneTKu" BMECTO "HOHKHO OBITh MPUHATO 2 TAOJIETKU";

"BBI TOJDKHEL. .." BMecTO "HE0OX0oamuMo...".

[Ipu ykazaHuu namueHTaM o NpeAnpUHUMAEMbIX JEUCTBUSAX HEOOXOAUMO YKa3bIBaTh UX
npuunHy. CHavalia HeOOXOUMO JaTh MHCTPYKIIMH, 3aTeM WX O0OCHOBaHHWE, Hampumep: "
€CJIM Y Bac acTMa, COOJII0JaliTe OCTOPOIKHOCTD MPHU MPUMEHEHUU TIpernapara X, MOCKOJIbKY OH
MOXET BbI3BATh MPUCTYI".

BwmecTo noBTOpeHUsI TOProBOro HAMMEHOBAHMS IIpenapara CleayeT yKa3blBaTh ''Mpernapar
, JaHHBIW Mpemnapar” u T. 1., €CJIU U3 KOHTEKCTa MOHITHO, YTO UMEHHO OH UMEETCS B BUJTY.

[To BO3MOXHOCTH HE CIIeyeT UCIOIB30BaTh a00peBUaTyphl U cokpaienus. [Ipu nepsom
YIIOMMHAHUM B TEKCT€ MX HEOOXOAMMO MOJHOCTHIO pacimudpoBars. Ciaenyer uzderaTth
MCIIOJb30BAaHMUSI MAaTEMaTHYECKUX CHUMBOJIOB (HAMpUMep, > WIH <), €CJIU OHHU IIJI0XO
MMOHUMAEMBI.

MenuuuHCKHE TEPMUHBI CIEAyET NEPEeBECTH Ha IMOHSATHBIA MAlMEHTaM SI3bIK.
HeoOxomumo coOIFOCTH TPEEMCTBEHHOCTh OOBSICHEHUSI TEPMHUHOB, TMPHUBOJAS CHadayia
HenpodeCCUOHAbHOE OMKMCAaHUE, a 3aTEM COOTBETCTBYIONUNA METUIIMHCKUN TepMHUH. B
nocienyrieMm, o Bcemy tekcry JIB mns goctkeHus yao004MTaeMOCTH JIOMYCKAaeTcs
UCIIOJIb30BaTh HauOoJyiee MOAXOASIIUMNA W3 TEPMUHOB (HENpo(ecCHOHANbHBIN WU
meauinuHckuit). Heo6xoqumMo yoenuTbesi, 4TO MCHOJIb3yeMass TEPMHUHOJOTUST (HOPMUPYET
HACTOPOKEHHOE OTHOIIEHHE YMTATeNsl KO BCEM BaXHOW 1Jig1 HEero uHpoOpMaIlUU U
MPEACTABISET JOCTATOYHO MOAPOOHYI0 MH(OPMAIIUIO O TOM, KaK Pacro3HaTh BO3MOYKHbBIC
HEeXXeJaTeIbHbIE PEaKIMU U IPUHATH HEOOXO0IUMbIE MEPHI.

8. bymara

bymara nomxHa OBITH JOCTATOYHO MJIOTHOM, YTOOBI CHU3UTH MPO3PAYHOCTb,
3aTPyAHSIONIYIO0 YTEHUE, OCOOEHHO TP HEeOOIbIoM pasmepe mpudra. [sHIIeBas Oymara
OTPAXKAET CBET, U TEM CAMBIM 3aTPYAHSET YTEHHE, IO3TOMY PEKOMEHAYETCS UCIOIb30BaTh
MaToBYIO Oymary.



Heo6xoaumo yoeauThes, uTo npu crudanuu JIB u3moM He cHIKaeT yao004ynTaeMoCTh
uHpopmanuu.

9. Ucrnionb30BaHUE CUMBOJIOB M IUKTOTPamMM

Jlomyckaercsi UCIOJIb30BAHUE M300paKeHUN, MUKTOTPAMM M JIPYTUX rpadUuecKux
AJIEMEHTOB, OOBACHSIONIUX CMBICT HHPOPMAIUU, OJHAKO OHU HE JOJKHBI HOCHUTH
peknamMHblil xapakTep. CHUMBOJIBI U MUKTOTPaMMbl MOTYT OBITh IOJIE3HBI, €CJIM 3HAUYECHUE
CMMBOJIa TMOHSTHO, a pa3Mep rpaduyeckoro sjaeMeHTa yaoOouutaem. UMx cruegyet
WCIIOJIB30BaTh JIMUIb JUISL YJIy4YIIEHUs OPUEHTALWH, IOSCHEHHUS WM BbIJICICHUS
ONpEJIEICHHBIX aCIIEKTOB TEKCTa, OHU HE JOJIKHBI 3aMEHATh TEKCT. MoKeT noTpedoBaThCA
NOJATBEPXkKACHHE, 0OOCHOBBIBAIOLIEE, YTO UX 3HAUYEHHE B IEJIOM XOPOIIO MOHUMAEMO, He
BBOJIUT B 3a0JlyXJeHUE U HE cOMBaeT ¢ TOJKy noTpedurtend. [Ipm Hanmuum kakux-nmmdo
COMHEHUUM OTHOCHUTEJIbHO 3HAYEHUS OIPEACICHHOW NUKTOIPAaMMbl, OHA IPHU3HAECTCA
Henoaxoasameil. Heobxonumo coOmtonate 0coOyr0 OCTOPOXKHOCTh INPU IEPEHOCE U
HCIOJB30BAHUM CHUMBOJIOB B JAPYTHX S3BIKOBBIX Bepcusx JIB, NOCKONBKY MOXKeET
HoTpeOOBATHCS TONOJHUTENIBHOE TECTUPOBAHUE TIOTPEOUTENEH.

10. lonoaHUTEIbHBIE CBEICHUS

10.1. AccopTumeHT npenapara.

Heo6xonumo, kak mpaBHIIO, COCTaBIATh OTAEAbHBIN JIB Ha KaXayr AO3UPOBKY U
JIEKapCTBEHHYIO (pOpMYy JIeKapCTBEHHOTro mpernapata. OJHAKO TOCyAapcTBa-ujIeHbl MOTYT B
UHIMBUAYAIBHOM IIOPSAKE Ppa3pelIuTh MCIOJIb30BaHME €IMHBIX JIB mid pasnmyHbIX
NO3UPOBOK M (MJM) JIEKapCTBEHHBIX (QopMm (Hampumep, TaOJETOK M Karcyn), €ciu
JOCTUKEHHE PEKOMEHAYEMOM J103bl TpeOyeT KOMOMHUPOBAHUS Pa3/IMYHBIX JTO3UPOBOK WIIU
€CJIM 1032 B 3aBUCHUMOCTH OT KJIMHUYECKOI'O OTBETA KAXbIM I€Hb MEHSAETCS.

B03MOXHBI IPOCTBIE CCHUIKM HA JAPYTUe TO3UPOBKHU U JIEKAPCTBEHHBIE (DOPMBI TOTO K€
npenapara, €ciii OHM HeoOXoauMbl Juis Tepanuu. Hampumep, HelomycTMMa CChUIKA Ha
APYTYIO0 TO3UPOBKY WM cchlika B JIB Ha Tabnerky, HEe MOAXOASILYIO ISl IPUMEHEHUS Y
JETEN, HAa HaJJMYue pacTBOpa I pUeMa BHYTPb, IPEIHA3HAYEHHOIO JUUIS [IPUEMA JIETbMH.

10.2. ITpenapaThl, BBOAUMBIE METUIIMHCKUM Pa0OTHUKOM WM IPUMEHSEMBIE B YCIOBUSIX
CTal[MOHapa.

B xonue JIB npenapara, BBOIUMOTO MEIULMHCKUM PAOOTHUKOM, MOKHO MPHUBECTU
cegenus u3z OXJIII (manpumep, cBeleHUs MO MPUTOTOBICHHUIO U IPUMEHEHHIO), B BUJE
OTPBIBHOM 4acTH, OTHAENIIeEMOMN 10 nepenaun JIB manueHty. B kadecTBe allbTEPHATUBHOTO
BapuaHTa B Nauky BMecTe ¢ JIB MoxHO BiIoxuTh osiHyro OXJIII.

Jli1st mpernapaToB, YyIIaKOBKa KOTOPBIX MpeIHAa3HAUEHA JUIsl HCIIOJIb30BAHMS B CTallMOHape (
T. €. YINakoBKa cojepkuT Oonee 1 ¢makona), mo 3ampocy cienyeT HpeaoCTaBIsTh
nomnonHuTenbHble JIB (B AomonHEHWE K BIOKEHHOMY B mauky JIB), yToObl obGecneduTs
Ka)KJIOT0 Tal[MEHTA, MOJIYYaroIEero npenapar, noJaHol napopmanuen.

11. Hla6nousr JIB



Bocnonbs3oBaBuiuch mpeAcTaBIeHHBIMA B MpuiiokeHUsax Ne 4 u 5 k TpeOoBaHUSIM K
MHCTPYKIIMU 1O MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO IMpemnapara u oOuen
XapaKTEPUCTHUKE JICKAPCTBEHHOTO MperapaTa i MEIUIIMHCKOTO TPUMEHEHHUS abIoHaMHU,
JEPAKATEIIN PETUCTPALMOHHBIX YAOCTOBEPEHUMN JOJKHBI CBEPCTATh OKOHYATEJIbHBIA TEKCT B
COOTBETCTBYIOIIHE IMOTHOIBETHBIC MaKeThI Wi 00pasisl JIB. [Ipu aToM 3asBUTENIAM ClieyeT
YUUTBIBATh, YTO UCIIOIB30BAHUE ATOTO I1abJI0Ha camo 1o cede HEJ0CTATOUHO, U TOTpedyeTCs
MPOBEACHNUE KOHCYJIBbTALUM C LEJIEBBIMU IPYIIaMUA HAlMEHTOB, UCIOIb3YS MOJTHOLBETHBIN
MakeT uiu obpazer] JIB B coorBeTcTBuM ¢ nipuinoxeHueM Ne 3 k TpeOOBaHUSIM K HHCTPYKITUU
0 MEAUIMHCKOMY MNPUMEHEHHUIO JEKapCTBEHHOTO Mpernapara M OOIIel XapaKTEepUCTHUKE

JICKApCTBCHHOI'O IIpCIiapara JJIisi MCOAUIIUMHCKOI'O IIPUMCHCHUA.

MMPHUJIOXXEHUE Ne 18
K TpeOOBaHMUSIM K MHCTPYKLIUH 1O
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa u oouiei
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MeJULIUHCKOTO
TIPUMEHEHHS

KPUTEPUN
Ka4eCTBa JIMCTKA-BKIA/ILIIIA

Cnocka. IIpunoxenue 18 ¢ usmMeHenreM, BHeCEHHBIM penieHremM CoBeta EBpaszuiickoit
skoHOMHUUYECcKOoM komuccuu oT 21.02.2025 Ne 18 (BctymaeT B cuiy mo ucreueHuu 30
KJICHAAPHBIX JHEH ¢ JaThl €ro opUIMaIbHOT0 OMyOJIUKOBAHUA).

ITokazaTtenn Bamn
WHaukaTopsl, XapaKTepU3yoI#e Iporece

1. TloarBepxjaeHue mpuBICYEHHS K pa3zpaboTke

MMalMEHTOB:
€CTb OATBEPKIACHHE 1
HET MOJATBEPKICHUS 0

2. TloxTBepXkaeHHE TOTO, YTO YYTEHBI HMOTPEOHOCTH
0COOBIX TPYHIT MAIUCHTOB:

00CYX/IeHUE B 0COOBIX TPYIIIaxX MPOBOIAMIOCH 1
00Cy K IIeHHE B 0COOBIX TPYIIIax He TPOBOIUIOCH 0

3. Ilonbp3oBaTenbckoe TECTHUPOBAHUE MPOBEACHO (

COKpAIIICHO):
Ia 1
HET 0

HHZ[HK&TOPBI, XaPAKTCPU3YIOIIUEC JINCTOK-BKJIAABIIIT

A. OuneHka mojaadyd MaTrepuana: yao004YuTaeMOCThb
TEKCTa U JIETKOCTh HaBUTraiuu |

Al. Beibop mpudra, KeTiip ¥ TapHATYpA
YEeTKUI U y1000UNTAEMBbIi TEKCT 1

Tr00kIe 3aTPyAHCHUS TPU IPOYTCHUN 0



A2. HcnonwszoBanue mpu oQGOpMIIEHUH TeEKcTa
3arjaBHBIX OYKB, KypCHBa, TOMYEPKUBAHMS, PAMOK H T.
I.

OTCYTCTBHUC HCHAJICKAIIETO NCIIOJIB30BaHUA

ar000e HEHaaNexallee HCIO0Nb30BaHUE TaKOIro
odopmIeHUs

A3. KoHTpact MeXIy TEKCTOM U ()OHOM, I[BET
XOPOIIMI KOHTPACT

MJI0XOM LIBETOBOW KOHTPACT

A4. ®opmaTtupoBaHHE U MEXCTPOUHBIN HHTEPBAI
HaJJIeKalllee UCIIOIb30BAHNE HHTEPBAJIOB
YIUIOTHEHHBI TEKCT

A5. Mcnons30BaHuE KOJOHOK, 0OOCHOBAHHE M JIMHA
CTPOK, TIPEIJIOKEHUH 1 ab3a1eB

HET CJIy4acB HCHAAJICKAIICTO TPUMCHCHUA

HaJIMYHE XOTS OBl OQHOTO cJiydasi HEHaJIC)KaIIEro
IMPUMEHCHUA

A6. Mcrnioap30BaHNe 3ar0J10BKOB

HCIIONIB30BaHUE II0/13aT0JIOBKOB  (IOTIOJIHUTENBHBIH
OoHyCHBIM 0annm 3a dYEeTKOe M OCMBICICHHOE
UCIOJb30BaHUE 3aroJIOBKOB, CIIOCOOCTBYIOLIMX
HABUTAIUH )

HUCIIOJIB30BAHUEC TOJBKO OCHOBHBIX 3aroJOBKOB
mabJioHa JIMCTKa-BKJIaabIIIa

A7. Vicnionp30BaHne CUMBOJIOB U H300paKEeHUI

HaJJIeXkKallee HMCIOJHEHHE  (IOMOJHUTEIbHBIN
OOHYCHBIH 0amni, eciau UMeeTCs Haiexaliee
060CHOBaHI/Ie ux HpI/IMeHeHI/ISI HIn HpI/I HaJIM4Ynuun
YETKHUX TpaGUUSCKIX HHCTPYKIUH IO MPUMEHCHHUIO)

HEHa/IJIeKaIee NCIOTHEeHne 0e3 ydera motpeOHocTei
MMALMEHTOB

b. Ouenka copepxumoroS

bl. Vka3zaHuss HCTOYHHUKOB JONOJHUTEILHOU
nHpOPMALINH:

HaJIMYue CChUIOK;
OTCYTCTBHUE CCBIJIOK.

B2. Ykazanue Ha HaTM4KE aTbTCPHATUBHBIX (JOPMATOB:
HaJIM4He yKa3aHUS,

OTCYTCTBHUE YKa3aHUSI.

Bb3. Hcnonb3oBaHWE MNOHSTHBIX TEPMUHOB BMECTO
MEIUIUHCKOW TEPMUHOJIOTHH:

MNPEUMYIICCTBEHHO IMOHATHBIE MPOCTHIM JIIOAAM
TCPMUHBI;

COXpaHCHUE MEIUITMHCKON TEPMHUHOJIOTUH.

b4. Bxirouenune 3arojioBKOB:



HaJIMYKe 3ar0JI0BKOB; 1
OTCYTCTBHE 3aTr0JIOBKOB. 0
Bb5. BxmroueHue cBeieHuil 0 nosb3e:

HaJUIeXAIINEe CBEACHHS O TIONb3E; 1
OTCYTCTBHUE CBEJICHUH O MOJIb3E. 0
b6. I'pynnupoBka HexXenaTeNbHbIX PEAKIIHi:

yKazaHue TMOpsAKa HeXelaTeIbHBIX peakifii, Koraa
HEXeJlaTebHbIE PEaKIHU CIEAYIT MepBbIMU (
JIOTIOJTHUTENEHBIN OOHYCHBIA Oayun 3a BbIICICHHE |
KITFOUCBBIX HEXKCIATEIBHBIX pPeaKIHid, TPEOYIOUIIX
TIPUHATHS MEp);

MOJIHOE OTCYTCTBHE TIpajallud HeXXelaTeIbHBIX
peaxiuii;

HCIIOJIB30BAHUE CUCTEMHO-OPTaHHBIX KJIaCCOB. 0

b7. BxkiuroueHue U IPEACTABICHHE YaCTOTHI
BO3HHKHOBEHUS HEXeJaTeIbHbIX PeaKLUil:

yYKa3aHHE 4acTOTHI; 1

OTCYTCTBHUEC YKazaHUsA YaCTOTblI HWJIW OTCYTCTBUC
00BICHEHUS rpaganyu 4aCToThl.

HUTOI'O:

IIpumedanme. bamibsl npucyXaarTcs caeayromuM o0pa3oM: 1ioxas npaktuka — 0
OainoB, nmpuemiiemas — 1 0ami, B ciiyyae Haajiexalled MpakTUKH MO J000MY KPUTEPHUIO
Hauuchsiercs 10 3 O0HYCHBIX 0allIOB (MAaKCUMAJIbHO TOJIBKO 32 | KpUTEpUid ) IOTOJIHUTEIBHO.

MakcuManbHBIM cUeT 1Mo oreHkKe mokaszareneit — 20 6ammoB (10 GamnoB 3a mojgady
Matepuasia u 10 6aioB 3a copepx aHue).

WuaukaTopsl, XapaKTepU3yIOINUe Pe3yIbTar.

Hanenennocts Ha coOmntoeHrne — HHPOPMHUPOBAHHBIE JEUCTBUS MPU MPUMEHEHUU
rpernapara B COOTBETCTBUU C PEKUMOM JI03UPOBAHUS U MPU HEOOXOJUMOCTU IPUHSATUSI MEP
JUTSE MUHUMHU3alIUA PUCKOB.

CypporaTtHble MepHbI:

COOOIIIEHUE O HEXKETATEIbHBIX JEKAPCTBEHHBIX PEAKIUAX BCIEACTBUE HEMPABUIBLHOTO
MIPUMEHEHUS;

CBEJICHUS, MOJIYyUYEHHBIE TIO pe3yJibTaTaM HCCIEAOBAHUM HOCTYMHOCTH U MIPUMEHEHUS,
BKJIFOYAsl CBEJICHUS O Ha3HAYEHUHU, MyOJIUKYEeMbIE€ YIIOJTHOMOYEHHBIMU OpraHaMu TOCYIapCTB
— ujeHoB EBpa3uiickOTO SKOHOMHYECKOTO CO¥03a; OMyOJIMKOBAHHBIC WCCIEIOBaHUS (B
NEPUOJUYECKON HAYYHOU 1MeyaT U T. I.);

MOJIyYeHUE 0JJOOpEHHUS OT YIIOJTHOMOUYEHHBIX OPTaHOB rOCYAapCTB-WICHOB (MPU HAJIUYWH)

ajo00bl 0OIIECTBEHHOCTH U MEIUIMHCKUX PAOOTHUKOB B YIOJHOMOYEHHBIE OpraHbl
roCy/1apCTB-4ICHOB 00 OTJENbHBIX JUCTAB-BKIIA IbIIIAX;



MEpBbI, IIPUHUMAEMbIE KOMIIAHWEN, HalpuMep, MPEICTaBICHUE JOIOIHUTEIbHBIX
CBEJICHUH, ropsiure TejaedOHHbIE TUHUU, BOIPOCH MOTpeOUTENeH U T. 11.;
KOMMEHTApUU OT OpraHu3aluil ManueHTOB, MEIULUHUHCKUX pPaOOTHUKOB H
OOIIECTBEHHOCTH, Kacaloluecs OTACNIbHbIX KaTEropuil B paMKax MIaHUPOBAHUS IIEPECMOTpa

KaTCropuu.
MMPUJIOXXEHHUE Ne 19
K TpeOOBaHHUSAM K HHCTPYKLHUH 110
MEIUIUHCKOMY IIPHMEHEHHUIO
JIEKapCTBEHHOTO IIperapara u
o01eit xapakTepucTuke
JIEKapCTBEHHOTO TIpernapara s
MEUIHCKOTO PHUMEHEHUS

Cnocka. TpeboBaHus 1OMOTHEHBI MpHIOKeHUEM 19 B cooTBeTcTBUM ¢ penieHneM CoBeTa
EBpasuiickoii skoHOMHUeckor komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIy IO
UCTEUCHUHN 6 MECSIIEB C JaThl €ro OPUIMAIBLHOTO OIMYOJUKOBAHUSA).

YKA3AHWA

10 MOJIFOTOBKE TEKCTa IMpeaympexaaomei napopmanmu 06 HHPEKIMOHHBIX areHTax B 00mux
XapaKTEepHUCTHKAX JICKAPCTBEHHBIX IIPENapaToB U JIMCTKaX-BKIAJBIIAX JIEKAPCTBEHHBIX
[penaparoB, MOTyIeHHbIX 3 KPOBH HJIM IUTa3Mbl KPOBH 9EJIOBEKa

I. O6mue monoxxeHus

Hacrosmue VYkazanus copaepxar craHIapTHble (DOPMYIUPOBKU TEKCTa
npeaynpexaaronieid nHpopMaluu 0 pUcKe nepeayu ¢ KpoBbio U (MJIM) €€ KOMIOHEHTaMHU
BO30OyauTene MHGEKIUNA, KOTOPBIA JOJKEH OBITh BKJIIOYEH B OOIIME XapaKTEPUCTUKHU
JIEKapCTBEHHBIX MPENapaTOB U JUCTKU-BKIIAIBIIIN JIEKAPCTBEHHBIX NPEMAPATOB, NOJIYYSHHBIX
13 KPOBH WJIM TUIa3Mbl KPOBH YEJIOBEKA.

[Ipu BBeA€HUM JT€KAPCTBEHHBIX MPEMAPATOB, MOTYUYEHHBIX U3 KPOBH WIH IJIa3Mbl KPOBU
YEJI0BEKA, HEBO3MOXXHO IOJHOCTBIO HCKIKOYUTH INEepefady I€MOKOHTAaKTHBIX areHTOB U
pa3BuUTHE UHPEKIIMOHHBIX 3a00I€BaHUIA.

Mepbl, TpuHHUMaeMble ISl OPEAyNpEeXICHHUS NMepeladyd C KPOBbIO U (HIIH) €€
KOMIIOHEHTaMHu B030yauTenell MHOEKUUid Nnpu NMPUMEHEHUU pPacCMaTpPUBAEMOUN TpYyMIIbI
JIEKapCTBEHHBIX MPENapaToB, BKIIOYAOT OTOOP JOHOPOB, CKPUHHUHI WHAWBUYaTbHBIX
JOHAIMKA U MYJIOB IJIa3Mbl HA COJEPKAHUE MAPKEPOB U3BECTHBIX BUPYCOB, MEPEIAIOIINXCS
yepe3 KpOBb U €€ KOMIIOHEHThI, U BKJIIOUEHUE CTAIU MHAKTUBALMHU U (WJIH) SJIUMUHALINH
LIMPOKOIO CIIEKTPa BUPYCOB.

B o0wmield xapakTepuCTHKE JIEKapCTBEHHOTO IMpenapaTa U JIMCTKe-BKJIAJbIIIe
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX W3 KPOBU HWIM IUIA3Mbl KPOBU YEJIOBEKA



UCIOJIB3YETCs CTaHaapTHas (JOPMYIHPOBKA C 11€JIbI0 UH(POPMHUPOBAHUS Bpauell U MalUEHTOB
0 pPUCKE Mepeadn Bo30yauTeNeil BUPYCHBIX MH(DEKIIUM, 00yCIOBICHHOM BBEJCHUEM JIFOOBIX
JIEKapCTBEHHBIX MIPENApaToB, MOJIYYEHHBIX U3 KPOBU WJIH IIa3Mbl KDOBH YEJIOBEKA.

Tekcr npenynpexaarone nHPopMaIi O PUCKE Mepeayu Bo30yAUTeNel BUPYCHBIX
MH(EKINI TOCTOSIHHO MEPECMaTPUBACTCS C IIENbI0 OOHOBIIEHUA. TeKCT HHPOpMAIH TaKxkKe
U3MEHSIETCSl B Cllydae, €Clii HEKOTOPhIE MPEayNpPEKICHUS NMePECTaHyT ObITh aAKTyaJIbHBIMU
JUIsI KOHKPETHOTO MPOAYKTA U3 KPOBH WIIM TJIa3Mbl KPOBH YEJIOBEKA.

B cootBercTBHM ¢ raBoi "OlLieHKa Ka4eCTBA JIEKAPCTBEHHBIX MPEMAPATOB, MOJTYYEHHBIX
u3 Ta3Mbel KpoBU uenoBeka" [IpaBun mpoBeneHMs HCCIEAOBAaHUM OHOJIOTMYECKUX
JIEKapCTBEHHBIX CPeJICTB EBpa3suiickoro 3KOHOMHYECKOIO COK03a, YTBEPKIEHHBIX Penennem
Cosera EBpa3suiickoil s5xoHOMHUYecKOr Komuccuu OT 3 HOAOps 2016 r. Ne 89, menunnHCcKOMYy
MIEPCOHAITY HEOOXOAUMO JOKYMEHTHPOBATh HAUMEHOBAHUE U HOMEDP CEPHH JIEKAPCTBEHHOTO
npernapara npH KaxJ10M BBEICHUH €T0 MAIMEeHTY C IeJIbI0 TOIIePKaHusl 0OpaTHOM CBSA3H.

[TarmenTsl Takxke HHOOPMHUPOBAHBI O HEOOXOAUMOCTH JOKYMEHTHUPOBAaHUS
HAaVMEHOBAHHS U HOMEpA CEPHM JIEKAPCTBEHHOI'O Mpenapara Mpu Ka)XXJ0M €ro BBEJACHUU C
LEJbI0 MOAJAEpKaHUsI OOpAaTHOW CBA3M IMOCPEACTBOM MPEAYNPEXKIAIOIIEr0 yKa3aHHUs B
JMCTKE-BKJIAIbIIIE JICKAPCTBEHHBIX MPENapaToB, MOJIYYEHHBIX U3 KPOBU WM IIa3Mbl KPOBU
YeJioBeKa.

[Ipenynpexnatomas uHpopManus O pUCKe Nepedadyd BO30yIuTeNeld BHUPYCHBIX
UH(EKIMI BKIIIOYaeTcsa B OOIIYI0 XapaKTepUCTUKY JIEKAPCTBEHHOIO Mpenapara B pazzen 4.4,
coJiep Kallliii KIMHUYECKHA BaXKHbIE YKa3aHHSI U MEPBI IPETOCTOPOKHOCTH IPH TPUMEHEHU N
JIEKapCTBEHHBIX MPENapaToOB, MOJYYEHHBIX U3 KPOBU WJIU IJIa3Mbl KPOBH YEJIOBEKA.

B cBsi3u ¢ 3TUM JaHHYI0 (OPMYIMPOBKY HE JOMYCKAETCS PACIIUPATH 3a CUET IPYTHX
CBEJICHUHN, HE SABIISIIOUIMXCS OCOOBIMU YKa3aHMSIMU WM MepaMu IMPeJOCTOPOKHOCTU (
HalmpuMmep, ONUCAHUEM CTaAuid HMHAKTUBAUMU M (WIM) JJIMMUHAUUMU BUPYCOB WIIH
UCIIBITAHUSIMU Ha OTJEJlbHBIE BUpYCHI). PaccMoTpeHHass (popmMylnnpoBKa OTHOCUTCS M K
o0beMy HH(pOpMaALIUU IJIs1 MOTPEOUTENIeH, BKIIOUAEMOM B JTMCTOK-BKJIABIII JIEKAPCTBEHHBIX
IIpenapaToB, NOJYYEHHBIX U3 KPOBU WIH I1JIa3Mbl KDOBHU YEJIOBEKA.

Hacrosimne Yka3zaHusi comepxar IBa U3MEHEHHUS B CPABHEHUU C TPAAULIHUOHHBIM
MOAXOJOM IO COCTaBJIEHUIO Npeaynpexiarlleil MHPOpMaUUM O pPHUCKE Iepenaydu
BO30yuTesIeH BUPYCHON MH(DEKIIUN:

He TpeOyeTcs CChUIKAa Ha KOHKPETHBIE 0053aTeNIbHbIE MEPBI, IOCKOJbKY OHA HE SBIISIETCS
penynpexXIeHUeM WM Mepoi Oe30MacHOCTH, U yKa3aHHbIE CBEJIEHUS JOCTYIIHbI B IPYTHX
UCTOYHMKAX (oOsi3aTenbHble Mephl MYyOIUKYIOTCS B 4YacTHOM crathbe dapmakoneu
EBpasuiickoro s3xonoMmuueckoro corosa (nainee — @apmakones Coroza) "[lna3zma uenoBeka
sl (ppakMOHUPOBaHUA", a B Cilydyae OTCYTCTBMSI 3TOW CTAaTbM — B YAaCTHBIX CTaThsX
dbapmakorieii rocygapcTB — 4jieHOB EBpa3uiickoro 3KOHOMHYECKOTO cOro3a (nanee —
rocyJapCcTBa-4jieHbl));



npeaynpexaaronias nHpopMaius COACPKUT cBeeHus 00 o0mel 3P heKTHBHOCTH BCEX
Mep, NPUHATHIX A 00ecredeHus: BUpyCHOM 0€30MacHOCTH JIEKapCTBEHHOr0 Mpenapara us3
KpPOBU WJIM TUTa3Mbl KPOBH YEJIOBEKAa, U HE COJIEPKUT CBeICHUS 00 3(PHEKTUBHOCTU
OTJICJIbHBIX CTAJUN WHAKTUBAIMY U (WJIM) STMMHUHAIIMN BUPYCOB B MPOIIECCE MPOU3BOCTBRA.

Nudopmarnus, oTHocAmascs K MpoIeaypaM WHAKTUBAIMU W (WIJIM) DITMMUHAIINH,
croco0OHa BBOJUTH MOTPEOUTENS B 3201y kK I€HHE, OCOOCHHO B OTHOIIEHUH NapBoBupyca B19.
Hanpumep, eciu B mnpoliecce Mpou3BOJICTBA NMpeaycMoTpeHa 3ppekTuBHas cTagus B
oTHOIIeHUH napBoBupyca B19 (To ecTh cTaaus, ciocoOHasi CHU3UTh HA HECKOJIBKO TOPSIKOB
YPOBEHb BUPYCHOM HArpy3Ku), OJTHAKO BO3MOKHOCTH CTaJWHM OyJyT 3aBBIIICHBI B Clly4yae
BBICOKOM BUPYCHOM Harpy3Ku B ITyJIE ILUIA3MBl.

[Ipenynpexnaroniee ykazaHue cooOHIaeT O MOTEHIMAIbHOM pHUCKE Nepenayu
BO30yuTeNIe BHUPYCHBIX HH(EKIUH TpH MPUMEHEHUW JIEKAPCTBEHHBIX MPENapaToB,
NOJTYYEHHBIX W3 KPOBU WJIM IUIa3Mbl KPOBU 4YejaoBeKa. OCHOBHOW TEKCT JOKYMEHTA
Pa3bSCHSIET HMCIOJIB30BAaHUE MPEAyNPEeXKTAIONMNX yKa3aHUM, MPUBEICHHBIX B HACTOSIIUX
Vkazanusx. B Tekcre npemymnpexaaronieldl MHPOpMAIMU YIOMUHAIOTCS OMpeeeHHbIC
BHUPYCHI, KOTOPHIE B IIPOIILJIOM TEepeaBAIUCh TPU TPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaTos,
MOJIYYEHHBIX U3 KPOBH WJIH IJIa3Mbl KPOBU YEJIOBEKA.

Mepsl, npyHUMAaeMbIe JIs NPEIYyIPERKICHUS Mepeaadur TaKuX 000J0YEUHBIX BUPYCOB,
Kak BUpyc uMmyHojedunura yenoreka (BUY), supyc renarura B (BI'B) u Bupyc renatura
C (BI'C), paccmaTpuBatotcs B KauecTBe 3()(PEKTUBHBIX I BCEX KOMMEPUYECKUX MPenaparToB.
Takue 6e3000m0uedHbIC BUPYCHI, Kak BUpyc renatuta A (BI'A) u mapBoBupyc B19, tpynHo
NOAMAIOTCS MHAKTUBAMU W (WJIM) DJIUMUHAIUU, a 3P(OEKTUBHOCTH MEpP YIaJCHUS
0€300010Y€YHBIX BUPYCOB OTJIMYAETCS AJI Pa3HbBIX JIEKAPCTBEHHBIX MPENapaToB.

B cBs3u ¢ 3TUM cBeeHUs, conepKalrecs 1 ToTpeOuTeNne B 001Iel XapaKTepruCTHUKe
JIEKapCTBEHHBIX MPEeNapaToB U JIUCTKE-BKJIABIIIE JICKAPCTBEHHBIX MTPENapaToB, MOJTYUYESHHBIX
M3 KPOBU WIU IUIa3Mbl KPOBHM YEIOBEKAa, JOJDKHBI COJEpkaTh HHOOPMAIUIO O
MOTEHIIMAIBLHOM pHUCKe Tiepenaun 6e3000moueunbix BUpycoB (BI'A u mapBoBupyca B19) ¢
Y4ETOM TPUHUMAEMBIX Mep 0€30MacHOCTH M PE3yIbTaTOB UCCIEAOBAHUN WHAKTUBAIUUA U (
WIK) DJIMMUHALIMM BUPYCOB, MTPOBEACHHBIX JIEPXKATEIIEM PETUCTPAIIMOHHOIO yIOCTOBEPEHUS
JIEKapCTBEHHOT'O IIpenapara, NoJIy4eHHOr0 U3 IMIa3Mbl KPOBH YEJIOBEKA.

HeB03MOKHO COCTaBUTH OT/IETBLHOE YKa3aHHUE O MOTEHIIMATHLHOM pUCKE MHUIIUPOBAHUS
0e3000104ueyHBIMU BUpYcaMH. B mponecc mpou3BoACTBa BCEX JIEKAPCTBEHHBIX MPENapaToB
W3 KPOBH WJIU TUIa3Mbl KPOBH YEJIOBEKA JOJKHBI OBITh BKIIOUEHBI 2(P(HEKTUBHBIC CTaIUU
WHAKTUBALUK U (WJIK) JIMMHUHAIIMU IIHPOKOTO CHEKTpa BUPYCOB, 00JIaalOIIUX Pa3HBIMU
(U3UKO- XUMUUYECKHUMH CBOMCTBAMU. DTO JaeT YBEPEHHOCTh B 3(PPEKTUBHOCTU NHAKTUBAIIUU
U (WIM) PIUMHUHALUUM BUPYCOB, HE H3BECTHBIX B HACTOSIIEE BpeMs WM HEIaBHO
MOSIBUBILIUXCSL.

Bupyc nuxopanku 3anagnoro Huna nosisuiicss B CeBepHON AMEPUKE U IepeaBajcs
yepe3 KOMIIOHEHTHI KpoBU. BMmecTe ¢ TeM ciyuau mepenayu BUpyca JUXOpPaaKHd 3anagHoro



Huna depe3 mexkapcTBeHHBbIE INpenaparhl, MOJYUYEHHbIE W3 IJIa3Mbl KPOBHU YEIIOBEKa, HE
3aperucTpupoBanbl. Mcmnosib3yemble B HACTOSIEEe BpeMs CTauyd WHAKTUBAUMM U (WJIH)
DIIMMUHAIIANA JTIOCTATOYHBI JIJIsi oOecriedeHus 0€30MacHOCTH JIGKAPCTBEHHBIX MPEmapaTosB,
MOJTYYEHHBIX U3 TJIa3Mbl KPOBH Y€JIOBEKA, B OTHOILIEHUU BUpYCa Juxopaiaku 3anagHoro Huma

C ydeTroM 3TuX (akTOpPOB B INPEAYNPEXIAIOIINX YKAa3aHUIX HUHPOpMaLUsi O JaHHOM
BHUPYCE HE YKa3bIBACTCH.

PaccmarpuBaeTcst Bompoc 0 HE0OOXOAUMOCTH OTAEIBHOIO YIOMUHAHUS O BapUaHTHON
oone3nu Kpeittudenpara — Axobda (BBKS) B mpemynpexnaromux ykazanusx. [Ipunsaro
pelIeHHe O Heleseco0OpPa3HOCTH BKJIIOYEHHUS OTAEIBbHOTO YINOMHHAHHUS O IMOBBIIICHHON
OMacHOCTU B CBSI3M C MOTEHIMAJIBLHOM Mepenadeil BO30yauTeNs BapuUaHTHOW OoJie3HU
Kpeiitudensara — SIxkoba yepe3 neKkapCTBEHHBIC MpENapaThl, MOJTYYEHHBIE U3 KPOBHU WIIU
IUTA3MbI KPOBU 4YEJIOBEKA, U NMPOJOHKECHUU IPAKTUKY IPEICTABICHUS YaCTHBIX CBEICHHUN B
OPYTUX JOKYMEHTaX.

Nudopmanus B npeaynpexJaroneM yKa3aHUuU COAEPKUT o0l1ee npeaynpekJIeHue o
HEBO3MOKHOCTH TOJIHOTO UCKJIFOUEHHUS Mepeaur Bo30yauTeneil BUPYCHBIX HHPEKIUNA TPU
IIPUMEHEHUH JIEKAPCTBEHHBIX IPENApaToB, MOJYYEHHBIX W3 KPOBU WM IUIa3Mbl KPOBHU
YEJI0BEKa.

Coo0miennst 00 MHOUUIMPOBAHUM BUPYCaMH MPHU BBEJICHUH JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE albOyMHHA, INOJyYEHHBIX CTAHAAPTHBIMH METOJAMU U COOTBETCTBYIOILUX
dapmakorneiinpiM crathsiM ®apmaxonen Coro3a, a MpU OTCYTCTBUU B HEM — CTaThAM
(dapmaxornel rocyjapcTB-4JIeHOB, HE ocTynanu. Eciau anbOyMUH UCHIOIB3YETCsl B KAUeCTBE
BCIIOMOTATEJIbHOTO BELIECTBA B IPYTUX JIEKAPCTBEHHBIX MperapaTax, He TpeOyeTcsl BKII0YATh
KaKue-11M00 OTIEeNbHbIE MNPEayNpeKICHUs, YTO OOBIACHSIETCS MJIUTEIbHON HCTOpUen
0e30MmacHOro NPUMEHEHHUs JEKApPCTBEHHBIX IIPENnapatoB Ha OCHOBE anbOymuHa. B
pPacCMOTPEHHOM cllydyae albOyMHH YKa3bIBaeTCsl B IMEPEUYHE BCIOMOIATENbHBIX BEIIECTB,
HCIIOJIB3YEMBIX UISl IPOU3BOJCTBA IPYTOro JIEKAPCTBEHHOIO Mpenapara.

II. TIpexynpexaenue 06 HHPEKINOHHBIX areHTax B 0OmEH XapaKTEpPUCTHKE JIEKApCTBEHHBIX
IpenapaToB, MOTydSHHBIX H3 KPOBH WM ILTa3MbI KPOBH 9EJIOBEKA

B o011ieii xapakTepuCTUKE JIGKAPCTBEHHOTO Tpemnapara B pazzene 4.4 "Ocobblie ykazaHus
¥ MEpHBI MPEIOCTOPOKHOCTHU MIPU TPUMEHEHUHU" BBHIOOP (POPMYITHPOBKH, 3aKIFOUEHHON B < >,
3aBUCUT OT 3((PEKTUBHOCTU MEP B OTHOIIIEHUU COOTBETCTBYIOIIETO BUpYCa.

1. JIekapcTBeHHEIE IIpeNapaThl, HOJXyIeHHEIE 03 KPOBU MM IUIa3MbI KPOBH deJIOBeKa (3a
ACKIIIOYCHHEM HMMMYHOTITIOOYJIMHOB U anb0yMuHa)

"CrangapTHbIE MEPBI IPEIYNPEKICHUS PAa3BUTHS BUPYCHBIX HMH(EKINI, 00YyCIOBICHHBIX
[IPUMEHEHUEM JIEKapCTBEHHBIX IIPENapaToB, MOJYYEHHBIX M3 KPOBU WM IIJIa3Mbl KPOBU



YeJI0BeKa, MpeyCMaTpUBarOT 0TOOp TOHOPOB, CKPUHUHT WHAUBHUIYAIbHBIX JOHAIIMHA U MyJIOB
ma3Mbl Ha crenupuyeckre Mapkepbl MHPEKIMH U BKIIOYEHUE B MPOLECC MPOU3BOACTBA
3¢ ()EKTUBHBIX CTAIUN MHAKTUBAIIMYU U (WJIM) IIMMHUHAIIMN BUPYyCcOoB. HecmoTps Ha 3T0, mpu
BBEJICHUHU JIEKAPCTBEHHBIX MPENapaToB, MOJYUYESHHBIX U3 KPOBU WJIU TUIa3Mbl KPOBH YETIOBEKA,
HEJb3S MOJHOCTHIO UCKIIOYUTH BO3MOXKHOCTD Mepeiaydl BO30yauTeNel BUPYCHBIX HH(EKIHit
, 0OCOOCHHO B OTHOIICHUY HEU3BECTHBIX M HOBBIX BUPYCOB, & TAKKE IPYTUX MaTOTECHOB.
[Ipunsarsie Mepbl cuuTaroTcs 3p(HEKTUBHBIMU B OTHOIICHUHU TaKUX 000JIOYEYHBIX BUPYCOB
, kak BUpyc nMmmyHojedunura yenoseka (BY), sBupyc renatura B u Bupyc renatura C.
<, a Tak’ke B OTHOIICHUH 0€3000I04€YHOTO<BIX> BUpYyca<oB> <rematura A> <p> <
napeoBupyca B19>>.
<IIpuHSTHIE MEPHI HE CUUTAIOTCS JOCTATOUYHO F(HPEKTUBHBIMU
B OTHOUIEHUHU TaKUX 0€3000JI04€YHBIX BUPYCOB, KaK <BUpYC renatuta A> <u> <mnapBOBHUPYC
B19>>.
<WHduuupoBanne napsoBupycom B19 omacHo mist OepeMeHHBIX >KEHIIHH (
MHOUIIMPOBAHKE ILJI0/IA) U JIUI C UMMYHOJIE(UITUTOM WM TOBBIIICHHBIM PUTPOIOI30M (
HaIrpuMep, IpU FeMOJUTUYECKOM aHeMHH )™>. YKa3aHue O TpylIax pHcKa M0 MapBOBUPYCY
B19 Bkitouats He TpeOyeTcs, €cliu MPUHATBIE MEpPhl PACICHUBAIOTCA B KadyeCTBE
¢ pexTUBHBIX B OTHOIIEHUH B19.

[Tpu xaxj0oM BBEJEHUY TAIMEHTY {HAaWMMEHOBAaHHE Mpernapara} JOKYMEHTUPYETCS €ro
HAaMMEHOBAHUE U CEPUMHBIA HOMED B LEISAX COXPAHEHUS CBA3U MEXKIY MMAIUEHTOM U CEPUEN
npenapara.".

Ipumepsl.
Mepsl, 5¢p¢hekTHBHBIE B OTHOILIEHHH BUpYca rernatuta A u napBoupyca B19:

"[IpunsiThie Mepbl cUUTAIOTCS 3Q(PEKTUBHBIMU B OTHOIIEHWU TaKUX O0OJOYEYHBIX
BHUPYCOB, KaKk BUpyc uMMyHojeduuurta yenoseka (BUY), sBupyc renarura B (BI'B) u Bupyc
reratuta C (BI'C), a Takke B OTHOIICHHWH TaKUX 0€3000JI0Y€YHBIX BUPYCOB KaK BHPYC
renaruta A u napsosupyc B19.".

Mepel, 5¢h¢pexTHBHBIE B OTHOIIIEHHH BHpYCa TeraTuTa A, Ho He mapBoBupyca B19:

"[IpunsiThie Mepbl cUUTAIOTCS (P(PEKTUBHBIMU B OTHOIIEHUU TaKUX O0O0JOYEYHBIX
BHUPYCOB, KaK BUpyc UMMyHoaepuuurta yenoBeka (BUY), supyc renarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takxe B oTHOIIEeHHH 6€3000104eyHOro Bupyca renatuta A. [IpunsTeie
MEpbl HE CYUTAIOTCA JOCTATOYHO 3(P(PEKTUBHBIMH B OTHOIICHUU TaKUX 0€3000JI0YE€UHBIX
BUpYyCcOB, kak mnapBoBupyc B19. Hudunupoanue mnapsoBupycom B19 omacuno s
OepeMEeHHBIX KEHINUH (MHPUIUPOBAHUE IUIOJMA) U JHUIl ¢ HUMMYHOJIEHUIIUTOM WU
MOBBIIIEHHBIM YPUTPOIIO330M (HAPUMED, IPU TEMOJIUTUIECKON aHEMHN).".

Mepel, HeapekTHBHBIE B OTHOILIEHHH BHpYCa refnatuta A u napposupyca B19:

"IIpuHsiTBIE MEpPBl CYUTAIOTCS (P(PEKTUBHBIMU B OTHOIICHUU TAaKUX O0O0JOUYEYHBIX
BHUPYCOB, Kak BUPYC UMMYyHOAehUIIUTa YeloBeKa, BUpyc remnarura B u Bupyc renarura C.
[IpuHsATBIE MEPHI HE CUUTAIOTCS JOCTATOYHO 3(DPEKTUBHHIMU B OTHOIICHUH TaKUX



06€3000J104eUHBIX BUPYCOB, KaKk BUpYyC rematutra A u mapoBupyc B19. MnbunupoBanue
napBoBupycoM B19 onacHo mist 6epeMeHHBIX KEeHIIUH (MHPUUIMPOBAaHUE IUIOAA) U JUI C
UMMYHOJ€(ULIUTOM WU MOBBIIIEHHBIM 3PUTPOIIO330M (HAMpUMEp, IPU TeMOJUTHIECKON
aHemun).".

2. lonommutenbEas GOpMyITHPOBKa sl PETYIAPHO U (WJIH) HOBTOPHO BBOJMMEIX JIEKAPCTBEHHEIX
IPEenapaToB, MOTyIeHHBIX U3 KPOBH MM ILUTa3MBI KPOBH 9EIOBEKA, 32 HCKIIIOYCHUEM
AMMYHOTJIOOY/IHHOB

B otHomennn npenapatoB ¢GakTOPOB CBEPTHIBAHMS KPOBH, MPENapaTOB aHTUTPOMOUHA U
JIPYTUX PETYJSpHO U (WIM) TOBTOPHO BBOJUMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOTYUYEHHBIX
U3 KPOBHM WJIM IUIa3Mbl KPOBU YEJIOBEKA, 33 HCKIIOUYEHHUEM HMMYHOTJIOOYJIHWHOB, MEpeN
MOCJICIHUM TIPEJIOKEHUEM O JAOKYMEHTHPOBAHUM HAaUMEHOBAHUS M CEPUHHOTO HOMEpa
JEKapCTBEHHOr0 IpenapaTra HEOOXOIMMO MPUBECTU CHEAYIOUIYIO JOMOJHHUTEIbHYIO
(bOpMyITHPOBKY:

"ITariueHTOB, PETYSPHO U (WJIM) MOBTOPHO MOJIYYAIOIIHUX {KJIACC MpernapaToB, HapUMep,
npenapatsl gakropa VIII, mpemapatsr aHTUTpoMOHMHA}, TTOTYUYEHHBIE U3 KPOBU WIIH TIJIa3Mbl
KpOBH 4eJIOBEeKa, HEOOXOAMMO BaKIIMHUPOBATh OT renaTuToB A u B.".

3. IMMyHOTITOOYJIHHEBI

CBeneHUsl 110 JIEKAPCTBEHHBIM IIpenapaTaM, OTHOCSIIMMCS K UMMYHOTIJI00yJIMHAaM,
JOJDKHBI BKIIIOYATh CIEAYIONINE MPeaynpeKaaroline HaAMICu U HHPOPMAIHIO.
"CranaapTHble Mepbl NPEAYNPEKICHUsS pa3BUTHS HH(EKUUH, 00YyCIOBICHHBIX
MIPUMEHEHUEM JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX M3 IJIa3Mbl KPOBH YEJIOBEKa,
pelycMaTpuBaloT 0TOOp IOHOPOB, CKPUHUHT MHAWBUIyaJIbHBIX JOHAIUI U ITYJIO0B IUIa3Mbl
Ha crienuduyuHble MapKepbl HH(PEKIUN U BKIIOYEHHE B TPOLIECC MPOU3BOACTBA A (HEKTUBHBIX
CTaAuil WHAKTUBAIMU W (WIM) 3IMMUHALKMM BUpycoB. HecMOTps Ha 3TO, IIpu BBEAECHUU
JIEKApCTBEHHBIX MPENapaToB, MOJYYEHHBIX U3 KPOBHU WUJIM IIa3Mbl KPOBU YEJIOBEKA, HEIb3s
UCKIIIOUYUTh BO3MOXKHOCTh Tepenayd Bo3Oyautenedl mHGEKIuil, 0cOOEHHO B OTHOIICHHUH
HEU3BECTHBIX U HOBBIX BUPYCOB, a TAKXKE IPYTUX [aTOTECHOB.
[TpunsATHIE MEPBI CUNTAIOTCS 3PPEKTUBHBIMHA B OTHOIIEHHH TAKUX 000JI0YE€YHBIX BUPYCOB
, Kak BUpyc nMmyHoaepununra yenoseka (B1Y), Bupyc renarura B u Bupyc renatura C.
<, a TaK’K€ B OTHOIIEHUHU 0€3000I04€YHOTO<bIX> BUpYyca<oB> <rematura A> <p> <
napBoBupyca B19>>.
<I[IpuHsATbIE MEPHI HE CUUTAIOTCS TOCTATOYHO PPHEKTUBHBIMU
B OTHOIIICHUU TaKNX 0€3000JI09€UHBIX BUPYCOB, KaK <BUPYC renatuta A> <> <mapBOBUPYC
B19>>.
HakormieHn 1octatouHblii KIIMHUYECKUH OIBIT OTCYTCTBHS MEpeJayy BUpyca renatuta A u
napsoBupyca B19 npu BBegeHMM MUMMYHOINIOOYJIMHOB, KPOME TOIO, MPEANOIaraercs, 4yTo



HaJIMuue CIenu(UUIECKUX aHTUTE] BHOCUT 3HAUUTEIIbHBIM BKJIAJl B 00ECIICUCHHE BUPYCHOM
0Ee30IMacCHOCTH.

IIpu kakaOoM BBEJICHUH NAIMCHTY {HAaHMCHOBAHHE MpenapaTra} JOKYMEHTHPYETCS ero
HAaUMEHOBAHUC U CEPUWHBIA HOMED B LIEAX COXPAHEHUS CBSI3HM MEXK]y MAIlMEHTOM U cepuei
npenapara.".

4. Ams6ymuH

CezneHMs 1O JIEKApCTBEHHBIM MpernaparaM Ha OCHOBE albOyMHHA JTOJKHBI BKIKOYATh
ClIeyIoIKe IPeaynpeKIaolue HallMCu U HHPOpMAaLIHIO.

"CraHgapTHble MEpbl NPEAYNPEkKICHUS pa3BUTHS BUPYCHBIX 3a00J€BaHUM,
0OyCIJIOBJICHHBIX NMPUMEHEHUEM JIEKApPCTBEHHBIX MPENapaToB, MOJYYEHHBIX U3 KPOBH WIIU
IJ1a3Mbl KPOBU YEJIOBEKa, MPEAYCMATPUBAIOT OTOOP JOHOPOB, CKPUHUHT MHAMBUAYAJIbHBIX
JNOHALMH U ITyJIOB IUIa3MBbI
Ha cnenuuyHble MapKepbl MHPEKIUH U BKIOYEHUE I(P(EKTHUBHBIX MPOU3BOJACTBEHHBIX
CTaAui WHAKTUBAIMU W (MJIM) AIMMUHALMM BUpycoB. HecMOTpsi Ha 3TO, pu BBEACHUU
JIEKApCTBEHHBIX MPENApaToB, NOJYYEHHBIX U3 KPOBH HJIM IUIa3Mbl KPOBU YEJIOBEKA, HEJIb3s
UCKJIIOYUTh BO3MOXXHOCTh NepeAaud BO30yAUTENedl BUPYCHBIX HH(EKIUH, OCOOCHHO B
OTHOILIEHWU HEU3BECTHBIX U HOBBIX BUPYCOB, & TAK)KE IPYTUX MIaTOIECHOB.

CooOuienns 00 UHPUUMPOBAaHUU BUPYCaMU MPU BBEJECHUU JIEKAPCTBEHHBIX MPENnapaToB
Ha OCHOBE aJlbOyMMHA, IMOJYYEHHBIX CTaHAAPTHBIMH METOJaMH U COOTBETCTBYIOIIMX
dapmakonelinsiM cTaThaM @Papmakoneun Coro3a, a NpU OTCYTCTBUM B HEW — CTaThsIM
dbapmakorieil ToCy1apCTB-WICHOB, HE MOCTYHAIIH.

IIpu kax0M BBECHUM NALMEHTY {HAaMMEHOBAHUE Mpernapara} JOKyMEHTHPYETCS €ro
HAaVMEHOBAHHE U CEPUMHBIA HOMED B LIEJIAX COXPAHEHHUSI CBSI3H MEXIY NMALMEHTOM U CEpUer
npemnapara.".

III. ®opMmympoBka paszaena 4.8 "HexenarensHble peakuun” obmieii XxapaKTepHCTHKA
JIEKapCTBEHHOT'0 IIpenapara, MOoJyIeHHOTO W3 KPOBHU MM IUIa3MEBI KPOBH 9EJIOBEKa

CBeneHMs TOJDKHBI BKITIOUATH CIICAYIOIINE PEIyPEKIaloNUe HaITMCH U HH()OPMAIIHIO.
"CBeneHuss o 6€30MaCHOCTH, Kacaroliuecss BO30yauTerael BUPYCHBIX WH(EKUHH,
npuBeAeHbI B pazzaene 4.4.".

IV. Ilpenynpexnenns 06 HHPEKIMOHHBIX areHTaxX B JIMCTKaX-BKJIA/IBINIAX JICKAPCTBEHHOT'O
Ipenapara, HOJ[ydeHHOI0 U3 KPOBH WM IUIa3MBI KPOBH 9EJIOBEKa

[Ipenynpexpaatoiee yka3zaHue, COBMECTUMOE C TEKCTOM OOLIEH XapaKTEPUCTUKHU
JIEKapCTBEHHOTO Tpernapara, BKItodaeTcs B paznen 2 "O yem HeoO0XOIMMO 3HATh mepes <
nprueMoM><IMpUMEHEHnEeM> {HauMEHOBaHue npenapara}.".



B crnenyromux yka3zaHusx BbIOOp (OpPMYJIHMPOBKH, 3aKJIIOUEHHON B < >, 3aBHCHUT OT
3¢ ()EKTUBHOCTH MEP B OTHOILIEHUH YKa3aHHOT'O BUpYCa.

1. JIekapcTBeHHEIE IIpeNapaThl, HOJXyIeHHRIE 03 KPOBU MM IUIa3MbI KDOBH deJIOBeKa (3a
ACKIIOYCHHEM HMMMYHOITIOOYJIMHOB U anb0yMuHa)

"Ecnu siekapCTBEHHBIE MpenapaThl U3rOTABIMBAIOTCA M3 KPOBH WJIM IUIa3Mbl KPOBU
YeJioBeKa, MPUHUMAIOTCS CIIeHMaIbHbIe MEPHI I MPEJOTBPAILCHUS TTepeaul Bo30yIuTenei
MH()EKIMOHHBIX 3a00JIEBAHUN MALIUEHTAM.

K HUM OTHOCATCS:

TIIATEIbHBIA OTOOP JOHOPOB KPOBH U IUIa3Mbl, UTOOBI HE JOMYCTUTh K JOHOPCTBY
HOCHTEJICH BUPYCHBIX MH(EKIIHIA;

UCIBITAHUE KaXXJOW [OHAMM W NYJOB MJa3Mbl Ha MapKepbl BUPYCOB
MMMYHOJIOTHYECKMMU U MOJIEKYJISIPHO-T€HETHYECKUMHU METOJIaMU;

BKJIIOYEHHE B 00paObOTKY KPOBU WJIM IJIa3Mbl CTAIUI, CHIOCOOHBIX MHAKTUBUPOBATH WU
YAQIATHh BUPYCHI.

HecMoTpst Ha 3T0, IpU BBEJEHUU JIEKAPCTBEHHBIX [TPENAPATOB, N3TOTOBJIEHHBIX U3 KPOBU
WJIM TIJ1a3Mbl KPOBU YEJIOBEKA, HENb3d UCKIIOUYUTh BO3MOXKHOCTh Mepeayu Bo30ynuTenen
uH(peKui, 0COOEHHO B OTHOUICHUU HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKXe IPYrUX
MaTOT€HOB.

[TpunsTeie Mephl cuuTaOTCS ) (PEKTUBHBIMU B OTHOIICHUU TaKUX 000JI0YEUHBIX BUPYCOB
, KaKk BUpyC UMMYHOJiedUIIMTa YelloBeKa, BUpycC renaruta B u Bupyc remarura C.

<, a TaK’K€ B OTHOIICHUHU 0€3000104€YHOTrO<bIX> BUpYyca<oB> <rematura A> <p> <
napBoBupyca B19>>,

<IIpuHATBIE MEPBI HE CUYUTAIOTCS JOCTATOYHBIMUA B OTHOLLEHUU TAKUX 0€3000J0U€YHBIX
BHPYCOB, KaK <BUpYcC remnarura A> <> <napBoBupyc B19>>.

<UuduuupoBanre napsoBupycom B19 omacHo myis OepeMeHHBIX >KEHIIUH (
MH(GUIUPOBAHUE TUI0JA) U JIUI] C YTHETEHHEM UMMYHHOU CUCTEMbI WM HEKOTOPHIMU BUIAMHU
aHeMuil (Hanpumep, Ipu CEPrOBUIHO-KIETOYHONU OOJIE3HU UIIM T€MOJIUTUYECKON aHEMUH )>.
[Ipu monyyeHWu BamMu KaXXA0il 103bl {HAMMEHOBaHHUE Ipemnapara} HEOOXOJUMO
JOKYMEHTUPOBATh €r0 HAMMEHOBAHUE W CEPUNHBIA HOMEP B LENAX COXPAHEHUS HUCTOPUU
HCMOJIb30BaHHBIX CEpUM.".

VYkazaHue o rpynmnax pucka mno mnapsosupycy B19 Bkitouate He TpeOyercs, eciu
MIPUHSTHIE MEPBI PACLIEHUBAIOTCS B KauecTBe (P PEeKTUBHBIX B OTHOIIEHUH B19.

IIpumeppr.

Mepel, 5¢p¢hekTHBHBIE B OTHOILIEHHH BUpYCa rernatuta A u napposupyca B19:

"[IpuHsATHIE MEpbl CUUTAIOTCS 3PPEKTUBHBIMH B OTHOIICHHH TAaKUX O00O0JIOUYEYHBIX
BUPYCOB, Kak BHUpyc uMMyHojeduiura yenoeka (BUY), Bupyc rematura B u Bupyc
renatuta C, a Tak’Ke B OTHOLIEHUH 0€3000J104€UHbIX BUpYyca renatuta A u napsosupyca B19

"



Mepel, 5¢h¢hekTHBHBIE B OTHOIIIEHHH BHpYCA TeraTuTa A, HoO He napBoBupyca Bl19:
"[IpunsiThie Mepbl cUUTAIOTCS 3P(PEKTUBHBIMU B OTHOLIEHWU TAaKUX O0O0JOYEYHBIX
BHPYCOB, Kak BHpyc mMMmyHoneduiura yenoBeka (BUY), Bupyc rematura B u Bupyc
renatuta C, a Takke B OTHOLIEHUHU 0e30005104edHOro Bupyca renaruta A. [IpuHsTeie Mepbl
HE CUMTAIOTCS JOCTAaTOYHBIMM B OTHOLIEHHHM TakuX O0€3000JI04€YHBIX BHUPYCOB, Kak
napoBupyc B19. Undunuporanue napsoupycom B19 onacHo mist 6epeMeHHBIX KEHIIUH (
MH(ULMPOBAHKE TJI0/1A) U JIUL C YTHETEHHEM UMMYHHOU CHCTEMBI UJIM HEKOTOPBIMU BUIAMHU
aHeMu#l (Hampumep, IpH CePrOBUIHO-KICTOYHON OOJIE3HU UITM TEMOJTUTHYECKON aHeMun).".
Mepel, HEa(phekTHBHBIE B OTHOLLIEHHH BUpYca refnatuta A u nappoupyca B19:
"[IpuHsATHIE MEpbl CUUTAIOTCS 3(PPEKTUBHBIMU B OTHOIICHMHM TAaKUX 00OJIOUYEYHBIX
BUPYCOB, Kak BHpyc MMMYyHoJeduuura yenoBeka (BUY), Bupyc rematura B u Bupyc
renatuta C. I[lpuHATBIE MEpBl HE CYMUTAKOTCS JOCTATOYHBIMM B OTHOIIEHUM TAaKHUX
06€3000J104eYHbIX BUPYCOB, KaKk BUpycC renatutra A u mapoBupyc B19. Mndunuposanue
napBoBupycoMm B19 onacHo st 6epeMeHHBIX JKEHIIUH (MHPUUHUPOBAHUE IUIOAA) U JUL C
YTHETEHHEM HMMYHHOW CHCTEMbI WJIM HEKOTOPHIMU BHUJaMU aHeMUW (Hampumep, Mpu
CEPIOBUIHO-KJIETOYHOU O0JIE3HH WJIM TeMOJTUTUYECKOU aHeMun)." .

2. TomomauTenbHas GOpMyIHPOBKA UL PeryJIApHO U (WIM) HOBTOPHO BBOAMUMEIX JIEKaPCTBEHHBIX
IpenapaToB, MOTydeHHBIX H3 KPOBH WM ILTa3MbI KPOBH 4EJI0BEKa, 32 HCKIIIOYCHHEM
AMMYHOTJIOOY/IHHOB

B oTHOMmIEHNM npenapaToB (GakTOpOB CBEPTHIBAHUS KPOBH, IIPENapaTOB aHTUTPOMOUHA U
IPYTUX PETYJISAPHO U (WIM) MOBTOPHO BBOJUMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOITYUYEHHBIX
U3 KPOBU WJIM IIa3Mbl KPOBHU 4YEJOBEKA, 3a MCKIIOUEHHEM HUMMYHOTJIOOYJIMHOB, HEpen
MOCJIEIHUM MPEJJIOKEHUEM O JOKYMEHTUPOBAHUM HAaMMEHOBAHUS M CEPUHHOTO HOMEpa
JIEKapCTBEHHOT0 TMpernapaTa HEOOXOJMMO MPHUBECTH CIEIYIOUIYIO JOMOJHUTENIbHYIO
(bOpMyITUPOBKY:

"Ecnu Bbl peryiisipHo (IIOBTOPHO) MOJIy4YaeTe {KJacc MpernapaTroB, HAIpUMEp, IpenapaThl
¢dakropa VIII, npenaparsl aHTUTPOMOMHA |}, TOJYUYEHHBIE U3 IUIa3Mbl KPOBH YEJIOBEKA, Bpay
MOXET PEKOMEHI0BATh BaM ITPOMTH BaKLMHALMIO OT renatuToB A u B.".

3. IMMyHOTITOOY THHBI

CBeneHust 10O JIEKapCTBEHHBIM IpenapaTaM, OTHOCSIIUMCS K UMMYHOTJI00YyJIMHAM,
JOJDKHBI BKJTFOUATh CIASAYIONTHE MTPEAYIPEKIAr0ITNe HAITUCH U HHPOPMAITHIO.

"Ecnu nekapCTBEHHbBIE MpernapaThl M3rOTABIMBAIOTCS U3 IJIa3Mbl KPOBH YEJIOBEKA,
NPUHUMAIOTCS CIIEIMaIbHBIE MEpbl I IPEJOTBpAIleHUs Iepejaud BO30yauTeNnei
MH(EKIIMOHHBIX 3a00JICBaHUM MAITUEHTaM.

K auM otHOCSTCS:



THIATEJIbHBIA OTOOpP JTOHOPOB KPOBU U IUIa3Mbl, YTOOBl HE JOMYCTUTh K JOHOPCTBY
HOCHTEJIE BUPYCHBIX MH(EKIIHIA;
HCIIBITAHWE KaXXJOW JOHAUMU M TNYJOB MJa3Mbl Ha MAapKepbl BUPYCOB
UMMYHOJIOTUYECKUMH U MOJIEKYJISIPHO-T€HETUUECKUMHU METOJIaMU;

BKJIIOUEHHUE B 00pa0OTKY KPOBH WJIH IIa3MbI CTAAMM, CTIOCOOHBIX MHAKTUBUPOBATH WU
YAQISTh BUPYCHI.

HecMoTpst Ha 3T0, IpH BBEJEHUU JICKAPCTBEHHBIX MIPENApATOB, U3TOTOBIECHHBIX U3 KPOBU
WJIM TIJIa3Mbl KPOBU YEJIOBEKA, HEJb3S MCKIIOUUTH BO3MOXKHOCTH IMEpe/ladyu Bo30yauTenei
nH(]eK1nii, 0COOEHHO B OTHOLIEHHH HEU3BECTHBIX M HOBBIX BHPYCOB, a TaKXe IPYTrUx
IIaTOT€HOB.

[IpunsTHIE MEpBI cCUUTaAIOTCS 3PPEKTUBHBIMUA B OTHOIIEHUH TaAKUX 000JI0UEYHBIX BUPYCOB
, kKak BUpyc nMmyHoedunura denoseka (BIY), Bupyc renatura B u Bupyc renatura C.

<, a TaKXe B OTHOIICHHH 0€3000JI04eYHOT0<bIX> BHUpPYyCa<oB> <remaTuta A> <u> <
napsoBupyca B19>>.

<IIpuHsTHIE MEPHI HE CUUTAIOTCS JOCTATOYHO 3(PGHEKTUBHHIMU B OTHOLIEHUU TaKHUX
0€3000104€4YHBIX BUPYCOB, KaKk <BHUpYC remnatuta A> <u> <napBoBupyc B19>>.

BBenenne nMMyHOTIIO0yJIMHA HE BBI3BIBAJIO Pa3BUTHE TematuTa A U UHPUIIUPOBAHUE
napBoBupycoM B19 B cBsizu ¢ coaepkaHueM B JIEKAPCTBEHHOM Mpenapare 3allUTHBIX
AHTUTEJ IPOTUB ITUX UHEKITHIA.

[Ipyn mosiyyeHHM BaMU KaXKJOW J03bl {HaMMEHOBAHUE Mpemnapara; HE0OXOIUMO
JOKYMEHTHPOBATh €r0 HAMMEHOBAHWE M CEPUUHBIA HOMEpP B LEISAX COXPAHEHHUs clena
MCIIOJIb30BAHHBIX CEpPUML.".

4. Airs6ymuH

CBeieHHs TIO0 JIEKAPCTBEHHBIM TMperapaTaM Ha OCHOBE albOyMHHA JTOJHKHBI BKIIOYATh
CJIEIYIOLIME TPEeIyIPEKIAI0IINEe HATIUCU U HHPOPMALIHIO.

"Ecnu JiekapCTBEHHBIE Mpenaparbl W3rOTaBIMBAIOTCA M3 IJIa3Mbl KPOBU YEJIOBEKA,
MPUHUMAIOTCSl CHelMaIbHble MEpPhl IS MPEeAOTBpaIllCHUS Iepeaadud Bo30yauTesen
WHDEKITMOHHBIX 3a00JICBAHHN MMAIIMCHTAM.

K HuM oTHOCSTCS:

TIIATEJbHBIA OTOOpP AOHOPOB KPOBU U IJIa3Mbl, YTOOBI HE JNOMYCTUTh K JOHOPCTBY

HOCHUTEJICH BUPYCHBIX HH(EKITUH;
HCIBITAHWE KaXJOW JOHAIMKM M TNYJOB MJa3Mbl Ha MAapKepbl BUPYCOB
MMMYHOJIOTHYECKUMH U MOJIEKYJIIPHO-T€HETUYECKUMU METOAaMU;
BKJIIOUEHHE B 00pa0OTKY KPOBHU WIH TIJIa3Mbl CTAJIUNA, CHOCOOHBIX MHAKTUBUPOBATH WU
YAAJSTh BUPYCHI.
Hecmotps Ha 3TO, Npy BBEJICHNUHU JIEKAPCTBEHHBIX IIPENapaToB, U3TOTOBJIECHHBIX U3 KPOBU
WJIW TUIa3Mbl KPOBH YEJIOBEKa, HEJIb3 UCKIIOYUTH BO3MOXKHOCTH MEpefayu Bo30yauTenei



uH(peKui, 0COOEHHO B OTHOUICHUM HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKXe IPYrUX
MaTOTEHOB.

Coo0mienust 00 MHGUUMPOBAHUM BUPYCaMU MPHU BBEJICHUH JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE aJIbOYMHHA, TIOTYYE€HHBIX CTAHJAPTHBIMH METOJAAMH U COOTBETCTBYIOIINX CTAThsIM
®apmakornien Coro3a, a Mpu OTCYTCTBUU B HEH — CTaThsAM (papMaKorel rocy1apCcTB-4ICHOB,
HE MOCTYTaJIH.

[Ipyn mosiyyeHMM BaMU KaXJOW 103bl {HaMMEHOBAHUE Mpemnapara; HEOOXOIUMO

JOKYMEHTHPOBAaTh €r0 HAaUMEHOBAaHUE U CEPUMHBIH HOMEp B LIENAX COXPAHEHHUs cClena
HCMOJIb30BaHHBIX CEpUid.".
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