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O BHECCHHH W3MEHECHHH B TPeOOBaHMA K HHCTPYKIIHH 110 MEIUIIMHCKOMY IPUMECHECHHIO
JIEKapCTBEHHOT'O IIperapara U oOmel XapaKTepUCTHKE JIEKApCTBEHHOTO Ipenapara Jyis
MEIUIMHCKOTO IIPAMEHEHHS

Pemenune CoBera EBpaswmiickoil sxoHOMHuueckoi komuccuu oT 21 deBpamnst 2025 roga Ne 18.

B cootBerctBuM co ctaThsimu 4 u 8§ CornamieHus O €IUHBbIX MPUHIUIIAX U MpaBUIIax
oOpallieHusl JICKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KoHOMHUYECKOTo coro3a OT 23
nexadpst 2014 roga u nynkrom 98 npumnoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMHMCCHUHU, YTBepxkIAeHHOMY Pemenuem Bricmiero EBpasuiickoro
HKOHOMHUYECKOTO coBeTa oT 23 nekabps 2014 r. Ne 98, Coset EBpa3zuiickoii 5KOHOMHYECKON
KOMMCCUY PEIIII:

1. Brectn B TpeOoBaHHS K HHCTPYKIHH MO MEIUIIMHCKOMY TPHUMEHECHUIO
JIEKapCTBEHHOTO TpemnapaTa M o0IIeill XapaKTepUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEIULIMHCKOTO IIpUMEHEHHs, yTBepxkaeHHble Pemennem Coseta EBpasuiickoit
AKOHOMHUYECKOM KoMuccuu OT 3 HOAOps 2016 1. No 88, u3MEeHEeHHsI COIIACHO MPHUIIOKEHUIO.

2. YCTaHOBUTH, UTO UHCTPYKIUS MO MEIUIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO
mpemnaparta ¥ o0IIas XapaKTepHCTHKA JEKApCTBEHHOTO Mpemnapara s METUIIUHCKOTO
MPUMEHEHUS, 3aperuCTPUPOBAHHOTO B COOTBeTCTBUM ¢ [IpaBuiiamu perucrpanuu u
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB I MEAMIIMHCKOTO NMPUMEHEHHUS, YTBEPKIACHHBIMU
Pemennem Coseta EBpa3zuiickoit saxkoHOMUYecko komuccuu ot 3 Hos0pst 2016 1. Ne 78, no
BCTYIUICHUS B CHJIy HacTosmero PemieHus, MOKHBI OBITH MPUBEICHBI B COOTBETCTBHUE C
HACTOSIIIUM PellleHneM Npu BHECEHUM MEPBBIX IOCIE BCTYIUIEHUS B CUJIy HACTOSILIETO
Pemienust uzMeHeHui, TpeOYIOIIUX SKCHEPTU3bI, B HHCTPYKIUIO MO MEIUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO MpernapaTa U (WiK) O0IIyI0 XapaKTepUCTUKY JIEKapCTBEHHOTO
npenapara Jyisi MeJUIIMHCKOTO MTPUMEHEHUSL.

3. Hacrosmee Pemnienue BcTymaeT B Cuily 1mo ucredeHuu 30 KajmeHaapHbIX THEH C JaThl
ero o(pUIHUAIBHOTO OMYyOJIMKOBAaHUS, 32 UCKJIFOUCHUEM MyHKTa 2, KOTOPBIN BCTyNaeT B CHIIY
o ucreueHuu 180 kaneHIapHBIX AHEN C JaThl O(QUIIMATBLHOTO OMYOJIMKOBAHUS HACTOSIIETO
Pemenust.

Unrensr CoBera EBpasuiickoit 5KOHOMHIECKO#H KOMHCCHH:

Ort Pecrry6immxu Ot Pecrry6mukun Ot PecmryGmiku Ort Keipreizckoit Ot Poccwuiickoit

Apmerus Benapycs Kazaxcran PecnyGnuku ®denepamun

M. I'puropsa N. Ilerprmenko C. Xymanrapna . AmaHTeIHIMEB A. OBepayk
IMTPMIJIOXXEHUE

k Pemenuto CoBera
EBpa3zuiickoii 3KOHOMUYECKON KOMUCCUU
ot 21 ¢espans 2025 r. Ne 18



HN3MEHEHWS,

BHOCHMEIE B TPEOOBaHMS K MHCTPYKIHHA 10 MEAULUHCKOMY IIPUMEHEHHIO JICKApPCTBEHHOT'O
mpenapara U o0Imel XapaKTEPHUCTUKE JIEKAPCTBEHHOTO Mpenapara A MEIUI[HCKOTO
OpUMEHEHAA

1. TpeboBaHusg K MHCTPYKUUHU MO MEAULIMUHCKOMY MPUMEHEHUIO JEKAPCTBEHHOIO
npenapara M oOlIed XapaKTepUCTHKE JIEKaPCTBEHHOrO Iperapara il MEIULHHCKOIO

MPUMEHEHHUS U3JIOKUTH B CICYIONIEH PEIaKIUN:

"VTBEPXXJIEHBI
Pemennem CoBera
EBpasuiickoil s3koHOMHUUECKOH
Komuccuu ot 3 HostOpst 2016 1. Ne 88
(B penakunu Pemenust CoBeta

EBpa3uiickoii 3KOHOMUYECKOH KOMUCCUH
ot 21 despansa 2025 r. Ne 18)

TPEBOBAHWA
K MHCTPYKIHH IT0 MEAUIIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOT'O Ipenapara u oomei
XapaKTEepPUCTHUKE JICKAPCTBEHHOTO Ipernapara A1 MEAUIIMHCKOTO IPUMEHECHHS

I. O6mue monoxenus

1. O6mras xapakTepucTUKa JEKapCTBEHHOTO Mpenapara Uisi MEIUIIMHCKOTO MPUMEHEHHUS (
nanee — OXJIIT) comepxkut oduimanbHyo HHGOPMALIMIO O JICKAPCTBEHHOM TIpenapare i
MEIUIIMHCKOTO MPUMEHEHHUs, IPEeIHA3HAUYCHHYIO JJI MEAMLIMHCKUX PaOOTHUKOB B IIEJISIX
MPaBUIILHOTO HAa3HAYEHMS JIEKAPCTBEHHOTO Mpernapara u KOHTPOJS 33 €ro MPUMEHEHHUEM.
Nudopmamuss o nexkapctBeHHOM mnpenapare B OXJIII momnexuT coriacoBaHUIO
YIOJHOMOYEHHBIMU OpraHaMy rocyJ1apcTB — WieHOB EBpa3uiickoro 3kOHOMHYECKOTO COr03a
(mamee COOTBETCTBEHHO — rocyAapcTBa-uieHbl, Coto3) B chepe oOpalneHns JeKapCTBEHHBIX
CpeacTB (Hajnee — YNMOJHOMOYEHHBIE OpraHbl TOCYyAapCTB-WICHOB) B XOJi€ perucrpanuu (
MOJATBEPKACHUA peructpanuuu (mepeperucTpalnuvu), BHECEHUS HU3MEHEHHUH B
PEruCTPallUOHHOE JOCh€) M MOCIEAyIOleM OOpalleHUuH 3aperucTPpUPOBAHHOTO
JIEKapCTBEHHOI'0 Ipemnapara Ha TamokeHHou Tepputopun Coroza. Conepxanue OXIJIII
JIOITYCKAETCSI U3MEHSTD:

C 0J100pEeHHsl YIIOJIHOMOUYEHHBIX OPraHOB IrOCYyAapCTB-YJICHOB;

3asBUTEJIEM NPH BHECEHUU UM W3MEHEHUN B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOIO
npenapaTta B COOTBETCTBUU C l[lpaBuiaMu peructpanvii U SKCHEPTHU3bI JIEKAPCTBEHHBIX
CPEACTB U1l MEIUIIMHCKOIO IPUMEHEHHUSI, YTBEpKIeHHbIMU Pemennem Coseta EBpasuiickon
HPKOHOMUYECKOM KomMuccuu ot 3 Hosiopst 2016 1. No 78 (manee — [IpaBuiia peructpanuu u
AKCIIEPTHU3BI).

2. OXJIII siBnsieTcss OCHOBHBIM MCTOYHUKOM MH(OpMaLUU AJI1 MEAUIIMHCKUX PAOOTHUKOB
0 0e3omacHOM U 3PHEKTUBHOM UCIOJIb30BAaHUU JIEKAPCTBEHHOTO Mpenapara. MHCTpykuus o



MEIUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara (JTUCTOK-BKIaAbil) (nanee — JIB)
cocrasisiercst B coorBeTcTBrM ¢ OXJIII.

3. OXJIII ne nmpenHa3zHaueHa Il yCTAHOBJICHUS OOIMX PEKOMEHIAIMI 10 JICUYSHUIO
OT/CIBHBIX 3a00JICBaHUHN, OJTHAKO B HEH JOKHBI ObITh yKa3aHbl KOHKPETHBIE aCIEKThI
Je4YeHus U MOCJIEACTBUS NMpUMEHEHHUs JekapcTBeHHoro npenapara. OXJII He momxHa
coJiepKaTh OOIIMX PEKOMEHIAIUH 0 MPOoIIelypaM BEJEHHUS T€X WU WHBIX MAIMEHTOB, HO B
HEW JOJDKHBI IPUCYTCTBOBATh CHENU(PUUHBIE ACHEKTHI JJIsl HA3HAYECHUSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOIO Ipernapara.

4. Hacrosimue TpeOOBaHUS COAEPKAT YKa3aHUS OTHOCHUTEIbHO MPEICTAaBICHUS
nHdopmaruu B OXJII1. Madopmanus, npeactaBieHHas B kKaxaoM pasaene OXJII, momkHa
COOTBETCTBOBATh 3aroJIOBKY pas3feia, K KOTOPOMY OHa OTHOCHUTCS. BOmpochkl OTHOCUTENBHO
MIPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara J0MyCKaeTcs yka3aTh 0ojiee 4eM B OJHOM pasjelie
OXIJIII, B Takux ciy4yasx HEOOXOIMWMO JellaTh CChUIKY Ha apyrue pazaenst OXJIII, B
KOTOPBIX MPEJCTABIICEHA COOTBETCTBYIOIAS JOMOJIHUTEIbHAsI HHPOpMALIUS.

5. Hacrosimue TpeboBaHus BKIIIOYAIOT B Ce0:

yKa3aHus B OTHOLICHUM NpeaynpeauTeNbHOW HHPOpPMAIUM O COJCPKAHUU
BCIIOMOTATEIbHBIX BEUIECTB, IPUBEJACHHBIE B IEPEYHE COTTIACHO MpUIoKeHHio Ne 1;
obmue u cneunanbHeie TpedboBanus K OXJII oraenbHBIX Tpynn JeKapCTBEHHBIX
npemnapaToB (HampuMep, TMATHIMPOBAHHBIX OEJIKOB, BAaKIUH, JHHEEK TO3UPOBOK
JIEKapCTBEHHBIX INpEnapaToB, TOMEONATUYECKUX JIEKAPCTBEHHBIX IIpEnapaToB WU
JIEKApCTBEHHBIX MPENapaTroB, MOJYYEHHBIX M3 KPOBHU WM IJIa3Mbl KPOBU) COTJIACHO
npunoxenusim Ne 2, 3, 8, 13 u 19;

CrielMalIbHbIE TPEOOBAHUS M0 U3JIOKEHUIO HHGOPMAIUU B OTAEIbHBIX pazaenax OXJIIIT (
(bOpMyYITUPOBKH HAMMEHOBAHUM TPYIIN HEXKEIATEIbHBIX PEaKIUi, YKa3aHU 110 TPUMEHEHUTO
npernaparoB npu 0EpeMEHHOCTH U JaKTaluu, GOpPMYJIMPOBKU YCIOBUI XpaHEHHUs, YKa3aHUS
CPOKOB TOJIHOCTH (CPOKOB XpPAaHEHHUSI) CTEPUJIbHBIX JIEKAPCTBEHHBIX IMPENapaToB IMOCIE
MaHUMYJIANMUNA ¢ HUMHU, yKa3aHUs JO3UPOBOK JIEKAPCTBEHHBIX IIperapaToB) COTJIACHO
npuioxeHusM Ne 4 — 7 u 9;

npumepsl madaonoB OXJIII u JIB 1 nopsaok ux 3amoJIHEHUS COTJIACHO MPUITOKEHUsIM No
10-12, 15— 16;

yKa3aHus 10 00eCIeUeHHI0 YI000YUTaeMOCTH HH(POPMALIUU O JIEKAPCTBEHHOM Ipernapare
U €€ OLIEHKE IMpHU MNPOBEACHUHU IOJb30BATEIBCKOTO TECTUPOBAHUS, NPUBEACHHBIE B
npuioxeHusix Ne 14, 17 u 18.

6. Kak npasuio, tpedyercs ornensHas OXJIII pist kaxxaoil nekapcTBeHHON (opMBI, a B
HEKOTOPBIX CIIyUasix U JIs Kaxaou no3upoBku. [Toaroroska exunoit OXJIII niist HECKOIBKUX
JEKapCTBEHHBIX (OpM U (MJIM) JO3UPOBOK OCYIIECTBIISIETCS B TeX CilydasX, KOTJa cxema
MpremMa JEKapCTBEHHOTO Mpenapara npeycMaTpuBacT U3MEHEHUE PEKUMA JO3UPOBAHUS WU
croco0a MpUMEHEHHS UCTIOIb3YEMOH JIEKapCTBEHHOM (POPMBI B MPOIIECCE JICUEHUSI.



7. OXJIIT pa3meniaercsi B €IMHOM PEECTPE 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB, a Takxke jgomyckaercs pasmemenue OXIJIII Ha odunuarbHOM caliTe
YIIOJIHOMOYEHHOTO OpraHa (SKCHEpPTHOM OpraHu3allu) ToCyJapcTBa-djieHa B
nH(}OpMaIMOHHO-TeIeKOMMYHUKaIIMOHHOM ceT "UHTepHeT" (nanee — cetb MuTEpHET).

II. ITpencraBnenne nEGOPMANMH O JIEKAPCTBEHHOM IpETIapaTe, a TakxkKe BOIPOCH], Kacalomuecs
COCTaBJICHU: (H3MEHEHHA), SKCISPTHU3H ¥ 0N00pEeHH HHPOPMAIMH O JIEKapPCTBEHHOM Ipernapare

8. Uudopmanus, coaepxamasicss B OXJIII u JIB, gomxkHa ObITh IpeicTaBIEHA B UETKOM U
naxkonnyHout ¢popme. OXJIIT u JIB BritouaroTcst B Moztysib 1 peructpaiimonsoro jaocke. [Ipu
HEBBINOJHEHUU TpeOoBaHMUM, npeabsaBisieMblx K cocTtaBienuto OXJII u (unm) JIB u
yKa3zaHHbIX B myHKTax 13, 15 m 16 g opuruHanbHOro JEKapCTBEHHOI'O Iperapara, B
nyHkrtax 13 wu 15, moanmyHkTe nyHkta 17 HacTosAmux TpeOOBaHUN — i
BOCMPOU3BEACHHOI0, THOPUAHOTO, OHWOAHAIOTUYHOrO (OMOMOAOOHOr0) JIEKapCTBEHHBIX

nayn

a

IpEenapaToB, PErUCTPALMOHHOE JOChE TAKOTO JEKAPCTBEHHOrO MpernapaTra Wiu MONpaBKu K
JOKYMEHTaM PETUCTPALMOHHOTO JOChE MPU3HAKTCS HEKOMIUICKTHBIMUA, W 3aABUTEIIO
MPENICTABISAETCS MPEeayCcMOTpeHHbI [IpaBuiiaMu peructpanum U 3KCHEPTU3bI, CPOK Ha
MPEICTABICHUE HEIOCTAIONIUX MaTEPUATOB PETHCTPALIMOHHOTO JI0CHE B COOTBETCTBHUM C
3aMEYaHUSIMHU YIOJHOMOYEHHOTO OpraHa (SKCIEpPTHOW oOpraHu3amnuu) pedepeHTHOro
rocyJ1apCcTBa.

9. Kaxnsrit paznen OXJII u JIB momkeH HaunHATHCS ¢ WHOOPMAITUU, OTHOCSIIEHCS K
OCHOBHOW I€JIEBOM TPYIINE MAallMEHTOB, JJISI KOTOPBIX IMpEJHAa3HAYaeTCsl JIEKapCTBEHHBIN
npenapar, u npu HeOoOXOJAUMOCTU JOJKEH JOMOJIHATHCS KOHKPETHON HHpOpMaluei Mo
OTZEJIbHBIM IPyNIIaM MAaIMEHTOB (HapuUMep, IETH WK JIUIA TOKUIIOro Bo3pacTa). B ciryuae
€ClIM JICKAPCTBEHHBIN Ipenapar NpeJHa3HAYeH ISl €JUHCTBEHHOM LeNeBOu rpynmnbl
B3pPOCJIbIC MAIMEHTHI", YKa3bIBaTh 9TO B KAXKJOM pasjieic He 00s13aTeNbHO.

10. B OXJIIT gomkHa MCMONB30BATHCA MEAULIMHCKAS! TEPMUHOJIOTHSI.

11. OXJIIT conepxuT nHGOPMAIIHIO O KOHKPETHOM JICKAPCTBEHHOM TIperapare, o3TOMy
OHa HE JOJDKHA BKJIIOYATh B ceO0sl CCHUIKM Ha JApPYrue JIEKapCTBEHHbIEC Mpernaparbl, 3a
WCKIIFOUCHUEM CJIy4aeB, KOrJa 3TO SBISIETCA NPEIOCTEPEKEHUEM, PEKOMEH]YEMBIM
YIOJHOMOYEHHBIM OpPraHOM (PKCIEPTHOM OpraHu3zaiueil) rocyaapcTBa-ujieHa, a TaKkKe B
cllyuae, €Clid JICKAPCTBEHHBIN IpenapaT He0OX0IUMO MPUHUMATD MO CXEME UCKITIOYUTEIBHO
B COBOKYITHOCTH C APYTMMU JIEKaPCTBEHHBIMHU MpenapaTaMu.

12. TlonoxxeHusi HACTOSIIIUX TPEOOBAHUN MPUMEHSIOTCS KO BCEM JICKAPCTBEHHBIM
npenaparaM. [IpruMeHeHHE yKa3aHHBIX MOJOXKEHHUH IS KOHKPETHOIO JIEKAPCTBEHHOTO
npenapara TakXke 3aBUCUT OT HAYYHBIX MEIUIIMHCKUAX JAHHBIX O MPENapare v yCIOBUW €ro
peructpanun. OTKIOHEHUE OT HACTOSINHUX TPpeOOBaHWN HEOOXOIUMO 0OOCHOBAThH B PE3IOME
MOAYJISA 2 PETUCTPALIMOHHOTO J10ChHE.

13. Ina npoBenenus skcneptusbl npoektel OXJIIT u JIB, moaroroBieHHbIE B
COOTBETCTBHUH C HACTOSIIIUMU TPEOOBAHUSIMU, B TOM YUCJIE B COOTBETCTBUM C IIPHUIIOKECHUEM



Ne 12 k macrosmum TpeboBaHusAM mpeacTaBiaioTca B Gopmare PDF ¢ pacno3nanHbiM
TekcToM (B ToMm yucie B popmare PDF ¢ BO3MOXXHOCTBIO penakTupoBanus. JlonOJIHUTEIBHO
nomnyckaercs npenacrapieHue B popmare Word).

14. B xoae nposenenust sxkcneptussl OXJIII u JIB Ay moJHOrO M MpaBUIBHOTO
OTpPa)XE€HUs 3aMEYaHHM AKCIEPThl YIOJIHOMOYEHHBIX OpPraHOB (PKCHEPTHBIX OpraHu3aluil)
roCyJapCTB-4J€HOB BIPAaBE BHOCUTh MWCIPABICHUSA B pPEXKUME PEUCH3UPOBAHUSA B
npeacTasieHHbIe 3asBuTesieM npoektel OXJII u JIB.

15. ITonusle npoextel OXJIIT u JIB ¢ U3MEHEHUSIMH, BHECEHHBIMU B PEKHME
pELEH3UPOBaHUS, TPEAHA3HAYEHBI ISl 00ECTIeUeHHsI TPOCIIEKUBAEMOCTH BCEX BHOCUMBIX B
HUX U3MEHEHHU. Y TBEPXKACHUIO MOIEKAT UCKIFOUUTEIBHO COTJIACOBAHHBIEC 110 PE3yJIbTaTaM
BHeceHUs u3MeHeHui nosHbie npoekThl OXJII u JIB. 3asBuTento HE00X0AUMO 000CHOBATH C
HCIIOJb30BAHUEM HAYUYHBIX MEIMIIMHCKUX JNAaHHBIX Bce BHOcUMbIe u3MeHeHus B OXJIII u (
win) JIB, 3a nckiltoueHneM NMpaBoK peAaklMOHHOTO XapakTepa.

16. I1pu BHecenun uzmenenuit B rekct OXJIII u (unu) JIB nepxartens perucTpaiioHHOTO
YAOCTOBEPEHUSI OPUTMHAIIBHOTO JIEKAPCTBEHHOIO TMpernapara JA0JKEH BKIKOYUTh B MOIYJb 1
PErUCTPALIMOHHOTO JOCKE:

a) OXJIIT u JIB, yTBepKI€HHbIE B CTPAHE-IIPOU3BOIUTEIIE;

0) OXJIIT u JIB, yTBepK/IeHHbIE B CTpaHe-/epKaTelie pErucTPalluOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOIO Tpernapara, Mpyu HEBO3MOKHOCTHU BBIIIOJIHEHUS MOJIOKEHHUI MOoIImyHKTa "a"
HACTOSIIETO IMyHKTA;

B) OXJIII u JIB, yTBepkAcHHBIE B IPYTOM CTpaHe pernoHa MexayHapoIHOIO COBETa 10
rapMOHHU3ALUM TEXHUYECKUX TpeOOBaHUN K (QapMalleBTUUYECKUM TIpernaparam Jist
MeauuuHckoro npumenenus (ICH), rae 3apeructpupoBaH JieKapCTBEHHBIN mpenapat (pu
HAJIMYKUH) TP HEBO3MOKHOCTH BBITIOJTHEHHSI TIOJIOKEHUM MOAMYHKTOB "a" u "0" HacTosIero
MyHKTA.

17. Ilpu BHecenuun uzmenennii B Tekct OXJII u JIB nmsa Bocripon3BeIeHHBIX, THOPUTHBIX
u OHOaHANOTUYHBIX (OMOMOJOOHBIX) JEKAPCTBEHHBIX MPENapaToB yCTAHABIMBAIOTCSA
CJIEIyIOIIMUE CIeUalbHbIe TPEOOBAaHNUS:

a) epKaTellb perucTPalMOHHOTO YA0CTOBEPEHUSI BOCITPOU3BEEHHOTO, THOPUAHOTO HIIU
OroaHanornyHoro (OMoNno100HOr0) JEKApCTBEHHOTO ITpenapara JOJKEH MPEICTABUTh:

OXJIIT u JIB opurunanbHoro (pedepeHTHOr0) JIEKapCTBEHHOTO MpernapaTa (Mpy HaJTuduu
), IEUCTBYIOUIME B CTpaHE-IPOU3BOAUTEINE, U (WIIU) CTpaHE-JepKaTelle PErucCTPALMOHHOTO
YAOCTOBEPEHUSA, U (WJIM) CTpaHE peruoHa MeXayHapOoJHOTO COBETa IO TapMOHHU3ALUU
TeXHUYECKHX TpeOoBaHUU K ¢apMalleBTUUECKUM IIpenaparam sl MEIULMHCKOTO
npuMenenus (ICH) Ha rocynapcTBEHHOM $SI3BIKE TOCYIAPCTBA, B KOTOPOM OHU YTBEPAKACHBI (C
NEPEBOJIOM Ha PYCCKUM SI3BIK);

AeKIapanuio o ToM, uto B mpoekrax OXJIII u JIB Bocipon3BeieHHOTO, THOPUAHOTO WIIN
OroaHanoruyHoro (OMOMoA00HOTO) JEKAPCTBEHHOTO IMpernapaTa OTCYTCTBYIOT OTIMYHS OT
nevctByronux OXJIII u JIB opurnnansHoro (pedepeHTHOr0) JIeKapCTBEHHOrO IIpenapara, 3a



UCKJIIOUYEHUEM OTJIMYMM, BBIJEICHHBIX U OOOCHOBAHHBIX B COOTBETCTBUU C TPEOOBAHUSIMU
a03a1a 4eTBEPTOro HACTOSIIETO MOMYHKTA;

NOCTPOYHOE (PacCHOJIOKEHHOE NapauIeNIbHO Ha OJJHOM JINCTE) CPAaBHEHHE JEHCTBYIOIINX
OXJIII u JIB opuruHanbHOro (peepeHTHOT0) JeKapCTBEHHOr0 Ipenapara U MpPOEeKTOB
OXJII u JIB Bocmpou3BeneHHOT0, THOPUAHOTO WM OMOAHATOTHYHOTO (OMOMOAOOHOTO)
JIEKapCTBEHHOT'0 Tpernapara ¢ BblJeIeHHEM U 000CHOBaHHEM Bcex oTinuuid. K TunuyHbIM
pa3uyusM OTHOCSTCS Pa3auyusi B IMPOU3BOIAUTENSX, CPOKE TOJHOCTH (CpPOKE XpaHEHUs),
COCTaBE€ BCIIOMOTATENIbHBIX BEIIECTB, HE3HAUMMbBIC Pa3IUuUsi B OUOJOCTYMHOCTH WIIH
(apMaKOKHMHETHKE, a TaKXK€ pPa3IU4Msl B CBSI3U C OTPAHUYCHHSIMU, MPETyCMOTPEHHBIMU
3aKOHOJATEIbCTBOM TOCYJIapCTB-UJICHOB B c(hepe 3alluThl aBTOPCKUX U CMEXKHBIX IpaB.
Jlonmyckaercsi HallMuue APYTUX Pa3lIMudid, €CJIM OHM Hay4dyHO 00OCHOBaHbI. Paznuuus B
HaJU4YUU JIMHUM pa3jaoma (PUCKH), MO3BOJSAIOIECH pa3aeiauTh AEIUMYIO JEKapCTBEHHYIO
dbopMy Ha paBHBIE J10JM, HE Bcerjna OyIyT HE3HAYMMBIMU, MOCKOJbKY OHU MOTYT
3HAYUTEIBHO MOBJIHUATh HA BO3MOXKHOCTh JJOCTHKEHHSI peKUMa JO3UPOBAHUS, IPUBEAECHHOTO
B OXJIII opurunansHoro (pedepeHTHOT0) JEKapCTBEHHOTO MIpenapara;

0) eciy mocJjie perucTpaluy BOCHPOU3BEICHHOTO, THOPUIHOTO UKW OMOAHATOTUYHOTO (
o6uonoo6HoT0) NekapctBeHHoro npemnapara B OXJII u (umu) JIB cooTBeTcTBYy!OMIETO
OpPUTHHAIBHOTO (pedepeHTHOro0) JEeKapCTBEHHOrO IpenapaTa BHOCATCS W3MEHEHHS,
JeprKaTeidb PETUCTPALMOHHOTO YAOCTOBEPEHHUS BOCHPOU3BEICHHOTO, THOPHUIHOTIO WU
OmoaHasoruyHOrO (6MOMOAO0HOr0) JEKAPCTBEHHOTO Iperapara JoJbKeH B TedueHue 120
pabounx AHEU ¢ AaThl MyOJMKALUY B €MHOM PEECTPE 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpencts OXJIIT u JIB opurunanbHoro (pedepeHTHOr0) JEKapCTBEHHOIO Mpenapara BHECTH
cooTBeTcTBYytONMEe u3MeHeHuss B OXJIIl u (unu) JIB Takoro BOCHpPOU3BEIECHHOTO,
TUOPUIHOTO WM OMOaHAIOTUYHOTO (OMOMOJ00HOT0) JIEKaPCTBEHHOTO Mpernapara ¢ yueToM
OTIIMYMH, YKa3aHHBIX B a03alne yeTBepToM noanyHkra "a". Ilpu HeBbIOMHEHNH TpeOOoBaHUI
HACTOSIIIETO TMOJIYHKTAa B OTHOIIEHHHM TAaKOr'0 BOCHPOU3BEIEHHOTO, TMOPHIHOIO WIH
O0roaHanoruyHoro (61omnoAO0OHOT0) JIEKAPCTBEHHOTO Mpenapara B COOTBETCTBUU C Pa3eioM
X IlpaBWsI perucTpanMu M HKCIEPTU3bl YIOJHOMOYEHHBIM OpPraH rocyaapcTBa-djieHa
IPUOCTAHABIIUBAET JIEUCTBUE, OT3bIBAECT (OTMEHSET) PETUCTPAIIMOHHOE yAOCTOBEPEHUE WIIH
OrpaHUYMBAET MPUMEHEHHUE UM HAIIPABJISIET I€PKATEII0 PErUCTPALIMOHHOTO Y I0CTOBEPEHHUS
BOCITPOM3BEICHHOT0, THOPHIHOTO WJIM OMOaHAJIOTHYHOTO (OMOIO00HOT0) JIeKapCTBEHHOTO
npenapara TpeOOBaHUME O BHECEHMHM HM3MEHEHUH B COOTBETCTBYIOUIME JOKYMEHTHI
PETrUCTPALIMOHHOTO JJOChE C YKa3aHUEM CPOKa BBIIIOJIHEHUSI TAKOTO TPEOOBAHUS;

B) €CJIM B X0JI€ SKCIEPTU3bl PETUCTPALIMOHHOIO JIOChE BOCIIPOU3BEIEHHOTO, THOPUIHOTO
unu Ouoa”adoruyHOTro (OMOMOMOOHOT0) JEKapCTBEHHOrO Tipemnapara (B pamkax
NOJATBEPKIEHUS PErucTpanuu (MepeperucTpaiuu), TpUBEACHUSs PETUCTPAIMOHHOTO JT0ChE
JEKapCTBEHHOr0 Mpenapara, 3aperucTpUpPOBAHHOIO MO HAIMOHAIBHOM mpoLenype B
rocyJlapcTBax-4ieHax, B COOTBeTcTBUE ¢ [IpaBunaMu peructpauuu U SKCHEPTU3bl, BHECEHUS
M3MEHEHUI B PETUCTPALMOHHOE TOChE) BBISIBICHO, YTO JEHCTBYIOIAs B paMkax Coro3a Uiu B



oJIHOM u3 rocynapcTtB-wieHoB peaakius OXJIII u (wnm) JIB opurunansaoro (pedepeHTHOTO)
JIEKApCTBEHHOT'O MpEenapaTa He COOTBETCTBYET aKTyalbHbIM JIaHHBIM MO 3(P(HEKTUBHOCTH U
0e30MacHOCTH JIEKapCTBEHHOTO Tpemapara (BKJIOYas 3aKJIIOYEHUS OKCIEpPTU3 WU
PEKOMEH/IallMM YIIOJIHOMOYEHHBIX OpraHoB B cdepe oOpalleHus JIEKapCTBEHHBIX CPEACTB
TpeThux cTpaH) uiu He coorBeTcTByeT OXIJIIl wm (wnum) JIB, omoOpenHBIM B
CTPaHE-NIPOU3BOAUTEIIE WM CTPAHE-AEPHKATEIE PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpenapara, BhIIOJHSIIOTCS CIEIYIONINE TeUCTBUS:

YIOJHOMOYEHHBIN OpraH (dKCIepTHas OpraHu3aius) rocyaapcTBa-ujieHa GopMUPYET
3aMpoc AepKATENI0 PErUCTPALMOHHOTO YIOCTOBEPEHHS] COOTBETCTBYIOIIETO OPUTUHATIBHOTO (
pedepeHTHOr0) JIeKapCTBEHHOTO MpemnapaTta o HeooxoaumocTu uctpasieHuss OXJII u (nmm)
JIB Takoro mpemapaTa M HampaBiseT €ro yHNOJHOMOYEHHOMY OpraHy (3KCHnepTHOU
opraHu3anun) peepeHTHOTO TOCyapCTBa, 3aPETUCTPUPOBABIIEMY JaHHBIN JIEKAPCTBECHHBIN
npenapar;

IPOBEJACHUE IKCIEPTU3bl PETHCTPALIMOHHOIO JOChE BOCIPOHU3BEIEHHOIO, THOPHIHOTO
WK OM0aHAIOTMYHOTO (OMOMOA00HOTO0) JIEKApCTBEHHOTO MpernapaTa MpuoCcTaHaBINBACTCS;

YIOJIHOMOYEHHBI OpraH (3KCIepTHas opranus3anus) pedepeHTHOro rocynapcrsa B
TeyeHue S5 pabouyux JIHEW ¢ AaThl MOJIydEHHUsS 3ampoca OT YHOJHOMOYEHHOro opraHa (
HKCIIEPTHON OpraHU3allMK) HAMpaBIAET YKa3aHHBIM 3aMpoc JIepKaTel0 perucTpauoHHOro
YAOCTOBEPEHUSI COOTBETCTBYIOILIEIO OPUTHHAIBHOIO (pePEepeHTHOro0) JIeKapCTBEHHOTO
npenapara;

JepKaTellb PETUCTPALIMOHHOIO YIOCTOBEPEHUS COOTBETCTBYIOIEIO0 OPUTHHAIBHOTO (
pedepeHTHOr0) JIEKapCTBEHHOTO Tpenapara B TeueHue 40 pabounx JHEN ¢ AaThl MOTYyUYEHUs
3anpoca noJaeT B YIIOJIHOMOYEHHBIH OpraH (3KCHEPTHYIO OPraHU3aluio) rocyJapcTBa-uieHa,
HAIpaBUBIINN YKAa3aHHBIN 3aIIpOC, 3asBJICHUE O BHECEHUHM U3MEHEHUU B PErUMCTPALMOHHOE
J0ChE TAKOr0 OPUTHMHAIBHOTO (pepepeHTHOro0) JIEKapCTBEHHOIO Ipenapara C y4eToM
TpeOoBaHU W (WJIM) PEKOMEHIAINH, COJAEpPXKAIMMUXCS B TOJIYUYCHHOM 3ampoce, Ju0o
MpeACTaBseT MUCbMEHHOE OOOCHOBAHME OTCYTCTBUSL HEOOXOIMMOCTH BHECEHHUS TAKUX
W3MEHEHUN.

Ha ocHoBaHuM NHCbMEHHOTO OOOCHOBaHUsS, MPEACTABICHHOTO JepKaTejaeM
PEruCTPALlMOHHOTO  YJIOCTOBEPEHUS, YMNOJHOMOYEHHBIM OpraH rocyaapcTBa-4yjeHa,
HalpaBuBIIUK 3ampoc B TedeHue 20 paboumx AHEH C JaThl MOJYyYEHHUS YKa3aHHOTO
000CHOBaHUS OT3bIBACT WM MOATBEPkKAAET TpeboBaHue 0 BHeceHnU u3MeneHnuit B OXJII u (
unu) JIB. Eciu ynmoJHOMOYEHHBIM OpPraHOM TOCYJIapCTBa-4i€HA, HAMPaBUBIIMM 3aIlpocC
MOJATBEPKJAIOTCS TpeOOBaHUSA, YKa3aHHblE B MEPBUYHOM 3ampoce, JIu00 OHU
KOPPEKTHPYIOTCSI C YYETOM IIPEJICTABICHHBIX JEpKaTeJIeM PErUCTPallMOHHOIO
YIAOCTOBEpPEHUS PpPa3bsICHEHUN, BHECEHUE M3MEHEHHNl B PETrUCTPALlMOHHOE JOChE
3apErHCTPUPOBAHHOTO OPUTHMHAIBHOrO (pe(epeHTHOro) JEKapCTBEHHOrO IIpernapara
OCYILIECTBIISIETCSL B COOTBETCTBUU ¢ [IpaBriiaMu peructpainu U 3KCIEepPTU3BIL,



nocne cornacoBanus OXJIIl u (wnm) JIB opurunanbHOTO (pedepeHTHOrO)
JIEKapCTBEHHOTO TIpenapaTa B COOTBETCTBMU C YKa3aHHOM MpOLIEAYpOH HSKCIepTH3a
PETUCTPALIMOHHOTO J0OChe BOCHPOU3BEACHHOTO, THOPUAHOTO WM OHMOAHAIOTHYHOrO (
OMOMOI00HOTO) JIEKAPCTBEHHOTO Mpernapara Bo300HoBIseTcs. [Ipu aToM 3anpoc, ykazaHHbIN
B a03aie BTOPOM HACTOSIIETO MOANYHKTa, HE pacCMaTpUBaeTCs B KayecTBE 3ampoca
JIEPKATENI0 PETUCTPALMOHHOTIO YJAOCTOBEPEHHS] BOCIPOU3BEIIEHHOT0, THOPHUIHOTO WIIU
OroaHanornyHoro (OMono100HOro0) JEKapCTBEHHOTO Ipenapara.

B cBsi3u ¢ BOBMOXKHOCTBIO MHUITMAIIUY YTIOJTHOMOYEHHBIM OPTaHOM T'OCYy/IapCTBa-ujieHa
yKa3aHHOW TPOLETyphl, 3asSBUTEII0 HE CIeAyeT TPyNMUpPOBAaTh BHECEHHE W3MECHECHHI B
nerictByronryro OXJIII u (unm) JIB Bocipon3BeIeHHOT0, THOPHIHOTO WM OMOaHAJIOTUYHOTO
(6uonom06HOr0) JTEKAPCTBEHHOTO MIpenapara ¢ ApyruMu BUJaMu U3MEHEHH;

') €CJIM JAEepKaTellb PETUCTPALMOHHOTO YAOCTOBEPEHUSI OPUTUHATILHOTO (peepeHTHOTO)
JeKapCcTBEHHOro mnpemnapara B TedeHue 40 pa®ouyux gHEW C JaThl MOJy4YEHHUs 3ampoca,
cormacHo ab3aly NOATOMY TMOANYHKTa "B" HAcTOSIIETO MYyHKTa, HE TMOJaeT B
YIOJIHOMOYEHHBIN OpraH (9KCHEpPTHYI0 OpraHU3allii0) TOCy/apCTBa-ujieHa 3asBJIECHUE O
BHECEHUM M3MEHEHHUHN B PETMCTPALMOHHOE JOChE TaKOr0 OPUTHHAIBLHOrO (pedepeHTHOTO)
JIEKApCTBEHHOTO TperapaTa WM He MPEJICTABIIeT MMCbMEHHOE 00OCHOBAHHE OTCYTCTBUS
HEOOXOJUMOCTH BHECEHHUS TaKMX WU3MEHEHUM, TPUMEHSIFOTCSI COOTBETCTBYIOIINE MTOTOKCHHS
[IpaBun peructpaniii W HSKCHEPTU3BI O TMPUOCTAHOBKE JIEUCTBUS, OT3BIBE (OTMEHE)
PErUCTPALIMOHHOTO YJIOCTOBEPEHUSl JIEKAPCTBEHHOrO IpernapaTra, WM OTpaHUYEeHUU
MPUMCHEHHUs, WM BHECCHUW W3MCHEHHWH B YCIIOBHUS JEWCTBHS PETUCTPAITMOHHOTO
ynocTtoBepeHusi. B aTom ciyuae skcnepTH3a perucTpaliuoHHOTO JI0Ch€ BOCTIPOU3BEICHHOIO,
rUOpUIHOTO WM OMOaHaJOTUYHOro (OMOMOJO0HOr0) JIEKAPCTBEHHOrO Ipemnapara
ocymecTtBisieTcs: 6e3 ydera HeakTyanbHbix OXJIIl u (unu) JIB opuruHambHOro (
pedepeHTHOr0) JIEKapCTBEHHOI0 Mpenapara;

1) €Cl CUTyalus, yKa3aHHas B MOJNYHKTE "B" HACTOSIIEro MyHKTA, BOSHUKAET MpHU
PErUCTpAllMM BOCHPOU3BEAECHHOTO, THOPUIHOTO WIM OMOaHAIOTMYHOro (OMOMOA0OHOTO)
JIEKapCTBEHHOI'O Mpenapara, HKCIEepTU3a PErUCTPALUOHHOTO 1I0ChE TAKOTO JIEKAPCTBEHHOTO

nan

npenapata He MPUOCTAaHABIMBACTCSA, M MPUMEHSIOTCA TpeOOBaHMS TMOJNYyHKTa "a
HAaCTOSIIETO MYyHKTAa. YIOJIHOMOYEHHBIA OpradH (dKCIEepTHas OpraHU3aIus)
rocy/1apCcTBa-4jieHa WHULIUHUPYET MPOLENYpPY BHECEHUS H3MEHEHHIl B PErMCTPAllMOHHOE
JIOCh€ COOTBETCTBYIOIIETO OPUTHHAIBHOTO (peepeHTHOr0) JEKapCTBEHHOTO Mpernapara B
COOTBETCTBHH C MOJIOKEHUSAMH MOJAMYHKTA "B" HACTOSIIETO MyHKTA.

18. ITpu BeisiBieHnn HecooTBeTcTBUA AercTBYIomUX OXJIII u (nnm) JIB nekapctBeHHOTO
npernapara, 3aperuCTpUPOBAHHOTO B OJHOM M3 T'OCYJIapCTB-UJIEHOB, COBPEMEHHBIM JaHHBIM
no >(QPeKTUBHOCTH U O€30MACHOCTH OSTOr0 JEKApCTBEHHOTO Mpemnapara (BKIIOYas
3aKJIFOUEHHUS SKCIEPTU3 U PEKOMEHAAINH YIOJTHOMOYEHHBIX OPraHOB B cepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB TPEThUX CTpaH), B ToM unciie OXJIII u (wim) JIB, yTBepK1€HHBIM B

CTPAHC-IIPOU3BOAUTCIIC WM CTPAHC-ACPIKATCIIC PCTUCTPAIUOHHOTIO YAOCTOBCPCHUS



JIEKapCTBEHHOr0 TIperapara, YIOJHOMOYEHHbIE OpraHbl (3KCIEPTHBIE OPraHU3AIUU)
rocyJlapCTB-4JIEHOB WJIM JPyTHE JHUIA BOpPaBe OOPATUTHCA B YMOJHOMOYEHHBIH OpraH
rocy/apcTBa-ujieHa, B KOTOPOM 3aperucTpUpOBaH TaKOW JIEKapCTBEHHOW Mpemapar, ¢
MHULMATUBON O HAIpaBICHUM JEpKaTENI0 PETUCTPALIMOHHOTO YJOCTOBEPEHHUS TaKOTro
JEKapCTBEHHOr0 IIpemnapaTta 3amnpoca O HEOOXOJMMOCTH BHECEHUS H3MEHEHUN B
nevicrByrontue OXJII u (unun) JIB.

19. Ilpu nmonmydyeHuu 3ampoca, yKa3aHHOTO B MyHKTe 18 Hactosmux TpeOoBaHUM,
MpUMEHSETCA MPOoIeAypa, yKazaHHas B ab3alie maToM nmoanyHkra "B" myHkra 17 HacTOSIINX
TpeOOBAHMIA.

20. [Ipu HeBBITOTHEHUU TPEOOBAHMM, YKa3aHHBIX B MyHKTe 19 HacTosAmux TpeOOBaHUIA,
MPUMEHSIOTCS MOJO0KEHU MOANYHKTa "I myHKTa 17 HacTosAumX TpeOOBaHMIA.

21. Tlonoxenus nyHkToB 19 m 20 HacToAmmx TpeOOBaHUI pACHPOCTPAHSIIOTCS Ha
JepxKaTeleldl PEerucTpaluOHHBIX YJAOCTOBEPEHUN BCEX JIEKAPCTBEHHBIX IpPENapaTos,
3apEruCTPUPOBAHHBIX B COOTBETCTBUU C [IpaBuiiamu perucTpanuu U S3KCIepTU3bIL.

22. OpobpeHHble YIOJTHOMOUYEHHBIMU opraHamMu rocynapct-wienoB OXIJII u JIB
pa3MeIalTCsd B €AMHOM PEECTPE 3apPErMCTPUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB, TAKXKE
JOTIyCKAeTCAd HX pa3MelieHne Ha OQUIHATBLHOM CalTe YMOJIHOMOYEHHOTO opraHa (
AKCIIEPTHON OpraHu3aluu) rocy1apcTBa-ujieHa B cetu HTepHer.

23. Jlns JeKapCTBEHHBIX IMPENapaToB, TPEOYIOMUX TOMOJTHUTEIFHOTO MOHHUTOPUHTA
6e3zomacHoctu, mnepen paszpenom 1 OXJIIl pasmemniaercss crnenuanbHbIi cuMBOI (),
COMPOBOXKIaeMbIi cienyromeil (GopMmyaupoBkoil: "JlaHHBIN JeKapCTBEHHBIM mpenapaT
MO/JICKUT JOTIOJIHUTEIbHOMY MOHHUTOPUHTY. DTO TO3BOJUT OBICTPO BBISIBUTH HOBYIO
uHdpopmanuo 1o Oe3omacHocTd. Mpbl oOpamjaemMcss K CHEIUAINCTAM CUCTEMBI
3IpaBOOXPaHEHHUSI C TMPOCHOOM coOoOMmAaTh O JIFOOBIX IMOJI03PEBACMBIX HEKEIATeIbHBIX
peakuusx.".

1. Pazaems OXJIII
1. HamMeHOBaHUe JICKapCTBEHHOT'O Ipemapara

24. B pannom pazaene OXJIII yka3plBatoTCsl TOProBO€ HAUMEHOBAHHE JIEKAPCTBEHHOTO
mpernapara, CBeJACHUsI O JO3UPOBKE W JiekapcTBeHHOUM dopme. Jlanee mo tekcty OXJIII
CBEJCHUS O JO3UPOBKE M JEKApCTBEHHOW (opMe B HAMMEHOBAHUU JIEKAPCTBEHHOTO
npenapara JAO0IyCKaeTCsl HE YKa3bIBaTh.

Jlo3upoBka

25. Jlo3upoBKa 1071KHA COOTBETCTBOBATh KOJIMUYECTBEHHO OIMPEAEIIEMOMY COJEPKAHUIO
JEUCTBYIONIET0 BEIIECTBA U MPUMEHEHUIO JICKAPCTBEHHOI'O Tpernapara W COBIAAATh C
KOJINYECTBOM JICHCTBYIOILIETO BEIIECTBA, YKA3aHHBIM B KOJIMYECTBEHHOM COCTABE U PEKUME
n0o3upoBaHus. Pa3Hble JO3UPOBKU OJHOTO M TOTO K€ JIGKAPCTBEHHOrO Ipernapara



yKa3bIBalOTCS OJWHAaKoOBO (Hampumep, 250 mr, 500 mr, 750 wmr). Crnemyer uzberath
WCIIOJIB30BaHUs JIECATUUHBIX pa3ieuTeseH, ecinu npumMeHumo (Hamnpumep, 250 Mkr, a e 0,25
Mmr). Ecam nekapcTBeHHas ¢opMa mpeiacTaBicHa ABYyMsS M Ooliee JO3UPOBKAMH,
BBIPQKEHHBIMU HECKOJIBKUMU €MHUIIAMU U3MepeHus (Hanpumep, 250 Mkr, 1 Mr u 6 mr), To
B HEKOTOPBIX CITyUasx lieJiecoo0pa3Hee yKa3bIlBaTh I03UPOBKY B OJHUX U TEX )K€ €AUHUIIAX B
EJIAX conocTaBUMOCTU (Hampumep, 0,25 mr, 1 mr u 6 mr). B nemsix 6e30macHOCTH BETUUNHY
pasMepHOCTH "MUIUTHOHBI", "Munmuapael" (Hanmpumep, €IUHUI) BCErJa CiIeAyeT MucaTh
MIOJTHOCTBIO, a HE COKpaliaTh. He crnenyeT yka3piBaTh He3HAUYMMBbIE HYJIU (Hanmpumep, 3,0 uiu
2,500).

26. JIns TeKapCTBEHHBIX MPENapaToB, Y KOTOPHIX BHIPAKEHUE COJCPKAHUS JEUCTBYIOIINX
BEIIIECTB B €JMHUIIAX MACChl HE MOXXET B MOJHOU MEpe XapaKTepu30BaTh OMOJIOTHYECKYIO
aKTUBHOCTH (Hampumep, I OMOJOTHYSCKUX JICKAPCTBEHHBIX IIPENaparToB), JTO3WPOBKa
MOKET OBITh BBIp@)KEHA B €IMHUIIAX, HCIIOJIb3YEMBIX B (hapMaKomesx:

ME — mexayHapoiHasi eIMHUIA OMOJIOTHYECKONM aKTUBHOCTH,

Lf — enuHMIa OMOJTOTMYECKON aKTUBHOCTH TOKCHHA (AHATOKCHHA);

PFU — Onsmikoo0Opa3yroniye e uHuIIb;

Ph. Eur. U. — eqununa EBpornetickoit hapmakornen.

JlomyckaeTcst BEIpaKeHHUE JO3UPOBKH B APYTUX €IUHUIAX, HATIPUMED:

EJl — equHAIBI TEHUCTBUS OMOJIOTHYECKON aKTHBHOCTH;

PNU — enuauIsr 6€1K0BOro a3ora.

Ecnu mexyHaponnas eAnHHIIa OMOJIOTHYEeCKON akTUBHOCTH ObLlIa onpenenena BO3, npu
yKa3aHUW aKTUBHOCTH JIEKAPCTBEHHOI'O Mpemnapara cjieAyeT NPUMEHATh JaHHYIO €IUHUILY.

JlexapcTBeHHas hopma

27. JlexapcTtBeHHYI0 (hOpMY JEKapCTBEHHOIO Mpernapara HeoOXOAUMO yKa3biBaTh B
COOTBETCTBHH C:

MOJIHBIM CTaHAAPTHBIM TepMUHOM Papmakoren EBpazniicKoro 3k0OHOMUYECKOT0 COK03a,
yTBepxkaeHHoM Pemennem Komnernn EBpasniickoi sJkoHOMHAYECKOM komuccnu ot 11 aBrycra
2020 r. Ne 100 (nanee — dapmakones Coro3a), BO MHOKECTBEHHOM 4HUCE (€CIU MPUMEHHUMO)
(Hammpumep, TabJIETKH);

nonoxxeHusimu paszgena 3 OXJIIL.

[Ipu OTCYTCTBUM MOAXOASIIETO MOJTHOTO CTAHIAPTHOIO TEPMHHA COCTABIISIETCS HOBBII
TEPMUH MYyTeM KOMOWHHUPOBAHUS CTAHJIAPTHBIX TEPMUHOB B COOTBETCTBMU ¢ HomeHKkaTypoit
JeKapcTBeHHBIX (popM, yTBepxkaeHHon Pemenuem Komnerun EBpa3zuiickoit 5KOHOMHYECKOH
Komuccuu oT 22 nexadbps 2015 r. Ne 172.

Ecnu 5T0 HEeBO3MOKHO, 3asIBUTEINIO CIEAYyeT HAlIPAaBUTh OOpAIlEHHE B YIIOTHOMOYCHHBIN
OpraH rocyjapcTBa-4JieHa O HEOOXOJMMOCTH BBEIEHHUS HOBOTO CTaHIApPTHOTO TEpPMHHA
dapMaKONEWHbBIM KOMUTETOM EBPa3sMiCKOro 3KOHOMHYECKOTO coro3a. IlyTh BBeneHMs
JIEKapCTBEHHOTO Tpernapara W MepBUYHas (BHYTPEHHSs) yNaKoBKa B OOpalleHHH He



YKa3bIBAaKOTCS, 34 MCKIIOYEHUEM CJIy4aeB, KOIAA JTU JJIEMEHTHI SBISAIOTCS YaCTHIO
CTAHJAPTHOI'O0 TEPMHHA WM HEOOXOJMMBI B LEJAX OE€30MaCHOCTH, WU MPU HAIWYUU
UJICHTUYHBIX JICKaPCTBEHHBIX IIpENapaTroB, KOTOPBIE BO3MOXHO pPa3JIMYUTh TOJIBKO
MOCPEJICTBOM YKa3aHUs IyTH BBEJICHUS WU IEPBUYHON (BHYTPEHHEH) yIAaKOBKH.

28. HaumeHOBaHuEe U NO3UPOBKA JEKAPCTBEHHBIX PACTUTEIBHBIX IPENAPATOB JOJIKHBI
COOTBETCTBOBATh akTaM opraHoB Coro3a B cpepe oOpaleHus! IEKapCTBEHHBIX CPEICTB.

2. KagecTBEHHEIHM 1 KOIIMIECTBEHHEIN COCTaB

29. B paHHOM paszaelie TPUBOJUTCS TMOJHOE ONMHCAaHUE KAYECTBEHHOTO U
KOJIMYECTBEHHOI'0 COCTaBa JIEKAPCTBEHHOI'O Mpernapara B OTHOLICHUHU JEHUCTBYIOIIETO
BellecTBa (AecTByOMMX BemecTB). [Ipn HE0OX0IMMOCTH B JaHHOM pasjiesie u B pazzaene 4.3
win 4.4 OXJIIT npuBoauTcst HHGOPMAIHS O BEIIECTBaX, KOTOPhIE HEOOXOIUMO YUYUTHIBAThH B
COCTaB€ JIEKApPCTBEHHOTO TMpemapara s MPaBWIBHOTO €ro mnpuMmeHeHus. Hampumep,
KaueCTBEHHBI COCTaB BCIOMOTATENbHBIX BELIECTB, YKa3aHHBIX B MHpuiiokeHun Ne 1 k
HacTOAIIMM TpeOOBaHUSAM, TOJKEH ObITh yKa3zaH B Buue (ppasbl "BemiectBa, Hamuuue
KOTOPBIX HAJI0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Mpenapara:".

B xoHIiie paznena HeoOXOAUMO yKa3zaTh CIEAYIONIYI0 CTaHAAPTHYIO (OopMyIUpOBKY: "
IlonHbli MepedeHb BCIIOMOraTeJIbHbIX BEIIECTB IIPUBECEH B pazaeiae 6.1.".

Ecnu pacTBopuTenb SBISETCS YacThIO JIGKAPCTBEHHOTO IMpenapara, CBEICHHUS O HEM
HEO0OXOIMMO BKJIIOUNTH B cooTBeTCTBYIomME pazaensl OXJII (mHanpumep, 3, 6.1, 6.5 u 6.6).

KauecTBeHHEI cocTaB

30. HanmeHoBaHME IEVCTBYIOMIETO BEIIECTBA MTPUBOJAUTCS COTJIACHO PEKOMEHJOBAHHOMY
BO3 mexayHapolHOMY HemaTeHTOBAaHHOMY HamMeHoBaHuio (manee — MHH) u npu
HEO0OXOMMOCTHU JOMOJHAETCS yKa3aHUEM COJIEBOM MM rujipaTHON popmel. [Ipu oTcyTcTBHM
MHH cnenyer ucnosib3oBath HauMeHoBaHue o Papmakomnee Coro3a, a MpU OTCYTCTBUU
Takoro HaumeHoBaHus B Papmakonee Coro3za — OOMIENPUHATOE, XUMHYECKOE WIIU
rPpyNIUPOBOYHOE HAMMEHOBAaHHWE JAEWCTBYIolIero BemecTtBa. [Ipu oTcyTrcTBUUM
OOLIENTPUHATOr0, XUMHUUYECKOTO WM IPYNIUPOBOYHOTO HAMMEHOBAHUSI HEOOXOAMMO yKa3aTh
TOYHOE Hay4dHOe oOo3HaueHue. [ AeHCTBYIOHNIMX BEIIECTB, HE HMEIOUIUX TOYHOTO
HAy4YHOro OOO3HAYEHMsI, YKA3bIBACTCs, KAK U M3 Yero OHM M3roToBieHbl. He momyckaercs
BKJIFOYATh CCBUIKM Ha (hapMaKONEeHHOE Ka4eCTBO.

31. Ecnm nexapCTBEHHBIM IpenapaT SBISAETCS JEKApCTBEHHBIM PaCTUTEIbHBIM
npenapaToM, yKa3aHHE KayeCTBEHHOI'O0 COCTaBa TaKOro Ipernapara OIpenenseTcs B
COOTBETCTBHHM € akTaMu opranoB Coto3a B chepe oOpalieHust JeKapCTBEHHbIX CPE/ICTB.

32. Ilpu yka3aHuUM Kaudye€CTBEHHOIO COCTaBa JIEKAPCTBEHHOTO Ipernapara,
MIPEJICTABIISAIONIET0 co00M pamuodapmalnieBTUUCCKU HaOOp, HEOOXOAUMO YKaszaTh, 4YTO
PaAMOU30TON HE SABJSETCS YacThio Habopa.



KonnaecTBeHHBII cOCTaB

33. KosndecTBO NEMCTBYIONIETO BEIIECTBA HEOOXOJAMMO BBIpAXKAaTh Ha €IUHUILY
J03UPOBaHUS (B IO3UPOBAHHBIX MHTASIIUOHHBIX MpenapaTax — Ha JOCTaBISIEMYIO 03y U (
WIM) OTMEPEHHYIO /103Yy), Ha €IUHHUIly 00beMa WM €AMHHUIY MacChl, © OHO JOJIKHO
COOTHOCHUTBHCS C TO3UPOBKOM, YKa3aHHOU B paznese 1 OXJIIL

34. KonuuecTBO JEHCTBYIONIETO BEIIECTBA HEOOXOAMMO BBIPAXKATH C MOMOIIBIO
MEXIyHapOJHOTO NPU3HAHHOTO CTAHJIAPTHOTIO TEPMHUHA, KOTOPBIA NMpPU HEOOXOAUMOCTH
JIOTIOHSIOT JPYTUM TEPMHUHOM, €CJIM OH 00Jiee TOHITEH METUIIMHCKUM paOOTHUKAM.

Coutn 1 ruaparsl.

Ecnu neiictByromiee BEmIECTBO MPEACTABICHO B BHAE COJMHM WA THAPATA,
KOJIMYECTBEHHBIM COCTaB ClielyeT BbIpakaTh B €AMHHUIIAX MaCChl (MM OMOJIOTUYECKOM
AKTUBHOCTU B MEXKJIYHAPOJHBIX (WJIM MHBIX) €AMHUIIAX, €CJIM MPUMEHUMO) aKTUBHOM YacTH
MOJIEKYJIbI AaKTUBHOM (hapMaleBTUYECKON CyOCcTaHIIMK (OCHOBAHUS, KUCIOTHI MM O€3BOAHON
conn) (Hampumep, "60 mr Ttopemudena (B Buae uumrpara)' wim "TtopemudeHa LUTpAT,
SKBUBAJICHTHBINA 60 Mr TopeMudena").

Ecau B xoie mpuUroToBieHUsS TOTOBOrO Mpenapara B peakUMOHHOM cmecu (in situ)
oOpa3zyeTcst coyib (HampuMmep, IpU CMEIIMBAaHUM PACTBOPUTENS U MOPOIIKA), HEOOXOAUMO
OTPa3UTh KOJIMYECTBO AKTUBHOM YaCTU MOJIEKYJIbI JEHCTBYIOUIETO BEIIECTBA C YKa3aHUEM Ha
oOpa3zoBaHHe COIH in situ.

B oTHOmIEHMH MIMPOKO NPUMEHSEMBIX JAEWCTBYIOIIUX BEIIECTB B COCTaBe
JIEKapCTBEHHOI'0 Mpenapara, J03UpOBKa KOTOPBIX OOBIYHO BBIPAXXAETCS B COJIEBOM WIIU
ruipaTHoi (opme, KOJIMYECTBEHHBIM COCTaB JOMYCKAETCs BbIpaXaTh B BUJE KOJIMYECTBA
cosiu uiu ruapata (Hanpumep, "60 mr auwiThazema rugpoxiaopuaa’). ITo IpaBUIO TAKKE
MIPUMEHHUMO, €CIIA COJIb oOpasyercs in situ.

O¢upbl u nposiekapcTBa.

Ecnu peiicTBylolee BeliecTBO MPEICTaBICHO B BUIE 3(upa WM NMPOJIEKAPCTBA,
KOJIMYECTBEHHBIN COCTaB HEOOXOAMMO BbIpaXkaTb B BHJAE KOJHUYECTBAa 3Qupa uIu
IIPOJIEKAPCTBA.

Jlnsi nekapCTBEHHOTO Mpemnapara — MpOJeKapcTBa, aKTUBHAS YacTh MOJIEKYJIbI
JNEUCTBYIOLETO BEUIECTBA KOTOPOrO 3aperucTpUpoBaHa B BHUAE CaMOCTOSTEIBHOTO
JIEKapCTBEHHOTO IIpernapara, yKa3blBa€TCs TAKKE HKBUBAJIEHTHOE KOJHWYECTBO AKTHUBHOMU
4acTU MOJIEKYJbl JeWCTByIolIero BemectBa (Hampumep, "75 Mr ¢ocheHuTonHa
skBUBaICHTHBI 50 Mr ¢eHuTonHA").

Hoportiok (rpadysibl) 4719 IPUTOTOBIECHHUS PACTBOPA HIIH CYCIEH3HH JUIS [IPHEMA BHYTDb.

KonnyecTBO NEHCTBYIOMIErO BEIECTBA HEOOXOAMMO BBIPA3UTh HA €UHULLY JO3bI, ECIH
npenapar sBJISIeTCSl OJTHO030BbIM, UJIU HA €UHUILY OOBEMHOM J03bI MOCJIE BOCCTAHOBIICHUS,
€CJIM IpenapaTr SBJISIETCS MHOT'0/I030BbIM. B HEKOTOpBIX ciydasx LEIecOo00pa3HO yKa3aTh
MOJIIPHYIO KOHIIEHTPAIHIO.



JlekapcTBeHHbIE€ MpenapaTtbl JJIs NApEeHTEPaabHOIO BBEJAEHHA (3a HCKIIOUYCHHEM
BOCCTaHABJIUBAEMbIX [TOPOIIKOB).

Ecnu oOmiee comepkumoe MepBUYHON (BHYTPEHHEH) YIIAKOBKU OJIHOJIO30BBIX
JIEKapCTBEHHBIX TIPENapaToB A1 MapeHTepaabHOIO BBEJCHHS BBOAUTCS B BUJIE OJTHOM O3B (
"[OJIHOE UCIOJIb30BAHUE COJIEPKUMOr0 MEPBUYHON (BHYTPEHHEW) YIAKOBKH'"), KOJIMYECTBO
JICCTBYIOIIETO BEIIECTBA CIEAYET BbIpakaTh Ha (GopMy Bbiycka (Hampumep, 20 mr u jap.)
0e3 yKazaHMsi M3IUIIKOB M u30bITKAa. HeoOxomumo Takke yKa3aThb KOJHMYECTBO
JIEHCTBYIOIIETO BellecTBa Ha 1 M1 M OOITUiA 3asBJICHHBIN 00BEM.

Ecnu xonmyecTBO OAHOM030BBIX JIEKAPCTBEHHBIX MPENapaToB IS NapEeHTEPATLHOTO
BBEJICHHA PACCUUTHIBAETCS HA OCHOBAaHWM MACChI Te€la, MJIOMIAAM MOBEPXHOCTU Tea WU
MHOW TepeMeHHOW mnainueHTa ("JacTMYHOE HCMOJIb30BAaHUE COACPKUMOTr0 IEPBUYHOU
YIIaKOBKHU'"), KOJUYECTBO JECUCTBYIOIIETO BEILIECTBA CIIEAYET BbIpa)xaTh B MUJUIMJIUTpPax.
HeoOxoauMo Takxke ykazaTh oOWmIMM 3asBIEHHBIM 00beM. M3numku u u30BITOK HE
YKa3bIBAIOTCHI.

KonudecTBo neiCTBYIONIETO BEIIeCTBAa MHOTO/I030BbIX MapEHTEPATbHBIX JIEKAPCTBEHHBIX
MpernapaToB U MapeHTEPATbHBIX JEKAPCTBEHHBIX MpenapaToB B OOJBIIMX 00bEMax CIeAyeT
BeIpakath Ha 1 mu, HAa 100 M, Ha 1000 M u T. A. cooOpa3HO OOCTOSITENLCTBAM, 3a
HCKJIIOYEHUEM MHOTOJI030BBIX BAKIMH, COAepkamux 'n" oaMHAaKOBBIX 103. B 3TOM ciiyuae
JIO3UPOBKY CIIEZIyeT BBIpaXaTh HA 00bEMHYIO 103y. M3MuIKky 1 n30bITOK HE YKa3bIBAIOTCA.

Ecau npumenuMo (Hampumep, B OTHOIIEHUU PEHTT€HOKOHTPACTHBIX IMpEenapaToB U
MapEeHTEePAIbHBIX MPENapaToB, COJIEPKANIUX HEOPraHUYECKHE COJIU), KOJIUYECTBO
JIEUCTBYIOIIEr0 BEIIECTBAa CIEAyeT TakXKe YKa3biBaTh B MWUIMMOISIX. Jlis
PEHTTE€HOKOHTPACTHBIX MpenapaToB C HOACOAEpKAIIUMU JEUCTBYIOIIMMHU BeEIIECTBAMU
MIOMUMO KOJINYECTBA JICHCTBYIOIIETO BELIECTBA CIEIYET YKa3bIBaTh KOJUYECTBO oaa HA 1 mu

Iopomiok, noaiexxalud BOCCTAHOBICHHUIO IIEPE] MapEeHTEPATbHbIM BBEACHHUEM.

Ecnu nekapCTBEHHBIN Mpernapar sBJISIETCS MOPOIIKOM, MOJJIEKAIIMM BOCCTAHOBJIEHHUIO
nepen TapeHTepaJbHBIM BBEICHUEM, HEOOXOIMMO YyKa3aTh oOOIIee KOJIUYECTBO
NEUCTBYIONIETO BEIIECTBa, COJIeprKalleecs B TMEPBUYHON (BHYTpPEHHEH) ymakoBKe, 0e3
yKa3aHUs U3JIUILIKOB U U30bITKA, a TAKXKE KOJTUYECTBO HA | MJI IOCJIE BOCCTAHOBIICHUS TIPU
YCJIOBUM OTCYTCTBHUSI HECKOJBKHX BAPHAHTOB BOCCTAHOBJICHUS M PA3JIMYHBIX HCIOJIb3YEMBbIX
KOJIMYECTB, KOTOPBIE MPUBOAAT K 00Pa30BAHUIO PA3IUYHBIX KOHEYHBIX KOHIIEHTPAIUH.

Konnentparsl.

KonuuecTBo neicTBYIOIIETO BElIeCTBA HEOOXOAMMO BBIPa3UTh KaK cojiepkaHue Ha 1 mi
KOHIICHTpaTa W o0Ilee coJep)KaHue ACHCTBYIOIMIEro BemiecTBa. HeoOXoaumo Takxke
BKJIIOUUTH COJIEpKaHUME Ha | MJ 1ociie PEeKOMEHIyeMOro pa3BEeIACHHUS MPHU YCIOBUHU
OTCYTCTBUS Pa3BEICHUS KOHLEHTPATA A0 PA3JINYHBIX KOHEUHBIX KOHLICHTPALUM.

IInacteipu TpaHcaepmaibHbIE.

Heobxonumo yka3ath clieIyIoline KOJIMYeCTBEHHbIE JaHHBIE:



cojiepKaHu€ JICHCTBYIOIIETO BEIIECTBA B IJIACTHIPE;
CpeaHsisi JocTaBiisieMasi 3a €IMHUILY BPEMEHHU 1034,
IIJIOIAIb BRICBOOOIKIAIOIICH TTOBEPXHOCTH.

(Hampumep: "Kaxnaplii miacteipb miomaabo 10 cm? coaepxkuT 750 MKr 3cTpaauona,
BBICBOOOXK1as 32 24 yaca HOMUHAIBHO 25 MKT dcTpaauosna.").

MHorono30Bbie TBEpIbIE U MATKHE JIEKAPCTBEHHBIE (hOPMBI.

KonuyecTBo neicTBYIONIETO BellecTBAa HEOOXOUMO MO BO3MOKHOCTU YKa3bIBaTh Ha
€AMHUILY TO3UPOBAHUS, B OCTAJIbHBIX ciydasx —Ha 1 1, Ha 100 r win B nmporieHTax cooOpazHo
00CTOSITEIHCTBAM.

Bronoruyeckue jiekapcTBEHHbIE MPENAaPATHL.

Yka3aHue 103UPOBKHU.

KonuyecTBo nelcTBYIONIEro BenlecTBa OMOJOTMUECKUX JEKAPCTBEHHBIX MPENapaToB
CIeAyeT BBIpAXKATh B CAWHUIIAX MACChI, €IWHHIIAX OUOJOTHYECKOW AKTUBHOCTH WIIH
MEKIYHApOJHBIX €IMHUIIAX B 3aBUCUMOCTH OT KOHKPETHOrO Ipemnapara, OTpaxkas B
COOTBETCTBYIOIIMX CIydasix MOPsAIOK, NpuHATHI B Papmakomnee Coroza. B oTHomeHun
NATUIUPOBAHHBIX OEJIKOB HEOOXOJMMO YYHUTHIBATH IIOJOKEHUSI B COOTBETCTBUHM C
npuioxkeHrueM Ne 2 K HACTOAIMM TPEOOBAHMSIM B YaCTH ONKCAHUS COCTABA MATMIIMPOBAHHBIX
(xoHBIOTHpOBaHHBIX) OenkoB B OXJIII.

JleficTBy1OIIME BEIIECTBA OMOJIOTMYECKOTO MPOUCXOXKICHHUS.

Heobxoaumo KpaTKoO omMcath MPOMCXOXKACHHE JIEHCTBYIOLIErO BEUIECTBA, yKa3aTb
CBOMCTBA BCEX HCIIOJIb30BAHHBIX B MPOU3BOJCTBE KJIETOUHBIX CUCTEM M, €CIU MPUMEHUMO,
UCIONIb30BaHue TexHonoruu pekomOunantHoi [JIHK ncnone3ys cienyromryo GopMyIupoBKy
: "[TomydeHo ¢ ucrnoiab3oBaHueM KiIeTok XXX [1o TexHoyioruu pekomOunantHou JJHK].".

[IprmMeps! onucaHus MPOUCXO0KACHUSA JENCTBYIOIIETO BEIIECTBA!

"MOJIy4EHO € UCIIOJIb30BAaHUEM JUTUIOMIHBIX KIeToK yenoBeka (MRC-5)";

"Mmosy4yeHo ¢ ucnoiab3oBanueM kietok Escherichia coli mo texHonornu peKoMOMHAaHTHON
JAHK";

"MOJIy4EHO C UCIIOJIb30BAHUEM KIIETOK KYpUHBIX YMOPHUOHOB";

"[MOTYy4Y€HO U3 TOHOPCKOM IJIa3Mbl YyeJIoBeKa';

"MOJTy4EHO M3 MOYM YeJloBeKa';

"[MOJTYy4YEHO U3 KPOBU [KUBOTHBIX]";

"MOJTy4EHO M3 TKAHU IMOJKETYAOYHOM jKee3bl CBUHEH";

"[MOJIy4EHO U3 CIM3UCTON 000JIOUYKH KUIIEUHUKA CBUHEN".

Oco0Oble TpeOoBaHUs K HOPMAIbHBIM UMMYHOTJIOOYJIMHAM.

Heobxoaumo yka3aTh pacnpeeieHue HOpMaJbHBIX HMMYHOIJIOOYJIMHOB 10 cyOKiIaccam
IgG B mpomenTax ot obmero coaepkanus IgG. 3aTeM ykas3pIBaeTCs BEpPXHsSS TpaHHUIA
conepxkanus IgA.

Oco0bie TpeOOBaHMS K BaKIIHHAM.



HeoOxoaumo yka3ath copepkaHue JeHCTBYIOIIETO BEIECTBA Ha €IMHUILY 103UPOBAHUS (
Harnpumep, Ha 0,5 mi). [Ipu Hanuuum aabIOBaHTOB HEOOXOIUMO yKa3aTh UX KaU€CTBEHHBIN U
KOJINYECTBEHHBIN COCTaB.

Heobxoaumo nepeynciuTb npuMecHu, MpeACTaBISIIONIINE 0CO0YI0 3HAYUMOCTh (HampuMmep,
OBAJIbOYMUH B BaKIIMHAX, MOJTYYCHHBIX U3 KYPUHBIX SIHII).

TpeboBanusi Kk omnucaHuio (apmaleBTUUYECKUX CBOWCTB BaKIMH TNPUBEICHBI B
npuiiokeHUU Ne 3 K HaCTOSIIIIMM TPEOOBaHUSM.

JlekapCTBEHHbIE pACTHTEIBHBIC IIPENAPATHI.

VYKa3aHHe KOJWYECTBEHHOTO COCTAaBa JECHCTBYIOIIETO BELIECTBA B JIEKAPCTBEHHBIX
pacTUTEIBHBIX MpenapaTax ONpeaesseTcs B COOTBETCTBUH ¢ akTaMu opraHoB Coro3a B cepe
oOpalleHusl JICKAPCTBEHHBIX CPECTB.

3. JlexapcTBeHHas popma

35. HaumenoBaHue JieKapCcTBEHHONW (OPMBI yKa3bIBa€TCs B COOTBETCTBUU C
Homenknarypoii JiekapcTBEHHBIX (PopM. DTOT TEPMHUH JOJKEH COBNAJATh C TEPMHUHOM,
ykazaHHbIM B pazzgene 1 OXJIII. Opgnako, ecnid Ha MEPBUYHOMN (BHYTpPEHHEH) yIMaKOBKE
WCIIOJIB3YETCA COKPAUICHHBIM CTaHAApTHBIM TEpMUH, B JaHHOM pasaene OXJII
COKpAIIIEHHbIN TEPMHUH TOTIOTHUTEIHHO MPUBOAUTCS B CKOOKAX.

B oraenbHOM ab3aiie HEOOXOUMO MPUBECTH ONMKUCAHKME BHEIIHETO BUA Npenapara (IBET,
3HAKU U JIp.) ¥ IPU YCIIOBUM HAJIUYHS B PECUCTPALIMOHHOM JIOChE JIEKAPCTBEHHOTO IMpernapara
COOTBETCTBYIOIIMX MOATBEPKIAONTUX JAHHBIX CBEJICHUS O (DAKTUUECKUX pa3Mepax TBEPAOU
JIEKapCTBEHHOU (hOPMBI JJIs TpUeMa BHYTPb, HAPUMED:

"Tabnerku.

benble, Kpyriible MIOCKOWIMHAPUYECKHE TAOJIETKH JuaMeTpoM 5 MM co 3HakoMm "100"
Ha OJTHOM cTOpoHE.".

36. Eciin Ha TabiieTkax nmpeaycMOTpEeHa JIMHUS pa3iioma (pucka), HeoOX0AUMO yKa3aTh,
MOATBEPKICHO JIM BOCTIPOM3BOAMMOE paszefieHne Tabnetok (Hampumep: "Jlunus pazmoma (
pUCKa) Mpe/Ha3HAuYe€Ha HWCKIIOUMUTENBHO JUIS pa3jiaMbIBaHUSl C IENbl0 OOJIETYEeHUS
MpOTJIaThIBaHUsA, a HE ISl pa3/iefieHus] Ha paBHbIE 103bl", "TabaeTKy MOXKHO pa3/iefiuTh Ha
paBHBIE JO3bL.".

37. Cnenyet npeacTaButh cBefieHus o pH u ocmossipHocTH (Ipy HEOOXOIUMOCTH).

38. Ecnu nekapcTBEHHBIN Mpenapar MoJJjIeKUT BOCCTAHOBICHUIO MEpe]l IPUMEHEHUEM, B
nanHoMm pazzene OXJII HeoOXoauMo omnucath BHEIIHMM BUJ MEpPE]l BOCCTAHOBJICHUEM.
Bremnuii Buj IekapCTBEHHOTO Tpenapara 1mocjie BOCCTaHOBJIEHUSI HEOOXOIUMO yKa3aTh B
pazaenax 4.2 u 6.6 OXJIIL.

4. KiimHMgeckue NJaHHEBIE

4.1. TToxa3aEns K IPHUMECHEHHIO



39. IlokazaHus K NPUMEHEHHIO YKa3bIBAIOTCS YETKO U JAKOHUYHO, U JOJIKHBI OTpa)XaTh
neneBoe 3a00J€BaHUE WM COCTOSHUE C YKa3aHUEM HaNpaBJIE€HHOCTH Tepanuu (
CUMIITOMATHYECKasi, ATHOTPOINHAS WJIM OKa3blBalolllasi BJWSHUE HAa TEUECHUE WU
nporpeccupoBaHue 3a0o0JieBaHus), sl MPOGUIAKTUKY (EPBUYHON WM BTOPUYHON), IS
IuarHocTUku. Ecnu mpuMeHuMoO, yka3biBaeTcsi MHPOpMalUs O LEJIEBOW MOMYJISIUH,
0COOEHHO MPHU HATMYUU OTPAHUYCHUH IJIs1 OTAETBHBIX KaTEerOpUid MallMEeHTOB.

NHdopmanus 0 KOHEUHBIX TOUKAX MCCIIEOBAaHUs, KaK PAaBUIIO, HE IIPUBOIUTCS.

[TokazaHus K NMPUMEHEHUIO C IENbI0 MPOPMIAKTHKA U UHPOpMAIUIO O IIEIEBOU
MOMYJISIKY JOIYCKAeTCs yKa3bIBaTh B OOLIMX yepTax.

40. Pe3ynbTaThl MOCHEAYIOMHUX HCCIEIOBAHUM, YTOUHSIOMMNX (DOPMYITUPOBKY
3apErucTPUPOBAHHBIX NMOKA3aHUN WJIM CBEJEHUN O HUX, JOMYCKaeTCsl BKJIIOYATh B pazzaen 5.1
OXJIII, ecnu OHM HE MPEANOJIATalOT BKIIOYEHHE HOBOTO MOKa3aHUS K MPUMEHEHUIO
JIEKapCTBEHHOTO Iperapara.

41. Heobxonumo ykazath uH(MOpMaIuio o0 00s3aTeNIbHBIX YCIOBUSX MPUMEHEHUS
npenapara, €CJIM OHM HE YIIOMHUHaroTcs B aApyrux pazaenax OXJIII, HO ABIAIOTCA 3HAYUMBIMU
(HampuMep, O CONYTCTBYIOIIMX JHETHYECKUX MEpax, U3MEHEHHUSAX 00pas3a >XKWU3HU WU
COMYTCTBYIOILEH TEPAIIUH).

42. HeoOxoauMo yka3zaThb BO3pPACTHBIE TPYIIIbl, KOTOPBIM IOKa3aH Ipenapart, ¢
yYKa3aHHEM BO3PACTHBIX TPAaHMUI], HAIIPUMED:

"X mokasaH [B3pOCIIbIM, HOBOPOXKIEHHBIM, MJIAJEHIIAM, IETSIM, ITIOAPOCTKAaM| B BO3pACTE
ot X 10 Y [neT, mecsiien].".

Jlist nenel HaCTOSIIMX TPEOOBaHUU JETCKas MOMYJISIIUS pa3jeieHa Ha BO3PACTHbBIC
MOATPYIIIBL:

HE/IOHOLLIEHHbIE HOBOPOXKACHHBIE (C yKa3aHUEM CpOKa I'eCTallun);

JIOHOIIIEHHBIE HOBOPOXkAeHHBIE (0 — 27 qHEl);

JI€TU TPYJIHOTO Bo3pacTa U MiaAeHIbl (28 aHeit — 23 mecsia);

netu (2 — 11 ner);

noapoctku (ot 12 — 18 mer).

43. Ecnu moka3aHWE K NPUMEHEHHIO JIEKAaPCTBEHHOT'O Ipernapara 3aBUCUT OT
ONPEJEICHHOT0 F€HOTHUIA, WM IKCIPECCUU T'€HA, WA ONpPEAETIeHHOro ()eHOTHUIa, TaHHOE
00CTOSITEIHLCTBO HEOOXOUMO OTPA3UTh B MOKA3aHUU IO MPUMEHEHHUIO.

4.2. PexxuM TO3UPOBAHHUS H CIIOCO0 IPAMEHEHHS

44. ITpu HanM4KUK 0COOBIX METUIIMHCKUX MPEANUCAHUN IO IPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara (B TOM 4YMCII€ OTPaHUYEHHOTO OTIycka) naHHblid pazaen OXJIII naunnaercs c
ONMCAHUS TAKUX YCIOBHM.

[Ipu Hanuuuu OcoOBIX OMAceHWU B OTHOIIEHUH O€30MaCHOCTH HEOOXOIUMMO TaKKe
OTPa3UTh PEKOMEHIyEMbIE OTPAHUYEHUSI OTHOCUTENBHO YCIOBHI MpUMEHEHUs (Hanpumep, "



TOJIBKO JUIS IPHMEHEHHUS B JI€4€OHO-TIPOQHIAKTHIECKUX YUIpeKIeHUuAX'" i "Heo0X0aumMo
pacriojaratb NOAXOSAIIHM PeAHUMAIITHOHHBIM 000pynoBaHueM").

PexxuMm no3upoBaHMs.

CrnemyeT 4eTKO yKa3aTh PEKHUM JO3UPOBAHUS JIJIs KaXKJI0TO criocoba (IyTH BBEJEHUS) U
JUTSL KaXKJIOTO MOKa3aHUs K IPUMEHEHUIO.
Ecnu npuMeHnMo, MpUBOASTCS CChUTKH Ha O(UIIMaIbHBIE pEKOMEHIAINH (HanpuMep, 1o
MEPBUYHON BaKIIMHAIIMU U aHTUOMOTUKAM, a TAaK:Ke PEBAKIIMHALINN).
Ecnau npuMeHnMoO, I KaKJI0W KaTeropuu (BBLAEISIIOTCS MOArPYIbl HOMYJISIHUUA MO
BO3pacTy, Macce Tena, IUIONaJd MOBEPXHOCTU Tela COOTBETCTBEHHO YKa3bIBaIOTCS

pEeKOMEHIyeMble J03bl (Hampumep, B M, MI/KT, MF/M2) IJI1 MHTEpBAJIA JO3UPOBAHUS.
KpartHocTh npuMeHeHHs CleayeT BbIpakaTh B €AUHUIIAX BpeMeHU (HarpuMmep, | wim 2 pasza B
JIeHb (CYTKH) WJIM Kaxable 6 4acoB), BO M30ekaHWE MyTaHUIIbI HE CIEIYET UCIOJIb30BaTh
cokpamenus (Hampumep, "1 p/n, 2 p/a, 1 pas/cyr, 2 paza/cyt").

Ecnu npumMeHumMo, yka3bIBatOTCS:

MaKCHMaJIbHasi pEKOMEHTyeMasi pa3oBasi, CyToUHas v (Miu) oO1rast (KypcoBasi) 103a;

HEO0OXO0IUMOCTD MOJI00pa JTO3HI;

CTaHJapTHAs JIUTEIbHOCTh IPUMEHEHUS U BCE OTPAHUUYECHUS TI0 €€ MPOJOJKUTEIIBHOCTH,
a TakXke, €Cld MPUMEHHMO, HEOOXOJMMOCTb TMOCTEINEHHOTO CHUXEHHS J03bl WIHU
pPEKOMEHAIuU 10 OTMEHE TPUMEHEHUS;

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

pBOTE MOCe MpueMa npenapara (peKOMEHIAIMU T0HKHBI ObITh KaK MOYKHO 00JIe€ TOUHBIMH,
YUYUTHIBAIOIIUMU PEKOMEHAYEMYIO KpPaTHOCTh NPUMEHEHUSI U COOTBETCTBYIOIIUE
(bapMaKOKMHETHYECKHE JIaHHBIE);

MPEBEHTUBHBIE MEPHI BO M30€KaHUE PA3BUTHUSI HEKOTOPBIX HEKENATEIbHBIX PEeaKiuil (
HanpuMep, IPUMEHEHUE POTUBOPBOTHBIX MPENapaToB) co CChUTKON Ha pazzaen 4.4 OXJIII;

CBSI3b IIPUEMA JICKAPCTBEHHOT'O Mpernapara ¢ MPUEeMOM KUJKOCTH U MUIIH BMECTE CO
ccouikor Ha pazgen 4.5 OXJII npu HanWuuu TakoW CBSI3W (HAIpUMEpP, CBSI3U C
yHOTPEOJICHUEM AJIKOTOJIbHBIX HAMMUTKOB, IPEHN(PYTOB WU MOJIOKA);

PEKOMEHIalUU TI0 TTOBTOPHOMY ITPUMEHEHHUIO0 BMeCTe ¢ MH(popmaImenn 0 He0OX0IUMBIX
MHTEpBaJIaX MEXIy Kypcamu JedeHus (€ClIu MPUMEHUMO);

B3aUMO/ICHCTBUS, TPEOYIOIIKE CIEINATbHON KOPPEKIUHU 103bl, CO CChUIKAMH Ha JPYTrUe
npumMenumbie pazaensl OXJII (manpumep, paznensi 4.4, 4.5, 4.8, 5.1, 5.2);

Py HEOOXOJIUMOCTH PEKOMEHJAIMUA O HEIOMYCTUMOCTH JAOCPOYHOIO MpEeKpaIieHus
TE€paluy NP BOBHUKHOBEHUU HECEPHbE3HOW HEXKENATEIbHOW PEaKLNH, SBIISIOMIEHCS YaCTOM,
HO TIPEXOJIAIIEH UM YCTPaHsAEMOU ¢ MOMOIIIBIO0 MO100pa J1035l.

JIns KOHKpETHOTO mpemnapara, eclii JaHHas WHQopMaius SBISETCS 3HAYUMOMH,
HEO0OXO0IMMO yKa3aTh CIEAyIolIee:



"AKTHBHOCTb JIEKAPCTBEHHOT'O Tpenapara [TOproBoe HauMEHOBAaHHE JIEKAPCTBEHHOIO
npenaparaj BbIpa)kaeTtcsi B [yKa3aTb HAaUMCEHOBAHHE| €IMHHLAX. DTH EIUHHIBI HE
B3aUMO3aMEHSIEMbl C €QUHHUIAMH, HCIIOJIb3YEeMbIMH JUIS BBIPAXXE€HHUS AKTUBHOCTH JPYTHX
1penaparoB ¢ [HaHMEHOBAaHHUE JEHCTBYIONIEro BellecTnal.".

Ocobble rpynipl MarHeHTOB.

[IpuBOASTCS CBENEHUS O KOPPEKLMH J103bl UM MHBIE CBEACHUS, KaCAIOIIMECS PEXUMA
JO3UPOBAHUA Yy OCOOBIX TpYyII Mal[MEHTOB, B CHEUHAIbHO BBIJICICHHBIX pa3jeiax.
VYKka3zaHHbIE CBEAECHUS PACIIONATratOTCA M0 CTEIEHU BaXXHOCTHU, HAIIPUMED, B OTHOIICHUU:

JIUI] TIO’KUTIOr0 Bo3pacTa. YeTko yka3bIBaeTcs HEOOXOAMMOCTh KOPPEKIIMH JT03bI Y JTHOOBIX
MOATPYIII JIUI] MOKUJIOr0 BO3pacTa cO CChUIKaMu Ha Apyrue pazaenst OXJII, cogepxkamiue
yKa3aHHbIE CBejIeHUs (HarpuMmep, pasaenst 4.4, 4.5, 4.8 wiu 5.2 OXJII);

MalKeHTOB C MOYEYHON HEeI0CTaTOYHOCThIO. PekoMeHAauy no JO3UPOBAHUIO JOJIKHBI
KaK MOKHO 00Jie€ TOUHO COOTHOCUTHCS C JUana3oHaMy 3HAYeHU OMOXMMHYECKUX MapKepOB
MMOYEYHOW HEJAOCTATOYHOCTH, HCIIOJb30BAHHBIMU B KIUHUYECKUX HCCIECIOBAHUAX, U
pe3yJbTaTaMy 3TUX UCCIIEI0BAHUN;

MAalUEHTOB C IEYEHOUYHOU HEJIOCTATOYHOCTHIO (B COOTBETCTBUU C JJAHHBIMU O TIAIIUEHTAX,
BKJIIOYEHHBIX B HCCIENOBaHUS (Hampumep, "alKoroJbHBIM IUppo3"), U ONpeaeIeHUusIMHU,
WCIIOJIB30BaHHBIMU B ATUX UCCIEAOBaHUAX (Hampumep, 0ami (kinace) no mkaine Yaina-11s10))
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NAIlMEHTOB C ONPE/IEIEHHBIM I'€HOTUIIOM (CO cchbUIKaMu Ha apyrue pasnaenst OXJII,
coneprkarue 6oJiee moAPOOHBIE CBEIEHUS (€CIM MPUMEHNMO));

MPOYMX 3HAYMMBIX OCOOBIX TPYIIN MAMEHTOB (HAIpUMeEp, MAIMEHTOB C JIPYyTUM
COITYTCTBYIOILIUM 3a00JIEBAHUEM WM MMALIMEHTOB C M30BITOUHON Maccoil Tena).

B HEKOTOphIX Cilyyasx MPUBOISATCS PEKOMEHIAMH MO KOPPEKIIUU 1036l (HapuMep, Ha
OCHOBAaHHMHU HAOJIONCHUM 3a KIUMHUYECKUMHU CUMIOTOMAaMU M TIpU3HAKAMU H (UJIH)
1a00paTOPHBIX JAHHBIX, BKIIOYAs KOHIICHTPAIIMIO JIEKAPCTBEHHOTO TIpenapara B KpOBH), CO
ccpuikamMu Ha Jipyrue pazzgenst OXJIII (ecnu npumMeHUMO).

Jlern.

B OXIJIIT nHeo6xoauMo TMpeaycMOTpeTh OTAeNbHBIN pasaen "eru". IlpuBoaumeie
CBEJICHUS JIOJIKHBI OXBaThIBaTh BCE MOATpyNIbl aereil. [lpu moarotroBke 3Toro paszaena
UCIOJIb3YIOT KOMOMHAIIMKN (POPMYITHUPOBOK ISl CUTYyallMi, OTIMCAHHBIX B HACTOSIIIEM pa3Jiele.

Ecnu nekapcTBEHHBIM Mpemapar IMOKa3zaH JETSAM, PEKOMEHIAIMU IO PEXKUMY
JO3WPOBAaHMS YKA3bIBAIOTCS ISl KAKIOM 3HAYMMOM MOArpyIIibl. Bo3pacTHbIE paMKH TOJKHBI
OTpPa)kaTh OLIEHKY COOTHOLIEHHUS '"'TI0b3a — PUCK'', TPOBEAEHHYIO [l KAXKIOW MOATPYIIIIHI.

Ecnu pexuM 103upoBaHUs y B3pOCIBIX U JETE COBNAJAET, JOCTATOYHO 3TO yKa3arh,

JIOTIOJTHUTENIBHO MTOBTOPATH PEXKUM JI03UPOBAHUS HE TpeOyeTCs.

Heobxonumo ykazaTh peKOMEHJyeMble 103bl (HalpuMep, B MI, MI/KT, MF/M2) ISt
MHTEpBaja J03UPOBaHNS B OTHOUIEHUH BO3PACTHBIX MOATPYII, KOTOPHIM MOKa3aH Mpenapar.



B oTHOMmIEHNN pa3aMYHBIX TOATPYIIT MOXKET MOTPEOOBATHCS YKa3aHUE PA3IUYHBIX CBEJICHUN
0 go3upoBaHuu. [Ipu HEOOXOAMMOCTU CIEAYET MPUBECTH PEKOMEHJAIIMU OTHOCUTEIHHO
HEJIOHOIIIEHHBIX HOBOPOXKJICHHBIX C yKa3aHUEM 0oJiee MOIXOJIAIIEro Bo3pacTa (Hampumep,
TECTAIlMOHHOTO WX MOCTMEHCTPYaJIbHOTO).

B 3aBucUMOCTH OT MOATPYIIIbI, KIMHUYECKUX JAHHBIX U JOCTYHHBIX JIEKAPCTBEHHBIX
dbopm 1032 BbIpaKaeTCsl UCXOJsSl U3 MACChl WIM TUIOLIAU MMOBEPXHOCTH Tena (Hampumep, "
JeTsAM B Bo3zpacte oT 2 j0 4 jiet mo 1 MI/Kr Maccsl Tejia 2 pa3a B 1€Hb").

Ecnu npumennmo, cBeIeHHsI O BPEMEHH MpUeMa JIEKapCTBEHHOTO Mpernapara JOJKHBI
YUHUTBIBATH PACIOPAIOK JHS peOeHKa (HarmpuMep, IKOJa WA COH).

Ecnu nexapcTBeHHBIN mpemapaT MOKa3aH JAETSIM M HEBO3MOXKHO pa3padoTaTh
MOJXOIAIIYIO0 AETCKYIO JeKapcTBeHHYI0 hopmy, B pazaen 6.6 OXJIII co cchuikoit Ha pasjaen
4.2 OXJIII HeoOXOaMMO BKJIIOYUTH MOAPOOHBIE MHCTPYKIHMH IO CIOCO0Y MOJyYeHHs
npernapara ex tempore.

J103b1 1 crioco0 MPUMEHEHUS Y Pa3IMYHBIX MOJTPYIIN A€TEH NOMYyCKAeTCs MPECTABIATh B
dhopme TaOIHIBI.

Ecnu nexapcTBeHHBIN mpenapaT He MOKa3aH HEKOTOPHIM UM BCEM BO3PACTHBIM TpyIIIaM
JeTel, MPU HEBO3MOKHOCTU JaTh PEKOMEHJAIUU [0 PEXKUMY TO3UPOBAHUS UMEIOIIUECS
CBEJICHUsI HEOOXOAMMO O0O0O0OIUTh C MHCIOJb30BAaHUEM CIEAYIONIEH CTaHAapTHOU
(bopMyTUPOBKY (OTHOM MIIM KOMOWHAIIMN U3 HECKOJIBKUX UCXOIS U3 OOCTOSITEIIbCTB):

"[be3zonacHocTh 1 3 heKTUBHOCTH | X y neTel B Bo3pacte oT X 10 Y [Mecsues, net| [ miu
y JIFOOBIX APYTHX 3HAYUMBIX MOATPYIII, HAIPUMED, 110 MACCE TEJIA, T0JIOBOH 3peI0CTH, 0y |
Ha JIaHHBIA MOMEHT HE YCTAaHOBJICHBL.".

Heobxoaumo 106aBUTh OAHY U3 CACAYIOIIUX (POPMYTHPOBOK:

" JlaHHBIE OTCYTCTBYIOT.";

"Hmeromuecss Ha CeroAgHAIIHUH ACHb JaHHbIe NpHBEAEHBI B pazaeie [4.8; 5.1; 5.2],
O/IHAKO HEBO3MOXXHO /1aTh PEKOMEHAIUH 110 PEXXKUMY JO3UPOBAHHUA.";

"X He cieayer NnpuUMEHATh y aeTed B Bo3pacte oT X 10 Y [mecsieB, aet] [uau y aro0bIx
JAPYTHX 3HAYUMBIX MOATPYIII, HAIIPUMED, M0 MACCE TEJa, II0JIOBOH 3PEI0CTH, M0y ] B CBA3H C
OIaceHUSAMH OTHOCHTEJBbHO [0e301acHOCTH, (h(heKTHBHOCTH] [IepedUCIAI0TCS ONaceHHA],
1opoOHO H3JI0KCHHBIMH B pa3jeyax [yKa3bIBalOTCSA pa3zeibl, COJepKalque MmoApoOHbIe
cBeaeHus, Harpumep, 4.8 wiu 5.1].";

"[lo noka3aHnuaMm [yka3ath nokazanusa] X y [nereH, qereii B Bo3pacte {oT X 1o Y} <Iner,
MECAIIeB™> HJIH Y JFOOBIX JPYTHX 3HAYUMBIX IIOATPYIII, HAIIPUMED, 10 MAcce TeJia, MOJTOBOH
3pEeJI0CTH, MOJIy | He MIPUMEHAETCA. "

"X mpotuBomnoka3aH y jaeter B Bo3pacte {oT X 10 Y} <IieT, MecseB™> [HaIH y JIF0ObIX
APYTHX 3HAYUMBIX MOATPYIII, HAIPUMEP, II0 MAcce Tea, IOJOBOH 3peaocTH, noJy] [npu
II0KAa3aHUH [yKa3aTh HA3BAHHUE I0Ka3aHUA| (cchliika Ha paznena 4.3)].".

B oTHoOmeHun TBEpABIX JEKAPCTBEHHBIX (OPM, HEACIUMOU TO3UPOBKUA HEOOXOIAUMO
yKa3aTh:



<{X} He cienyer Ha3Ha4aTh (MPUMEHSTH) y JeTel B Bo3pacTe {oT X nmo Y} <Jer,
MECALIEB™> [MJIU Y JIOOBIX JPYTUX 3HAYMMBIX MOJATPYIII, HAPUMED, [0 Macce Tela, MOJIOBOM
3peNoCTH, MOoNy| <mis JaHHOW JIEKapCTBEHHOU (HOPMBI> <B CBSI3M C HEBO3MOXKHOCTHIO
00€eCIeYuTh PEKUM TO3UPOBAHUS>.

[Ipu Hanumuuu Oosee NOAXOASIIEH 111 MPUMEHEHUS T03UPOBKH U (W) JIEKAPCTBEHHBIX
dbopM 711 HEKOTOPBIX UM BCEX MOJATPYII AeTeil (HanmpuMep, pacTBOp AJis MpUeMa BHYTPb
JUIsl IeTei), ATo JomyckaeTcsa ykazaThb B pazaene 4.2 OXJII na npencraBieHHyo (MeHee
MOIXO/ISIIIIYI0) JO3UPOBKY U (MJIM) JIEKAPCTBEHHYIO (POopMYy.

Hanpumep: "/[pyrue nexapctBeHHbIE (popMbl W (WIIH) JO3HPOBKH MOTYT JIyHIIE
VZIOBJIETBOPATH MOTPEOHOCTH JaHHOH TpymiiblL. ",

Croco6 nmpuMeHeHus.

ITox oTaenbHBIM MOA3aroJIOBKOM "Mepbl IpeaocTOpOKHOCTH, IPUHUMAEMBIE MEPE]
NpUMEHeHHEM MpernapaTta HiIH IpHu pabote ¢ HUM" co CChUIKOM Ha pazzaen 6.6 unu pazaen 11
OXJIIT yka3piBaroTcsa BCe 0COOBIE MEPBI MTPEAOCTOPOKHOCTH ITPU pabOTEe ¢ MpernapaToM Uiu
€ro MpUMEHEHUH (Hampumep, [Js IUTOTOKCHYECKUX IMpernapaToB) MEIUIUMHCKUMU
paboTHUKaMM (BKJIIOYash OEpEeMEHHBIX MEIMIIMHCKUX paOOTHHKOB), NALMEHTOM H
YXaKMBAIOIIUMU JTULAMH.

VYka3biBaeTcsl MyTh BBEACHUS M MPUBOIATCS MCUYEPHBIBAIOLIME HWHCTPYKLUHUH IO
NPAaBUJIBHOMY BBEICHUIO M MNPUMEHEHUIO. MHCTpyKIHMM 1O MPHUTOTOBJIEHUIO WU
BOCCTAHOBJICHUIO CIIEAYET MNPUBECTH B pazaene 6.6 unu paszaene 11 OXJIHI (mpu
HEOOXOJMMOCTH) U yKa3aTh CChUIKY Ha naHHbIN pazaen OXJIIIL.

[Ipy HanmuuuM MOATBEPXKAAIOMIUX JAHHBIX HEOOXOJUMO MAaKCUMAJIbHO MOHSTHO
NPEACTAaBUTh CBEJIEHHUS 00 albTEPHATUBHBIX CIIOCO0AX, YIY4YIIAIOIIMX MPUMEHEHUE WIIU
IIPUEMJIEMOCTh TNPUMEHEHHS JIEKAPCTBEHHOIO Ipenapara (HampuMmep, BO3MOXKHOCTh
pasiiaMbIBaHUsl TaOJIETKU, pa3pe3aHuss TaOJETKH WM TPAHCAEPMAIbHOTO IJIACTHIPS,
pa3MenbueHusi TaOJIETKH, BCKPBITHUS KalCyJ, CMEIIMBAHUS UX COACPKUMOIO C MHILIEH,
PAcTBOPEHUSI B HAITUTKAX C YKa3aHWEM Ha BO3MOXKHOCTh IPUMEHEHHS YaCTU JI03bI), 0COOEHHO
IIpU BBEJCHUU JIEKAPCTBEHHOI'O Mpenapara MOCPEICTBOM 30HIOB ISl MCKYCCTBEHHOIO
BCKapMJIMBaHMSI.

HeoOxoquMo OOBSCHUTH BCE CHELHANIbHBIE PEKOMEHAALUWH IO MPUMEHEHUIO,
00yCJIOBJIEHHBIE JIEKAPCTBEHHOU (DOPMOIA, HATTPUMED:

"B CBA3H C HENPHUATHBIM BKYCOM XXEBAaTh Ta0JIE€TKH, IIOKPBIThIE 000JI0YKOH, HE caeayer';

"He cienyer pa3aaMpIBaTh TAOJIETKH, MMOKPHIThIE KHIICTHO-PACTBOPHUMOM 000JI0YKOH,
MIOCKOJIBKY OHA NPENATCTBYET [pH-3aBucuMoMy pacnany, pa3apaKeHUIO KHIICYHUKA]";

"He crmenyer pa3iaMbIBaTh Ta0JIETKY, HOKPBHITYIO 000JOYKOH, MTOCKOJBKY 000J0YKa
rpeJaHa3HadeHa Juid o0ecriedeHHs IPOJOHTUPOBAHHOTO BRICBOOOKAeHHA (cM. pazzaen 5.2)".

HeoOxoaumo npeacTaBuTh CBEJACHHS O CKOPOCTH BBEACHUS MMapEHTEPAIbHBIX MIPENapaToB



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

4.3. IIpoTuBOMIOKa3aHUA

45. B pmannom paszgene OXJIII yka3biBaroTCs OOCTOSITENBCTBA, MPU KOTOPBIX
JIEKapCTBEHHBIN MpernapaT He JTOJKEH NPUMEHSTHCS UCXO0s U3 Npoduiis ero 0e30nacHOCTH,
TO €CThb MNpoTuBOINOKa3aHus. K TakuM oOcTosATENbCTBAM OTHOCATCS OIpEeICHHbIE
KJIIMHUYECKUE COCTOSIHUS, COMYTCTBYIOUIME 3a0oyieBaHud, AeMorpaduueckue (HaxTopsl (
HampuMep, 1MoJ, BO3pacT) WM MPEeApacloioKEeHHOCTh (Hampumep, MeTadoJInYecKue M
MMMYHOJIOTHUECKUE (PAKTOPBI, OMpEIETIeHHbI T'€HOTUI M JIEKAPCTBEHHBbIE PEAKLIUHM Ha
mpenapaT Wid KJacc MpenapaTroB B aHaMHe3e). DTH 00CTOATENbCTBA HEOOXOAMMO yKa3aTh,
UCIIOJIb3YSI MOHSATHBIE, OJJHO3HAYHBIC U YeTKHE (POPMYITUPOBKHU.

HeoOxonumo ucxoas U3 (PAaKTUYECKHUX [AHHBIX WM CTPOTHX TEOPETUYECKUX
MPEANOChUIOK MEePEYUCIUTh IPYrue JIEKapCTBEHHBIE MpenapaThl Wik (HapMaKoJIOrHUYeCKue
KJIACChI IIPEMapaToB, KOTOPbIE HE CIEAYET MPUMEHATh OAHOBPEMEHHO WJIU MOCIIEI0BATEIBHO
C JIaHHBIM JIEKapCTBEHHBIM IpenapaToM. Eciu npuMeHnMo, IpUBOINUTCA CChUIKA HA pa3len
4.5 OXJIIL.

[TonynAuuyn NanMeHTOB, HE M3YYEHHBIE B pPaMKaxX MIPOTPaMMBbl KIMHHYECKHUX
UCCJIEIOBAHUM, ciienyeT onuchiBath B pasjaene 4.4 OXJIIl, a ne B maHHOM pasjelne, 3a
UCKIIIOUCHHEM CIIy4aeB HEOJaromnpusTHOrO MPOTHO3a B OTHOUICHUWU 0€30macHOCTH (
HalpuMep, MPUMEHEHHUE BEIIECTB C Y3KUM TEPANEBTUYECKUM JIHANa30HOM, BBIBOAUMBIX
MOYKaMH, y MAIlMEHTOB C IOYE€YHOM HEAOCTaTOYHOCTHIO). OJHAKO, €ClIM Kakue-In0o
MOIYJISILMM NallMEHTOB UCKIIIOYAINCh U3 UCCIEA0BaHUS M0 COOOpaKEHUsIM 0€30MaCHOCTH, UX
HE00XOAUMO MEPEYUCINTh B TaHHOM paszeine. Eciiu npuMeHuMo, TPUBOAMUTCS CChUIKA Ha
pazaen 4.4 OXJIIL.

bepeMeHHOCTh U IpyIHOE BCKApMJIMBAHHUE YKA3bIBAIOTCS B JAHHOM pa3jielie, TOJbKO eCIH
OHM SIBJIAIOTCS MPOTUBOIOKa3aHusIMU. [Ipr 3ToM HE0OX0IMMO yKa3aTh CChUIKY Ha paznen 4.6
OXJIII, B KOTOpOM clielyeT MPeACTaBUTh 0oJiee 0IPOOHbIE CBEACHUSI.

CBeneHMs O TUIIEPUYBCTBUTEIBHOCTH K JEHCTBYIOIEMY BEIIECTBY (TPYMIE CXOXKHX MO
XUMHUYECKOMY CTPOCHHUIO BEIECTB, €CJIM MPUMEHHMO) U JIF0OOMY BCIIOMOTaTEIbHOMY
BEILIECTBY, IPOU3BOJCTBEHHON NMPUMECH, a TAKXKE O IMPOTUBONOKA3aHUH, 00YCIOBIEHHOM
HaJIMYMEM ONpPEJICICHHBIX BCIIOMOTATENIbHBIX BEIIECTB, HEOOXOJUMO BKJIIOYUThH B JIaHHBIH
paznen OXJIII (B coorBeTcTBUU ¢ npuiiokeHreM Ne 1 K HaCTOSIIIUM TPEOOBAHMSIM).

46. Jlns JIeKapCTBEHHBIX PACTUTEIBHBIX MPENApaTOB MPOTHUBONOKA3aHUEM K MX
OPUMEHEHHUIO TaKXKe SBISETCA TUIEPUYYBCTBUTEIBHOCTh K JAPYTMM PACTEHUSIM TOTO JKE
CEMENCTBA U APYTHM YaCTSAM TOTO K€ pacTeHUs (€CIH MIPUMEHUMO).



47. HenocTaTO4YHOCTh JJAHHBIX cama TMo ceOe He JOJIKHA SBJISITHCS MMPOTHUBOIMIOKA3aHUEM.
Ecnu ucxoas u3 mpoduis 6e30macHOCTH MpenapaT MPOTUBOIMOKA3aH K MPUMEHEHUIO Y
0co00ii momysaIuu (HampuMep, y JeTei Wi MOATPYIIIEI AETEH), 3T0 HE0OX0IUMO OTPa3UTh
B nanHoM pazaesie OXJIII u nmate cebuiky Ha pazgen OXIJIII, B KOTOpOM NPUBOISTCS
noapo6Hsie cBegeHuss 00 stoMm. I[IpoTuBomokazanuwe y nered cieyeT yKasblBaTbh 0e3
M0/13ar0JIOBKA.

4.4. Ocobbie yka3aHHS ¥ MEPHI IPEIOCTOPOKHOCTH IPH IPUMEHEHUH

48. IIpu BbIOOpE MOPSIAKA M3JI0KEHHUST OCOOBIX YKa3aHUN U Mep NMPEeAOCTOPOKHOCTH
CJIEIyeT MPEXkKE BCErO UCXOIUTh U3 BAXKHOCTU PUBOJIMMBIX CBEICHUI 0 O€30MacCHOCTH.

KonkpetHoe conepxanue ganHoro paszaena OXJIII 6yner oTinuaTscs B 3aBUCHIMOCTH OT
BHJIA JICKAPCTBEHHOIO IIpenapara U OT MOKa3aHus K ero npuMeHeHuro. B atot pazaen OXJIII
JOJKHBI ObITh BKJIIOUEHBI CBEJICHUS, 3HAUUMBbIE JIJIsl KOHKPETHOTO Mpenapara.

49. Cenenusi 00 OTAECIBHOM PHUCKE, CBSI3aHHOM C MPUMEHEHHEM JIEKapCTBEHHOIO
npemnapara, ciaeayer Bkiaodars B gaHHbl pasaen OXJII Tonbko B TOM ciaydae, €y Takon
pUCK TpeOyeT coONMIACHUsI Mep MPEIOCTOPONKHOCTH MPU NPUMEHEHHH WIH TIpU
HEOOXOJMMOCTU MPEAYNPEKICHUST MEAUIUMHCKOro paboTHHKa 00 3TOM pucke. ['pymnmbl
MallMEHTOB, Y KOTOPBIX NPHUMEHEHHE JIEKapCTBEHHOI'O IIpernapara MpOTUBOIIOKAa3aHO,
HEO0OXO0IMMO yKa3aTh TOJIBKO B pazaeine 4.3 OXJII, ne ny0aupyst B JaHHOM pasjere.

50. HeoO6xoMMo TakKe yKazaTh CIeayroIee:

a) yCIIOBMS, MPU KOTOPBIX MPUMEHEHHE JIEKAPCTBEHHOI'O IMpernapara MOXET ObITh
pueMJIEMbIM. B 4yacTHOCTH, HEOOXOUMO ONMUCATh CIIELHAIBHBIE MEPHI 110 MUHUMH3ALUH
PUCKOB, HEOOXOJMMbIE KaK YacThb IUJIaHA YINPABJICHUS PUCKAMU B LENIIX OOeCreyeHHUs
Oe3omnacHOro v 3Q¢PeKTUBHOr0 NPUMEHEHUS JIEKapCTBEHHOr 0 Nipenapara (Hanpumep: "llepen
HayaJaoM Teparuy H Jajiee eKeMeCIYHO HeOOXO0JUMO KOHTPOJIHPOBAaTh (yHKIHIO nedcHu", "
IanmenToB cieayer NpOHHCTPYKTHPOBATh O HEOOXOAUMOCTH HEMEIIEHHOIO COOOLICHHUA O
JIFOOBIX CHMIITOMAX JIETIPECCHH H (HIH) CYHIHAATbHBIX MbICTIX ", ")KeHIIHHBI ¢ TeTOpOaHbIM
MOTEHIIHATIOM JIOJDKHBI HCII0JIb30BaTh KOHTpAaLeNnuio'" u 1p.);

0) ocoOble rpyIIibl MAIIMEHTOB, MOIBEPKEHHBIE TOBBIIICHHOMY PUCKY WJIU SBIISIOLIUECS
€IUHCTBEHHBIMU IPyNIIaMU, MOJIBEPKEHHBIMU PUCKY PA3BUTHUS HEXKENIATEIbHBIX PEAKINNA Ha
npenapar Wid Kjacc NpenaparoB (Kak MPaBUIIO, CEPbE3HbIE WJIM 4YacThle) (HampHUMeED,
MOKUJIbIE, JETH, MAIMEHThl C MOYEYHON WIIM MEYEHOYHOM HEIOCTAaTOYHOCTHIO (BKIOYas
CTENEHb HEJOCTATOYHOCTH, HANpPUMEpP, JErKyl0, CPEIHIOI0 U TSHKENYH0), MallUeHTHI,
[IO/IBEPracMble aHECTE3UH, U TALUEHTHI C CEPACUYHON HEAOCTATOYHOCTHIO (BKJIHOYas B JaHHOM
ciydae K1accuukanuio, Hanpumep, Heio-Mopkckoii akafieMuu o H3ydeHHIo 3a00neBaHuit
cepamna (NYHA)). Heo6xoaumo yka3ath cchuiky Ha paszzaen 4.8 OXJIII ¢ nenbro paszaeneHus
HEeXKeNaTeNbHbIX 3(PPEKTOB ¢ MO3ULIMA YACTOTHI U TSAKECTU ONPEEICHHON HEXeIaTeIbHOU
peakuuu;



B) CEpbE3HBbIC HEXEJATENbHBIE PEAKIUU, O KOTOPHIX HEOOXOIMMO OIOBECTHUTH
MEJIUIIMHCKUX PAOOTHUKOB, CUTYAIMH, IPU KOTOPHIX OHU MOTYT BO3HUKATh, U HEOOXOIUMbIC
Mepbl NOMOIIH (HapUMeEp, HEOTI0KHAST PeaHUMAILIHS );

') NIpY HAJUYUU KOHKPETHBIX PUCKOB, CBSI3aHHBIX C MPUMEHEHUEM JIEKAPCTBEHHOTO
npernapara B Hauaie (Hampumep, 3pPeKThl mepBoii 103bl) WIK MPHU NpeKpaIieHny (Hampumep,
"puKomeT", peakuuu CUHJApOoMa "OTMEHBI") MPUMEHEHUS, UX HEOOXOIUMO MPUBECTH B
JaHHOM pa3Jieie BMECTE C HEOOXOIMMBIMU MEPAMHM JIJISl UX MPEAYTIPEKACHHUS;

1) MEpbI, KOTOPbIE HEOOXOIUMO TPUHSATH JJIsI BHISBICHUS MAIMEHTOB, TTOIBEPKEHHBIX
PUCKY, W MPENOTBpAICHUS WM PAHHETO BBISIBJICHUS Hadaja WIM YCYryOJICHUS OMAaCHBIX
coctosiHuii. Ecnum TpebOyercst omoBemieHue O CUMMOTOMAaX M MPU3HAKaX, SBIISIOMIUXCS
MpPEeIBECTHUKAMHU CEPhE3HON HEXKENATEeNbHON peakIuu, UX HeOOXO0AUMO OIUCATh;

€) B cliydae HEOOXOIMMOCTH MPOBEACHUS KAaKOTO-TH00 CIeM(PUISCKOTO KIMHHYECKOTO
WIK J1a0OpaTOPHOTO MOHUTOPUHTA PEKOMEHIAIMA OTHOCUTEIBHO TAKOTO MOHUTOPHUHTA
JOJKHBI COJIEpKaTh IPUYHMHY, BpEMS M CITOCOO €ro OCYLIECTBIEHUS B paMKax KIMHUYECKOU
npakTUKu. Eciu mpu Takux 00CTOATENbCTBAX UM COCTOSIHUSIX TPEOyeTCsl CHUKEHUE O3Bl
WJIM MTHOM peXUM JO3UPOBAHMS, CBEAEHUS 00 3TOM ClielyeT BKIOUUTh B pazaen 4.2 OXJIII u
yKa3aTh CChUIKY Ha JAHHBIN pa3ed;

) yKa3aHUs B OTHOIIIEHUU BCIIOMOTATEIbHBIX BEHIECTB (MX HEOOXOAMMO YETKO OIMUCAThH
MOJl OTHEJbHBIM 3arojoBKoMm "BcmomoraTenbHble BeEIIECTBA") HM  OCTATOYHBIX
IPOM3BOJICTBEHHBIX MIpUMeEcel, HHPOopMalKsa 0 KOTOPHIX BasKHA C TOUKH 3peHUst oOecreueHus
0e301acCHOCTH;

3) CBEJACHUS O COJIEP)KaHHM ATaHOJIa B JIGKAPCTBEHHBIX Iperaparax, COAepKallux
aJIKOTOJIb, IPUBOJIATCSI B COOTBETCTBUM € npuiioxkeHueM Ne 1 k Hactosmum TpeGoBanusiM;

M) YKa3aHusl O TPAHCMHUCCUBHBIX areHTax B JIEKAPCTBEHHBIX Mpenaparax, MoIy4YeHHbIX U3
1a3Mbl KPOBH YEJIOBEKA;

K) CyOBEKTHI U MAIUEHTHI C OMPEICICHHBIM T€HOTHIIOM WX (PEHOTUIIOM MOTYT OO0 HE
OTBEYaTh Ha JICUEHHE, TUOO0 OBITh MOJBEPKEHBI PUCKY YPE3MEPHOTO (PapMaKOIMHAMUYECKOTO
ahdekTa WIM HEKEIATeIHbHONW PEaKIHH, YTO MOXKET OBITh OOYCIOBICHO aJuIeIIsIMU
HeYHKUIUOHUPYIOMKUX (HEPMEHTOB, aIbTEPHATUBHBIMU META0ONMYECKUMHU MYTIMU (
OMOCPEAYEMBIMUA ONPENEIECHHBIMU AJUIETSAMU) WIH AePUIUTOM TpaHcrnopTepoB. [logo0HbIe
CUTYaIlMH, €CIIU O HUX U3BECTHO, HEOOXOIMMO YETKO OIUCATh;

J) BCE PUCKH, OOYCIIOBJICHHbIE HEMPABUIIbHBIM IyTEM BBEICHUS (HAIIPUMEp, PUCK
HEKpO3a MPU BHECOCYAUCTOM BBEIAECHUHU BHYTPUBEHHOIrO IpeErapara WM HEBPOJIOTUUYECKUX
MOCJIEACTBUA TIPU BHYTPUBEHHOM BBEJCHHM BMECTO BHYTPUMBIIIEYHOTO), C
PEKOMEHAAIUSAMHU MO BO3MOKHOCTH UX YCTPAHECHMUS.

51. B uCKIIOYUTENBHBIX CiIydasx 0co0O0 Ba)KHbIE CBEJEHHS MO OE30MacHOCTH
JIEKapCTBEHHOTO Tpemnapara JI0MyCKaeTCs BBIJCIHUTD MOTY>KUPHBIM MPU(TOM, 3aKITFOYHB UX B
paMKy.



52. Bce HexxenaTenbHbIE peakliiy, YKa3aHHbIE B JaHHOM pa3fiesie WiId 00yCIIOBJICHHbIE
COCTOSIHUSIMHU, MPEyCMOTPEHHBIMH JAHHBIM pa3/elioM, TaKXe BKJIIOYaloTcs B pasjaen 4.8
OXJIIT.

53. Ecnu npumMeHHMO, YKa3bIBA€TCS BO3MOXXHOCTb HCKaXKEHUSI pPe3yJIbTaTOB
71abopaToOpHBIX TECTOB (HaMpUMep, Mpu npoBeaeHuH npoodsl KymOca Ha pone mpuMeneHus
Oera-naktamoB). X HE0OXOIMMO YETKO OMHMCaTh, UCHOJbB3Ys IMOJ3aroJIOBOK (HarpuMmep:
Hckaxenne ceposiornaeckux TectoB”).

"

54. Onucanue ocoObIX YKa3aHUM U Mep NPeJOCTOPOKHOCTH B OTHOILIEHUU OEPEMEHHOCTH
Y JaKTalllu, BIUSHUSA Ha CIIOCOOHOCTh YIPABISATh TPAHCIIOPTHBIMU CPEJCTBAMU U pabOTaTh C
MEXaHU3MaMU U MPOYUX ACHEKTOB B3aUMOJEUCTBUM, B 11€JIOM, HEOOXOIUMO MPUBOJIUTH B
paznenax 4.5 — 4.7 OXJIII cooTBercTBeHHO. B cnydasx oco0oil KTMHUYECKON 3HAYUMOCTH
OINpEeJEIEHHBIE MEPBI MPEIOCTOPOKHOCTH CIAEAYET ONUCATh B JAHHOM pasjelie (Hampumep,
Mepbl KOHTPALEILUHUU HUIH IIPU HEXKEIATEIbHOCTU COIYTCTBYIOILIETO IIPUMEHEHUSA APYIroro
npenapara ¢ IpuBeAEHUEM CChIIKH Ha pa3aensl 4.5, 4.6 wiu 4.7 OXJIII).

Jeru.

Ecnu nekapcTBeHHBIN Npenapar noka3aH 0JHON Ui 0oJjiee BO3PACTHBIM IPYINaM JETeu
U HMMEITCS 0COo0ble yKa3aHHs U Mephl MPEJOCTOPONKHOCTU MO €ro MPUMEHEHHIO,
ABJISIIOLMECS CHeNU(UUHBIMU JIJISl IeTed WM KaKoW-TMOO BO3pAaCTHOM TpyMNIbl JE€TEH, MX
HEe0OXO/IMMO NPUBECTU B JAaHHOM pazzene. CienyeT onmucaTh BCce HEOOXOAMMBIE 0COOBIE
yKa3aHusi U Mepbl NPEIOCTOPOKHOCTH OTHOCUTEIBHO JOJITOCPOYHOM 0€30macHOCTH (
HaIlpUMep, B OTHOLIEHUH BIIMSAHUSA HA POCT, HEBPOJOTHYECKOE U MMOBENCHUYECKOE Pa3BUTHE, A
TaK)Ke€ MOJIOBOE CO3PEBAHUE) U CHELUAIbHBIII MOHUTOPUHT JIeTel (HarpuMmep, MOHUTOPUHT
pocta). Ilpu OTCyTCTBUM HEOOXOAUMBIX TOJTOCPOYHBIX JAHHBIX MO OE€30MACHOCTU 3TO
yKa3bIBaeTcs B JAaHHOM pasneise. IIpum Hanmuuuy mOTEHIMANIbHOIO CYIIECTBEHHOIO WU
JUIUTEJIBHOTO BJIMSIHUS Ha MOBCEIHEBHYIO aKTHUBHOCTH JETEW (Hampumep, COCOOHOCTh K
o0Oy4eHu0 Wi (U3NYECKYI0 AaKTUBHOCTb) WJIM MpPHU BIUSHUU Ha AanmeTUT WIH COH
MIPUBOJSATCS COOTBETCTBYIOINE YKA3AHHUS.

[lepeuncnsroTcss Mepsl, cueuuyIHbIe A AeTel, KOTOPhIM MOKa3aHO MPUMEHEHHE

JIEKapCTBEHHOT'O Tpernapara (HanpuMep, Kak 4acTh IUIaHa YIIPaBICHUS PUCKAMU).

4.5. BamMopelcTBrE C IPYTMMH JIEKaPCTBECHHBEIMH IIPENapaTaMy U ApyTHe BUALI B3aNMOACHCTBUA

55. B nannom pazgene OXJIII HeoOX0aUMO MpeJACTaBUTh CBEACHUS O MOTEHIIMAIBHO
KJIMHUYECKH 3HAYMMBIX B3aUMOJICHCTBUSX, OCHOBAHHBIX Ha (apMaKOJUHAMUYECKHUX
CBOMCTBaxX M pe3yJibTarax (papMaKOKMHETHUYECKUX HCCIEIOBAHMI In VIVO JIEKApCTBEHHOTO
npernapara ¢ OTJACIbHBIM yKa3aHHEM B3aUMOJICUCTBUM, KOTOpPbIE MPUBOJAT K U3MEHEHUIO
pEeKOMEHJAlMI 10 MPUMEHEHMIO JTAaHHOTO JIEKapCTBEHHOTO npemnapara. K HUM oTHOCATCS
pe3yJIbTaThl B3aUMOJCHCTBHUSA 1N ViIVO, HEOOXOIUMBIEC HJIS JKcTpamnoisiuu 3¢dexra Ha
MapkepHoe ("KOHTpOJIbHOE'") BEIIECTBO APYTUX JIEKAPCTBEHHBIX MPENapaToB, 001 atonnux
OJIMHAKOBBIM ¢ MapKepoM (papMaKOKHHETUUYECKUM CBOMCTBOM.



56. CHayana npUBOJMTCS ONKCAHUE B3aMMOJACHCTBUM, BIMSIOIIMX HAa MPUMEHEHUE
JAHHOT'O JIEKAPCTBEHHOTO Mpernapara, 3aTeM YKa3bIBalOTCsSl B3aUMOJICUCTBUS, IPUBOAAIINE K
KJIINHUYECKH 3HAYMMBIM U3MEHEHUSIM IPUMEHEHMS APYTUX JICKAPCTBEHHBIX IIPENapaToB.

B nanHoM pazzenie HEOOX0IUMO OMUCATh B3aUMOCHCTBUSA, KOTOPBIE YKa3aHbl B IPYTHUX
paznenax OXJIII u B KOTOPBIX COAEPKATCSA CCHUIKU Ha TaHHBIN pa3zell.

B Hauane npuBoJsATCS CBEIEHUS O MPOTUBOMOKA3aHHBIX KOMOMHAIMX JIEKAPCTBEHHBIX
Mpenaparos, Jajee 0 KOMOMHAIUAX MIPEnapaToB, OJJHOBPEMEHHOE MPUMEHEHHE KOTOPBIX HE
PEKOMEHAYETCs, U B 3aBEPILIECHUU — BCE OCTAJIbHBIE CBEJICHHUS.

57. Tlo kaxA0My KIMHUYECKH 3HAYMMOMY B3aUMOJICUCTBUIO HEOOXOIUMO MPEICTABUTh
CIIEAYIOIIUE CBEICHHUS:

a) MPOTUBOIIOKA3aHMsI OJJHOBPEMEHHOT0 MpUMeHEeHUs (co cchbuikoit Ha pasnaen 4.3 OXJIIII)

0) HeXeNaTeNbHOCTh OJTHOBPEMEHHOTO MPUMEHEHHUS (CO cchlTkoi Ha pazzaen 4.4 OXJII);
B) IPUMEHEHHE MEp MPEAOCTOPOKHOCTH, BKIKOYAs KOPPEKLUHUIO 103bI (CO CCHUIKON Ha
paznen 4.2 wiu paznen 4.4 OXJIII ucxons u3 00CTOATENBCTB) C IEPEUNUCICHUEM KOHKPETHBIX
00CTOSITENBCTB, TPEOYIOMIMX TaKON KOPPEKIUH;

r) JI00ble KIMHUYECKUE MPOSIBICHUS W BIMSHUE HA IUIA3MEHHYIO KOHIICHTPAIUIO U
Iomaab noa KkpuBoi "konrentpaiusa — Bpems" (AUC) ucXoAHBIX COSTMHEHUN U aKTUBHBIX
MEeTabOJMTOB U (WIIN) JIA0OpAaTOPHBIC TTAPAMETPHI;

1) MEXaHU3M B3auMOJIecTBUS (eciu u3BecTeH). Hampumep, B3auMoieiicTBue BCIEACTBUE
WHTMOMPOBAaHUS WIM MHAYKIUU muToxpoma P450 HeoOXxomumo NpeAcTaBUTh B JAaHHOM
pasnene co cchlikoi Ha pasnen 5.2 OXJIII, B kotopom ciienyeT o000IMUTh pe3yIbTaThl in
Vitro THFHOMPYIOIIETO WX UHIYIUPYIOUIEro MOTEHIINAaIA.

58. HeoOxonumo onucaTh B3aMMOJICUCTBHS, HE H3yYEHHBIE 1N VIVO, HO MPOTHO3UPYEMbIE
Ha OCHOBAaHMH UCCJIEOBAaHUH In Vitro WJIKM HA OCHOBAaHUU JPYTUX CUTyallui U UCCIICIOBAHUM,
€CJIM OHU MPUBOJIT K U3BMEHEHUIO TPUMEHEHUS JIEKAPCTBEHHOTO Tperapara, co CChbUIKOW Ha
pazaen 4.2 unu 4.4 OXJIIL.

59. B nanHOM pazzaene HEOOXOAUMO yKa3aTh MPOJOJDKUTEIBHOCTh B3aUMOJCHCTBUS
nocJjie OTMEHBI JIEKAPCTBEHHOTO Mpernapara ¢ KIMHUYECKH 3HAYMMBIM B3aUMOJEUCTBHEM (
HaIlpuMep, UHrMOUTOpa WK HHIYyKTOpa GpepmeHnToB). Kak cienctue, MoXeT moTpedoBaThCs
KOPPEKIIUs pekuma o3upoBanusi. Ciieyer Takxke ykazaTh Ha HE0OXOAMMOCTh OTMBIBOYHOTO
Ieproa NPy MOCIEI0BATEIbHOM IIPUMEHEHUH JIEKAPCTBEHHOTO MIpEIapara.

60. HeoO6xoammo Takke MpeAcTaBUTh CBEACHUS O APYTHX 3HAYMMBIX B3aUMOJICHCTBUSAX,
HaIpuMep, ¢ JEKapCTBEHHBIMU PAaCTUTEILHBIMU MperapaTaMu, MUIIEH, aIKOT0JIeM, KypeHUEeM
1 (hapMaKoJIOTUYECKH aKTUBHBIMHU BEIIECTBAMH, HE UCTIOJIb3YEMbIMU B MEAUITMHCKUX TEISAX.
Heo6xonumo omnucats (apmakoguHamuueckue 3QQGeKThl, KOTOpble MOTYT MPUBECTH K
KIIMHAYECKHA 3HAYMMOMY TTOTCHIIMPOBAHUIO WA HEOIATOMPUITHOMY aJIUTUBHOMY I (DEKTYy.

61. Pe3ynbpTarhl, MOJy4YEeHHBIE 1N VIVO, CBHAECTEIbCTBYIOIIME 00 OTCYTCTBUU
B3aUMO/JICUCTBUS, HEOOXOAUMO MPUBOJUTH TOJBKO MPU UX 3HAYUMOCTH JJII MEIUIIUHCKOTO



paboOTHHMKA, HA3HAYAIOIIETO JIEKAPCTBEHHBIN Mpenapat (HanmpuMmep, B KIMHUYECKO obnactu,
B KOTOpPOH paHee OOHapYyKUBAJIKMCh MOTEHIMAIBLHO ONACHbIE B3aUMOJACHCTBUSA (HampHUMeED,
[IpU IpUEME aHTUPETPOBUPYCHBIX MPENAPATOB)).

62. Ecnu uccienoBanusi B3aMMOCHCTBUSL HE TPOBOUINCH, 3TO HEOOXOIUMO YKa3aTh.

Oco0bie rpynnbl MAIUEHTOB.

Ecnu BBIsSIBIIEHBI TPYIIBI NAIMEHTOB, Y KOTOPBIX BIUSHHE B3aUMOJEHCTBUS Oojee
BBIPAXXEHO, WJIM OKUJAeTcs Ooybllas CTENEHb B3aUMOJACUCTBUS (HApUMEp, MALMEHTHI CO
CHUKEHHOM (PYHKITMEH TToUeK (€cli OJTHUM M3 MyTeH SKCKPEIUH SBIAETCS MOYSHHbIN), I€TH,
MOXKUJIBIE U JIP.), TH CBEACHUS HEOOXOIMMO BKJIFOUUTD B TAHHBIN pa3jed.

Heobxoaumo onucaTe B3aUMOAECHCTBUS C JPYTUMU JIEKAPCTBEHHBIMH IpernapaTaMu,
00yCJIOBJIEHHBIE MOTUMOPPU3MOM META0ONU3UPYIOIUX (PEPMEHTOB WM ONPEACIICHHBIX
F€HOTUNOB (ITPU UX HAIUYUH).

Jlern.

[Ipn HaIMuMK NOKa3aHUs K MPUMEHEHUIO ISl ONPENEIIEHHOW BO3PACTHOW IPYIIIbI AETEN
B JJAHHOM pa3jieJie He0OX0IMMO MPEICTABUTh CBEICHHUS, CTIeU(DUYHbIE I JAHHOUW TPYIIIHI.

Pesynbrupylomas 3KCno3ulus U KIMHUYECKUE MOCIEACTBUA (PapMaKOKMHETHUYECKOTO
B3aMMOJICHCTBUSA y B3POCIBIX U JE€TEH, a TAKXKE Y JE€TEH Pa3IMYHbIX BO3PACTHBIX TPYIIT MOTYT
pasznuuatbces. B 3Toil cBA3M HE0OX0UMO:

ONMCaTh BCE YCTAaHOBJIEHHBIE PEKOMEHALNY 110 JICYEHUIO, CBA3aHHBIE C OJHOBPEMEHHBIM
OpUMEHEHUEM B MOATrpYyINax JeTei (Hampumep, KOPPeKUUs 03bl, JOMOJHUTEIbHBIN
MOHUTOPHHI MapKepa KIHHHYeCKUX 3(P(EexToB U (WIM) HEXeIaTeIbHbIX peaKIlui,
MOHHUTOPHUHT KOHIICHTPALIUU MIpenapara);

BKJIFOUMTH yKa3aHue "lMccnenoBanus B3aMMOIEVCTBYS POBEACHBI TOJIBKO Y B3pOCHBbIX' B
ClIy4ae, eCiIy UCCIEN0BaHNs B3aUMOIEUCTBUSA IIPOBEIEHBI Y B3POCIIBIX;

yKa3aThb, UTO CTEIIEHb B3aUMOJICUCTBUS Yy JE€TEH aHAJIOTUYHA CTEIIEHU B3aUMOJEHUCTBUS Y
B3POCIIBIX (€CJIA 3TO YCTAaHOBJIEHO);

yKa3aTb Ha OTCYTCTBUE [aHHBIX B cCllyyae, €ClId NOJO0OHbIE HCCIEJOBAHUS
B3aMMOJICHCTBUS HE ITPOBOAWINCD.

AHAJIOTUYHBIN MOAX0A MPUMEHsSETCS K (apMakoJUHAMUYECKUM JIEKAPCTBEHHBIM
B3aNMOJECHCTBUSAM.

Ecnu B3aumopeiictBue ¢ numeit tpeOyer Bkirodenue B OXIJIII ykazanuii mo
OJTHOBPEMEHHOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO NPENapara ¢ MUIIEH WIA ONPEACICHHBIMU
MPOAYKTAaMU TMHUTAHUS, HEOOXOIUMO yKa3aTh, MPUMEHUMBI JIM OTH YKa3aHUs K JeTsIM (
0COOCHHO HOBOPOXKJIEHHBIM W MJIAJICHIIaM), PaldOH KOTOPBIX OTJIMYaeTCsi (MUTaHUE
VCKITFOUYNUTEIBHO MOJIOKOM WJIM MOJIOYHBIMH CMECSIMU Y HOBOPOXKICHHBIX ).

JlanHbIi pa3nen cieayer npeAcTaBUTh B HaOOJee MPOCTOM BHJIE C YKa3aHUEM TOJBKO
TeX B3aUMOJIECUCTBUN, KOTOPBIE TPEOYIOT KAaKUX-IUO0O MPAKTUYECKUX YKA3aHHUH MO PeKUMY



MIPUMEHEHUS JICKapCTBEHHOTO npernapata. [Ipyn Hanmuuum 607bIIOT0 KOJIUYECTBA PA3IUYHBIX
B3aWMOJICHCTBUN (HampuMep, MpH TPUMEHEHUH TPOTUBOBUPYCHBIX IpermapaToB)
JIOMTYCKAETCs UCTIOIh30BaTh TAOMYHBIN (hopMaT MpeACTaBICHNUS] HHPOPMAIIUH.

4.6. ®epTHILHOCT, 66PEMEHHOCTD H JIAKTAIHS

63. OOmue NpUHIMIBL. 3asIBUTETh WIH JAePKaTelh PETUCTPAIMOHHOTO Y0CTOBEPCHHUS
JOJKHBI TI0 BO3MO>KHOCTH MPEACTABUTh OCHOBAHMS MJII PEKOMEHJALMI MO MPUMEHEHUIO
JIEKapCTBEHHOI'0 Tpernapara y OEpeMEHHBIX, KEHIIMH B MEPUOJ JIAKTAllMU U KCHIIUH C
JETOPOAHBIM MOTEHIIMATIOM. DTH CBEACHUS HEOOXOAMMBI MEJUIIMHCKUM paOOTHUKAM ISt
MOCJEAYIONIEro HHPOPMUPOBAHUS MMAIIMEHTOB.

[IpoBoasi COBOKYITHYIO OILIEHKY, HEOOXOAMMO MCIOJIb30BaTh BCE JOCTYITHBIC JIAHHBIC,
BKJIIOYAs PE3yJIbTaThl KIMHUYECKUX MCCIIEOBAaHUN U MOCTPETUCTPALIMOHHOTO HAOIIOACHUS,
(hapMaKkoIOTHIECKYIO0 aKTUBHOCTD, PE3YJIbTATHI JOKIMHHYECKUX HCCIICOBAHUN U CBEICHUS O
COEIMHEHUAX TOTO e KJlacca.

[To Mepe HaKoIIeHUs! OMNbITa MPUMEHEHHUS JIEKAPCTBEHHOTO Tpernapara 0epeMeHHbIMU,
KOTOPBIM TMPEBOCXOJUT O0BEM JOKIMHUYECKUX MJAHHBIX Y JKHUBOTHBIX, HEOOXOIUMO
OOHOBJISITH YKa3aHUS MO MPUMEHEHUIO JIGKAPCTBEHHOTO Tpernapara npu 0epeMEeHHOCTH U B
MepUO/ JIAKTAllUU.

Ecnu G6epeMeHHOCTh W JlaKTalusl SIBJISIIOTCS MPOTUBOIMOKA3aHUEM K MPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapara, CBeJIeH!s: 00 5TOM HEOOX0IMMO BKIIIOUUTH B pasnen 4.3 OXJIII.

Heo6xoaumo npeacTaBuTh CASAYIONIUE CBEICHMUS.
JKeHIMHBI ¢ 1ETOPOIHBIM MOTEHIIMAIOM, KOHTPALICTILIUS Y MY>KUMH U KECHILHUH.

[IpuBoasTCS yKa3zaHWs MO NMPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara y *KEHIIUH C
JETOPOHBIM MOTEHIIUAIOM, BKJIFOUYasi HEOOXOIUMOCTh MPOBEACHUS TECTa Ha OEPEMEHHOCTD U
KOHTpanenuuu. Ecny nauueHTkam WK MOJ0BbIM MapTHEpPLIAM MallMEHTOB B XOJ€ Tepanuu
WM B OMNpEJEICHHBIM MPOMEXKYTOK BPEMEHH JI0 Hauajla WM TOCJe 3aBEPIICHUS JICUCHUS
Tpedyercs rheKkTuBHAS KOHTpPAICTIMs, OCHOBAHUS JUIsl IPUHSATUS DTOW MEPHI CIETyeT
BKJIIOUUTH B JaHHBIUA pazfen. B cioydae eciin peKOMEHAYETCS KOHTpaLEHIus, HO UMEeTCs
B3aUMOJICHCTBHE C MEPOPATbHBIMU WM JAPYTUMHU KOHTpAUENTHUBAMH, HEOOXOJUMO TaKXKe
yKa3zaTh cCchbUIKy Ha pazaen 4.5 OXJIII (u npu HeoOxonumoctu Ha pazaen 4.4 OXJIII).

bepeMeHHOCTD.

ChHavana npuUBOJATCS JaHHBIE, MOJYYEHHBIE MO PE3yJbTaTaM KIMHUYECKUX U
JTOKJIIMHUYECKUX MCCIEAOBAHUM, a 3aT€M — YKa3aHUs MO MPUMEHEHUIO JIEKAPCTBEHHOTO
IpenapaTa Ha OCHOBE ATUX JIAHHBIX.

B oTHolIeHNMH JOKJIMHUYECKUX JAHHBIX B pasjell BKJIIOYAIOTCS TOJIBKO BBIBOJBI
HMCCICIOBAHUM PEMPOJAYKTUBHOM TOKCHYHOCTH. bojee moapoOHBIe CBeICHUS
npeacTaBistoTes B pasaene 5.3 OXJIIL.

B oTHOLIEHUN KIMHUYECKHUX JJAHHBIX:



B pa3ien HeoOXOAMMO BKJIIOYHUTH MOJHBIE CBEICHUSI O 3HAYMMBIX HEXKeJIaTeIbHbIX
ABJEHUSX, BO3HUKIIUX y HMOpHOHA, IIOJA, HOBOPOXKIEHHOr0, OEpeMeHHOU (eciau
npuMeHumo). CregyeT ykas3aTh 4YacTOTY BO3HMKHOBEHUS HEKENATENIbHBIX SIBICHUHN (
HanpuMep, 4YacTOTy BO3HMKHOBEHHUSI BPOXKIEHHBIX aHOMaslMii) coriacHo kputepusiMm BO3 (
€CJIM YaCTOTa ONPENIEIICHA);

€CJIM HEeXKeTaTeNIbHbIE SIBJIICHUS NPU OEPEMEHHOCTH HE BO3HMKAIH, B pa3jieiie HeoO0X0IUuMO
yKa3aTh BEJIWYUHY MOMYJSIUUU OCPEMEHHBIX, Y KOTOPBIX MMEETCS ONBIT MEIULIMHCKOIO
MIPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara.

B oTHOmIeHMM yKa3zaHHMIl IO NTPUMEHEHUIO JIEKAPCTBEHHOI'O Ipenapara y JaHHOU
KAaTerOpHUH KEHIIUH:

MPUBOAATCS PEKOMEH/IAllUK IO TPUMEHEHHUIO JIEKapCTBEHHOI0 Ipenapara B pa3inyHble
MEepPUOAbI FECTALINK C YKa3aHUEM MPUYMH TaKUX PEKOMEHAAIUMI;
npyd NPUMEHEHHHU JIEKapCTBEHHOrO Ipernapara BO BpeMs OEpeMEHHOCTH B
COOTBETCTBYIOIIMX CIIy4asix HPUBOIATCS PEKOMEHJALUMUHU [0 BEACHUI0 OEPEMEHHOCTH,
BKJIIOUasi HEOOXOIUMBIM CHEUHAIbHBI MOHUTOPUHT (HampuMep, YJIbTPa3ByKOBOE
UCCIIEJOBAHUE IUIOAA, ONPENEIEHHOE OMOJIOTMYECKOe WM KIMHUYECKOe 00CIlieI0BaHHE
TJI0/1a UM HOBOPOIKJIEHHOTO).

Taxxe aomyckaercsi BKJIOYaTh COOTBETCTBYIOIIME CCHUIKM B paszaensl 4.3, 4.4 u 4.8
OXJIIT.

[Ipumeps! popMyIUpPOBOK, TPUBOJAUMBIX B JAHHOM pasielie, COAECPKATCS B MPUIIOKEHUN
Ne 5 k HacToAmUM TpeOOBaHUSIM.

JlakTamnus.

[Ipn HanM4YuMu OPUBOAATCS KIMHUYECKUE JaHHbIE (MIPUMEHEHHE JEKapCTBEHHBIX
npenapatoB y MIIQJICHIIEB, HAaXOJIWBIIMXCS HAa TPYJAHOM BCKapMIIMBAHWH), B BUJIE
3aKJIOYEHU KHUHETHYECKUX UCCIeoBaHUN (IJ1a3MEeHHas KOHUEHTpalus Yy JeTel,
HaXOJMBIIUXCS HA TPYJHOM BCKapMJIMBAHHH, IPOHUKHOBEHHE JIEUCTBYIOIIETO BEMIECTBA U (
WJIM) €ro MeTaboJUTOB B IPyJHOE MOJIOKO). I[Ipu Hanmuyum mpeacTaBisitOTCs CBEACHUS O
HEXKEJIATENbHBIX PEAKUMAX Yy JeTel, HaXOIAIIMXCS Ha TIPYJHOM BCKAapMJIMBAaHHM,
JOMyCKAaeTCs YKa3aHUe MEPEKPECTHOM cCchlIkM Ha pazaen 4.8 OXIJIII.

3akio4eHue 0 MPOHUKHOBEHUH JICHCTBYIONIETO BEIIECTBA U (WJIM) €r0 META0OJIUTOB B
MOJIOKO Ha OCHOBAHUU JTOKJIMHUYECKUX UCCIIEIOBAHUI MPUBOJUTCS TOJBKO MPHU OTCYTCTBUU
TaKUX JAHHBIX, IOJYYEHHBIX Y YEJIOBEKa.

[IpuBOAATCS NPUYMHBI M PEKOMEHIALUHN 110 IPEKPAILECHHUIO WIH ITPOJIOJKEHHUIO TPYAHOIO
BCKapMJIUBaHUS U (W) MPEKPALIEHUIO WU TPOJOJIKEHUIO Tepallii B 3aBUCUMOCTH OT TOTO,
9TO 00JIee PEAMOYTHTEIBHO.

[Ipumeps! HopMyITUPOBOK NPUBOIATCS B MPUIIOKEHUU Ne 5 K HacTOSIIMM TpeOOBaHUSIM.

OepTUIBHOCT.



B nmanansiii pazgen OXJIIT HeoOXoauMO BKIIOUNTH CIICAYIOIIHUE OCHOBHBIC CBEACHUS O
BO3MOXKHBIX HEXelaTelbHBIX 3(PdeKTax JEeKapCTBEHHOTO Mpemnapara s MYXCKOW u
KEHCKOH (hepTHIHHOCTH:

KJIIMHUYECKWE JaHHbIe (TIPU HAJIMYHH ),

COOTBETCTBYIOIIME 3aKJIIOUYEHUS JOKIUHUYECKUX TOKCHUKOJIOTHUECKUX HCCIIeNOBaHUMN (

npu HanumuuK). bosiee moapoOHbBIe cBeIeHUST HEOOXO0IMMO BKIIOUNTD B pazaen 5.3 OXJIII;
PEKOMEHIAIUM [0 MPUMEHEHHIO JIEKAPCTBEHHOrO Mperapara Npy IJIaHUPOBAHUU
OCpeMEHHOCTH W MTOTEHIIUAJIbHOM BJIMSTHUN TE€paIruu Ha PePTHUIIHHOCTD.

Ecnn npumenumo, B pazaen 4.3 OXJII momyckaercs: BKIIOYUTh CCBUIKA Ha JIpyrue
paznensr OXJIIL.

Ecnu nannbie mo pepTHiIbHOCTH OTCYTCTBYIOT, 3TO HEOOXOIMMO YETKO YKa3aTh.

4.7. Bimsaane Ha CIOCOOHOCTD YIIPABJIATh TPAHCIIOPTHEIME CPEACTBAMH B paboTaTh C
MeXaHH3MaMH

64. Ha ocHoBaHuu (papmMakoguHaMHYECKOrO0 M (papMaKOKMHETHYECKOro Mpoduis,
BBISIBIICHHBIX HEXKEJATEIbHBIX PEAKIUN U (MJIM) TPOBEAECHHBIX CMEIUATIbHBIX UCCIEIOBAHUN B
COOTBETCTBYIOIIECH MOMYJIALNH, HAIPABICHHBIX HA YCTAHOBIICHUE BIUSHUSA JIEKAPCTBEHHOTO
mpernapara Ha CHOCOOHOCTh YIPAaBISTh TPAHCIOPTHBIMHU CPEICTBAMH, OE€30MaCHOCTH
JOPOKHOTO IBUKEHUS U pab0Ty C MEXaHU3MaMU, HEOOXOANMO yKa3aTh, UTO JIEKAPCTBEHHBIN
npenapar:

a) HE OKA3bIBACT WJIK OKa3bIBACT HECYIIECTBEHHOE BIHSHUE;
0) okasbIBaeT ci1aboe BIUSHHUE;

B) OKa3bIBa€T YMEPEHHOE BIUSHUE;

I') OKa3bIBAET BBIPAKEHHOE BIIUSHHUE.

65. HeobxoammMo paccMOTpeTh APYrue Ba)KHbIE ACTIEKTHl BIUSHUS JEKAPCTBEHHOTO
npenapara Ha CHOCOOHOCTh YIPaBISATh TPAHCHOPTHBIMH CpPEeACTBAaMU MU paboTy ¢
MEXaHU3MaMH, €CJIM O HHUX HMEIOTCS CBEJeHUsA (Hampumep, HPOAOKUTEIbHOCTh
HapYILIAIOIET0 BIUAHUS W Pa3BUTUE TOJIEPAHTHOCTH WIIM HEXKENATENbHBIX PEaKUUil mpu
JUIUTEIILHOM IIPUMEHEHHUH JIEKAPCTBEHHOIO Mpenapara).

66. B ciydae eciu nekapCTBEHHBIN MpenapaTr OKa3blBa€T YMEPEHHOE WU BBIPAKEHHOE
BIIUSIHUE, HEOOXOJUMO MPEACTAaBUTh O0COOBIC yKa3zaHUs U (MJIU) MEpPbl MPEAOCTOPOKHOCTH
npu ero npuMeHeHuu (a takxke B pazuene 4.4 OXJIII B ciydae, eciu JieKapCTBEHHBIN
npenapar OKa3blBaeT BhIPAKEHHOE BIIUSHHUE).

4.8. HexxenarenpHbIE peakuu

67. B maHHbIN pa3ziesl BKIOYAIOTCS BCE HEXKENATEIbHBIE PEAKIINH, BBISIBICHHBIE B XO/€
KIIMHUYSCKUX HCCISIOBAHUH, MOCTPETUCTPAIIMOHHBIX HMCCIICAOBAHUM OC30IMaCHOCTH U II0
pe3yJibTaTaM CIIOHTAHHBIX COOOINEHUH, B OTHOIICHUU KOTOPBIX MPUUYHMHHAS CBA3b MEXKIY



JIEKapCTBEHHBIM MPENAPAaTOM U HEXKEJIATEIbHBIM SBJIICHHEM I1OCJIE IPOBEICHUS TIIATEIIbHON
OILIEHKM HMMEET OOOCHOBAaHHYIO BEPOSITHOCTh M TMOATBEPXKAAETCS, HANpPUMEpP, HUX
CPaBHUTEJIBbHON 4YacTOTOW BO3HUKHOBEHUS B KIMHUYECKUX HCCIEHOBAHUAX WIIH
pe3yibTaTaMu MHUIEMHOJIOTHYECKUX UCCIIEIOBAaHUMN U (MJIM) OLICHKON MPUYUHBI pa3BUTHUS Ha
OCHOBaHUM COOOIICHHI 10 OTACIBHBIM cayyasMm. HexxenarenbHbie SIBICHUS, HE UMEIOIIHE T10
MEHBIIEH Mepe MoA03peBacMyI0 MPUUUHHYIO CBsi3b, B OXJIII He yka3biBatoTCs.

68. Undopmanuio, BKIOUYEHHYIO B JaHHBIM pa3jgesl HeoOXOAuMO OOOCHOBATH B
KJIMHUYECKOM 0030pe pEerucTpalMoHHOrO J0ChE, OCHOBBIBAsCh Ha OLEHKE HauboJjee
yOeIUTENbHBIX JAHHBIX B OTHOIIECHHWH BBISABICHHBIX HEXENATENbHBIX SBICHUM U (DAKTOB,
3HAYMMBIX JUUISl OLICHKU [TPUYMHHO-CIIEICTBEHHON CBSI3U, TAXKECTH U YaCTOThl BOSHUKHOBEHHSI
TakuXx siBjeHuM. JlaHHBIN pa3aen HEOOXOIMMO PETyJsipHO MepecMaTpuBaTh U OOHOBIISTH C
LENbI0 HaJUIeXkKallero THPOPMUPOBAHNUS MEIULIMHCKUX PAOOTHUKOB B OTHOIICHUH TPOPUIIS
Oe3omnacHocTU npenapara. Bech pazuen gornyckaercs nepecMaTpuBaTh:

a) MpY NOATBEPKIACHUHU PETUCTPALIMH (IIEpEPETUCTpaIiu), Koraa npopuias 6€301acHOCTH
OOJBIIMHCTBA MIPEMapaToOB, CKOPEE BCEro, OyAET XOPOIIIO N3YUEH;

0) mpu nojaye Kaxa0ro NepuoiuyecKoro 0OHOBIEMOI0 OTYETA 10 O€30MACHOCTH.

69. Nndopmanuio HEOOXOIMMO H3JIaraTh KpaTKO, HCIOJb3Yys CHEHUAIbHYIO

TEPMUHOJIOTHIO, OHA HE JIOJIKHA COJIEPXKATh CIEAYIOIINE CBEICHMUS:

a) yKa3aHUE Ha OTCYTCTBHE ONPEEICHHBIX HEXKEIATEIbHbIX PEaKLU;

0) JaHHbBIE O CPaBHUTENILHOM 4YACTOTE HEXeJaTeIbHbIX pPEeakIui (3a UCKIIOYEHUEM

CJIy4aeB, YKa3aHHBIX B HACTOAILEM Pa3/EeIie);

B) yKa3aHHe Ha OOIIYI0 XOPOIIyI0 NEPEHOCUMOCTh JIEKapCTBEHHOI0 TIpenapara (B BUAE
(bopMyIMpOBOK: "XOpoIIo epeHocutced", "HexkenaTeNIbHbIe Peakluy, KaK IpaBuiIo, peIKu" u
ap.).

70. He nmomyckaeTrcs BKJIIOYATh YKa3aHHWS Ha OTCYTCTBUE NOATBEPKACHUS
[IPUYUHHO-CJIEICTBEHHOM CBS3HU.

71. B nensx npeacTaBieHUs] YeTKON U MOHATHOW nH(popmaiuu ganubii pazaen OXJII

JOJKEH UMETh CIIETYIOUIYIO CTPYKTYPY:

a) peszromMe npouiIst 6e30MacHOCTH;

0) pe3roMe HexeaaTelbHbIX peakUuil B (hopme TaOJHLbI HIH CTPYKTYPHPOBAHHOIO

CITHCKA;

B) ONMHCAHHE OT/EJIbHBIX HEXKEIaTCIAbHbIX PEAKIIHH;

1) 0ocoOblIe TPyl MAIJHEHTOB;

1) JETH.

Pe3rome nnpouiis 6e30acHOCTH.

Pe3tome npoduiist 6e30macHOCTH TOJKHO COJIepKaTh CBEEHUSI 0 HauboJee Cephe3HbIX U
(1K) 4acTO BO3HUKAIOLIUX HEKETATENbHBIX PEAKIUAX.

[Tpu HaNIMUMK yKa3aHHBIX CBEJEHUN MPUBOASTCS CPOKH BO3HUKHOBEHHMS HEXENATeIbHBIX
peakuuii. Hampumep, B 1edsx NOpeAOTBpPALIEHHUS PAaHHEro MpEKpalleHUs Tepanuu



JIOITYyCKAaETCsl IPUBECTH ONKMCAHUE HECEPHE3HBIX HEXKEJATENbHBIX PEaKUUH, KOTOPbIE YacTO
BO3HMKAIOT B Ha4aJie Tepanuu, HO MOTYT Pa3pelIUThCS M0 Mepe NPOAOJIKEHUS JCUSHUS, WU
ONMCAHUE HEKEJIATEIPHON PEAKINH, XaAPAKTEPHOU I JUIUTEIBHOTIO MpUMEHEeHu. YacToTry
BO3HMKHOBEHHUS HEXEJIATeNbHBIX PEeaKIUi HEOOXOJMMO yKa3aTh KaK MOXHO 0oJjiee TOYHO.
Pestome mpoduis 06e30macHOCTH JODKHO COOTBETCTBOBATH OMHCAHUIO BaKHBIX
UACHTU(PUIIMPOBAHHBIX PHUCKOB, IPUBEACHHBIX B CHEIU(PUKALNUA O OE30MaCHOCTH IJIaHA
ynpasieHus puckamu. CBefeHuss 0 HanbOojee cepbe3HbIX M (MJIM) 4acTO BO3HHMKAIOIIMX
HEXENATENIbHBIX PEAKLUUAX HE JOJDKHBI IPOTUBOPEUYUTh PE3FOME HEXKEJIATEJIbHBIX PEaKLHH,
MIPpUBECHHBIX B (popme TabOIHLbI HIH CTPYKTYpHpoBaHHOro crnucka. Ecnu B pasznene 4.4
OXJIIT nmpuBeneHbl 3HAUMMbIE MEpPbl IO MUHUMHU3ALMH PUCKOB, HEOOXOJUMO MPUBECTU
CCBUIKY Ha JIAHHBIN pa3ae.

[Tpumep pestome npoduiis 6€30MaCHOCTH:

"B Hayajie J1e4eHHA MOKeT BO3HUKATh IHIacTpajibHas 00J1b, TOMIHOTA, JUHAPES, TOJIOBHAs
00J1b HJIH TOJOBOKPYKCHHE. ITH PEeaKlHH, KaK MPaBHIIO, IPOXOIAT B TEUEHHE HECKOIbKHX
JAHEH, faxke IpH NpoJopkeHuHd Tepanud. K Hanbosee 4acTo BO3HUKABIIUM HEXEJIaTeIbHBIM
peakUHAM TMPH JIC4EHUH OTHOCATCS TOJIOBOKPYKEHHE H I0JIOBHAsA 00Jb, KaXK1as U3 KOTOPBIX
BO3HHKAJIa NPHOIU3UTEABHO Yy 6 % nanueHToB. Pejqko MoxeT BO3HHKATh OCTpas Me4CHOYHAs
HENOCTaTOYHOCTh H arpaHyJionuTo3 (pexe 4em 1 ciy4qaii Ha 1000 namueHToB).".

Pestome HexxenarenpHbIX peakiaii B hopMe TaONuIbl (HJIH CTPYKTYPHPOBAHHOTO CITHCKA).

HexenarenpHble peakiuy ¢ COOTBETCTBYIOLIEH UM KaTETOPUEN 4aCTOThI BOSHUKHOBEHHUS
HE00XOAMMO yKa3aTb B OJHOH Tabmuue (WM CTPYKTYPUPOBAHHOM CHHCKE). B oTHOIIEHHH
YaCThIX U OYEHb YACThIX HEXKENATEIbHBIX PEAKINI U IPU HEOOXOAUMOCTH 00JI€€ MOHATHOTO
M3JI0KEHUS] THPOPMALMK B TaOJIUIE JOMYCKAETCS YKa3bIBaTh KOHKPETHbIE 3HAYEHUS YaCTOTHI
BO3HMKHOBEHUS HEXENATEJIbHBIX PEAKIIH.

[Ipu BbIpa)kKE€HHOM pa3nuuuK Npoduiield HeKeIaTeIbHbIX PEaKIUi B 3aBUCUMOCTH OT
IIPUMEHEHNS JIEKAPCTBEHHOIO Ipernapara (HalmpuMep, B Cily4ae NPUMEHEHUS Ipernapara o
pPa3HbIM MMOKa3aHUAM (HampuMmep, B OHKOJIOTUU U MO0 HEOHKOJIOTMUYECKOMY MOKa3aHUI0)) WIIN
MIPU Pa3INYHBIX PEKUMAX JO3UPOBAHUS, TOMYCKAETCS COCTABICHUE OTACIbHBIX TaOHII.

ITepen Tabnauieit HEOOXOAMMO yKa3aTh CBEICHUS 00 NCTOUHUKE 0a3bl JaHHBIX (HAIIpUMeEp
, U3 KIIMHUYECKUX MCCIIEJOBAaHUM, TOCTPETUCTPALIMOHHBIX UCCIIEI0BaHNUN 0€30MMaCHOCTH WU
0 pe3yJibTaTaM CIIOHTAHHBIX COOOIIEHUI).

[Ipu coctaBieHnu TaOIHIBI HEXKENATENbHbIE PEAKIIMM HEOOXOJMMO IpyNIUpPOBaTh B
COOTBETCTBHUHM C IIEPEYHEM CUCTEMHO-OPTraHHBIX KJIACCOB, IPELYCMOTPEHHBIM IIPUIIOKEHNEM
Ne 4 k HactoamuM TpeOOBaHUSIM.

[Topsimok MpeacTaBiIeHUs] CUCTEMHO-OPTaHHBIX KJIACCOB JOJDKEH COOTBETCTBOBATH
YKa3aHHOMY IHepedHio. Takoi NOpsANOK COOTBETCTBYET YPOBHIO IPEAIIOYTHUTEIBLHOIO
TEPMHHA, OJIHAKO B HEKOTOPBIX CIydyasx HEOOXOAMMO yKa3aTh TEPMHUH HHU3IIETO YPOBHS WU
B MCKJIIOYUTEIBHBIX Cllydasix TEPMHUHBI BepxHero ypoBHs. [lo oOmemy mnpaBuiy Bce
HEXEJATeNbHbIE PEAaKIMH CIIETYyEeT OTHECTH K HanboJiee MOAXOASIIEMY CUCTEMHO-OPTaHHOMY



"

KJIACCY, COOTBETCTBYIOLIEMY OpraHy-muiieHu. Hampumep, mpeanodyTUTENbHbIA TEPMHUH

HapyllieHHe (QYyHKIIHOHAJIBHBIX Mpo6 medeHHu' clienyeT OTHECTH K CHUCTEMHO-OPraHHOMY
Kjnaccy "HapylleHHS CO CTOPOHBI INEYEHH H JKETYEeBBIBOAAIIUX MyTeH", a He K
CHUCTEMHO-OPTaHHOMY KJiaccy "nabopatopHbie H HHCTPYMEHTAJIbHbIC JaHHbBIE".

HexenatenpHble peakiuy BHYTPU KaKIOTO CHCTEMHO-OPTAaHHOTO Kjlacca HEOOXOIUMO
pAcMoJIOKUTh B TOpPSJAKE YOBIBAaHUS HX CEPbE3HOCTH C YKA3aHUEM 4YacTOThl HX
BO3HUKHOBEHHUSI (B paMKax OJHOM Tpajanuu 4actoThl). HaumeHnoBanus, uCnoib3yeMbie st
KaXJIO0W KAaTEeropuM 4YacTOThI, JOJDKHBI COOTBETCTBOBATH CTAHAAPTHBIM TEpPMHHAM B
COOTBETCTBHHU CO CIEIYIOIIUM MPABUIIOM:

oudeHb yacto (> 1/10);

gacto (> 1/100, Ho < 1/10);
HeyacTto (> 1/1 000, Ho < 1/100);
peaxo (> 1/10 000, vo < 1/1 000);
oudeHsb penako (< 1/10 000).

B HCKIIOUHUTENBHBIX Cly4yasX, €CIM Ha OCHOBAaHWU HUMEIOIIUXCSA JaHHBIX YaCTOTY
ONpEJEeIUTh HEBO3MOXKHO, JIOMYCKAETCS HCIOJIb30BaTh JOMOJHUTEIbHYI0 KaTEropulo
4acTOThI — "dyacToTa Hem3BecTHa'. Ecnu ncnoiib3yeTcs: BeIpakeHUe "yacTora Heu3BecTHA', B
nepeueHb OOBSICHEHUS KaTEeropuid 4YacTOThl HE0OXoauMoO 100aBUTh TeKCT: "Yacrora
HeH3BeCTHa (Ha OCHOBaHHHM HMEIOIIHNXCS JaHHBIX OI[CHHTh HEBO3MOkHO).". He ciemyer
UCIIOJIb30BaTh JAHHOE BBIPAXEHHUE ISl YKAa3aHHS B KaXJOM OTAEIbHOM COOOIIeHUuu (
€UHUYHOM CIIyuae).

Ecnu B onucanuu OTAENbHONM HEXEIATEIbHOW PeaKIMi MPUBOJIATCS TOTOJIHUTEIbHbBIE
CBEJICHMS, TAKYIO PEAKI[MI0 HEOOXOUMO BBIJIETUTH (HAIIPUMEP, C MTOMOIIBIO 3BE3/I0YKH), a B
CHOCKE yKa3aTh CCbUIKY Ha COOTBeTCTBYroIMi paznen OXJIIL.

VYkazaHus Mo OIleHKE YaCTOThl BO3SHUKHOBEHUSI HEXKENATEIbHBIX PEaKIUi MTPUBOISATCS B
nprioxkeHUU Ne 4 K HACTOSIIIIMM TPEOOBAHUSIM.

Ormrcanue oTe/IbHBIX HEXKEeIaTeIbHbBIX PEAKITHH.

B nauublii paznen HEOOXOIUMO BKIIOUHMTH CBEJCHHS, XapaKTEPU3YIOIIUE OCOOYIO
HEXKEJATENbHYI0 PEaKlHi0, KOTOPbIe MOTYT ObITh MOJIE3HBI JJIsl MPEAOTBPAILICHUS], OLICHKU
WU KyTIUPOBAHUS BO3HUKIIEH HEKENATeIbHON PEaKIMu B KIMHUYECKON MPaKTHUKE.

VYKa3bIBalOTCA CBEJCHUS, XapaKTEPU3YIOIINE OTIENbHbIE Cephe3Hble U (MJIM) YacTo
BO3HUKAIOIIUE HEXEIaTeIbHbIE PEAKIIUU WU T€ U3 HUX, B OTHOIICHUU KOTOPBIX MOCTYIAIN
cooOmieHust 06 ux ocobom TeueHnn. HeoOXoauMo MpeacTaBUTh CBEAEHUS O 4acToTe (Mpu
HEOOXOJUMOCTH C OMNHCaHueM OoOpaTUMOCTH), BpPEMEHHM Hauana, TIXKECTH,
MPOJOIKUTEILHOCTH, MEXaHU3ME PA3BUTHUS (€CIIM OH KIMHUYECKH 3HAYMM ), 3aBUCUMOCTH OT
J103bI, MPOJIOKUTEIBHOCTH BO3JIEUCTBUS JIEKAPCTBEHHOIO IpemnapaTta U (pakrtopax pucka.
Mepsbl, HanmpaBlICHHbIE Ha HEIOIMYIIEHUE Pa3BUTHS WM NPUHUMAaEMble MPU Pa3BUTUU
OTIpEICTICHHBIX HEXeNaTeNIbHbIX peakiuid, onuckiBatotcs B pasnene 4.4 OXJIII ¢ ykazanuem
CCBUIKM Ha JAaHHBIA pa3aed.



CeneHusi 0 BOBHUKHOBEHUH PEaKIMii CUHApPOMaA "OTMEHBI" HE0OXO0IMMO MPEJCTaBUTh B
JTAaHHOM pazjesie BMecTe co cchbuiko Ha pazgen 4.2 OXJIIl (mpu HeoOXOaAUMOCTH
MTOCTENIEHHOTO CHUKEHUS JI03bl MM PEKOMEHIAINK TI0 OTMEHE JIEKAPCTBEHHOTO Ipernapara).

Heobxonumo onucath Bce pa3iauyusi B NMpoduie HexenaTeIbHbIX peaKIuid MexXIy
Pa3TUYHBIMU JIEKAPCTBEHHBIMU (hOpPMaMH.

Heob6xonumo Takxke BKIIOYUTH CBEJACHUS O KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax, XapakTepU3yIOlue HeKeIaTelbHble peakuu, 00yCIOBICHHbIE TOH WM UHOU
(dapmarneBTUYECKON KOMOMHAIMEN AEMCTBYIOMINX BEIIECTB (IIPU HATUYUN ).

Bce HexenarenbHble peakiuu, HANpPsIMYyI0 OOYCIIOBJIEHHBIE B3aMMOJICHCTBUEM,
HE0OXO0MMO TIPEICTaBUThH B JAHHOM pas3Jielie co CChUIKON Ha pazzaen 4.5 OXJIIL.

Heo0xoanmo Takke nMpecTaBUTh CBEICHUS O HEXENAaTeNIbHBIX PEAKIUIX C OUYEHb HU3KOM
YacTOTON BO3HMKHOBEHUS WJIU C 3aIMI03JIbIM MPOSIBICHUEM CUMIITOMOB, CBEJACHUS O CBS3U
KOTOPBIX € JIEKAPCTBEHHBIM MPENApPATOM MOTYT OTCYTCTBOBATh, HO KOTOPBIE XapaKTEPHBbI JIJIs
JIEKAPCTBEHHBIX IMPENapaToB TOr0 K€ TEPANEeBTHYECKOTO, XHUMHYECKOTO WU
(bapmakonoruyeckoro kiacca. Heo0xo1mMo yka3ath, 4TO 3TO XapaKTEpPUCTHKA KIlacca.

HeobxonuMo omnucaTe BC€ HeXeNaTelbHble peakluu, OOYCIOBIECHHbIE
BCIIOMOTaTEIbHBIMU BEMIECTBAMH U MPOU3BOACTBEHHBIMHU HPUMECSIMH.

OcoO0bie rpynibl NalHeHTOB.

B nmanubIil pazmen BKIIOYAIOTCS CBEACHUS O KAKUX-THOO KIMHUYECKH 3HAYMMBIX
paznuuusax (HampuMmep, IO XapakTepy, YacTOTe, CEPbE3HOCTH U HEOOPATUMOCTH
HEXKEeNATEIbHBIX PEAKIUN, a TAKXKE 0 HEOOXOAMMOCTH MOHUTOPHUHTA), BBISBICHHBIX B IPYTHX
0cOOBbIX Tpymmax (Hampumep, MOXKUIIbIE, MAIUEHThl C MOYEYHON HEJOCTATOYHOCTHIO,
MAlMEHTHI C MEYEHOYHON HEAOCTATOYHOCThIO, MAIIMEHTHI C APYTHUMH 3a00J€BAHUSIMU WA C
oTpe/eIeHHbIM TeHOTUIIOM). [Ipu He0OXOAMMOCTH TPUBOASITCS CCHUIKU Ha IPYTHUE Pa3eIibl
OXJIIT (manmpumep, pazaensl 4.3, 4.4 unu 4.5 OXJIII).

[TpuurHOM BOZHUKHOBEHHUS HEXKENATEIbHBIX PEAKIIUA MOXKET OBITh TaK)KE T€HETUYECKH
00yCJIOBJIIEHHBIM METa00JIU3M JIEKAPCTBEHHOTO IpemnapaTta. Y CyObeKTOB U MAIIUEHTOB C
IeUIUTOM ONIPEIeTIEHHOTO (PEpMEHTa YacTOTa U TSHKECTh HEXKENATEIbHBIX PEAKIIHI MOXKET
ObITh npyroil. CBeaeHus: 00 3ToM HEOOXOAUMO yKa3aTh U, €CJIM 3TO BaXKHO ISl 0€30MacHOCTH
TEpaIny, COOTHECTU C JAHHBIMUA KIMHUYECKUX UCCIICTOBAHHM.

Jletn.

Heo6xonumo npeaycmotpers B OXJII Hanuuue pazzaena mo HexeaaTeIbHbIM peaKIusiaM
y AeTel (3a UCKITIOYEHUEM CIIy4YaeB, KOTJja TAKHE PEAKIIUHU SIBISIOTCS HE3HAUMMBIMHU ).

HeoOxoauMo omnucaTh 00beM M BO3pAcTHbIE XapaKTEPUCTUKU 0a3bl JaHHBIX IO
0e3omacHOCTH y JAeTed (HampuMmep, JaHHBIE KIMHUYECKUX HCCICIOBAHUN WU JTaHHBIC
dbapmakonaazopa). HeoOxoaumo yka3zaTb Ha HEONPEAECICHHOCTh MMEIOIIMXCS JaHHBIX
BCJIEJICTBUE UX OTPAHUYEHHOCTH.

Ecnu BeisiBieHHBIN PO IIb 0€30MACHOCTH Y JIeTeN U B3POCIBIX COBNAAAET, TOMYCKAETCs
IIPUBECTHU TEKCT: "HacToTa, BUI U TSKECTh HEKEJIATEIbHBIX PEAKIIUN Y IE€TEeW U B3POCIBIX |



OJIMHAKOBBI, OXHUJAeTCsA, 4To OyayT oamHakoBbi].". HeoOxomumo ykaszaTh, UMEIOTCS JU
paznuuus B npoduiisax 6€30MacHOCTH B Pa3IMYHBIX BO3PACTHBIX TpyNnax JeTeu.

Bce knumHHMuYeckHM 3HauuMMBbIEe pa3nuuusd (IO XapakTepy, 4acTOTe, CEpbE3HOCTH U
00paTUMOCTH HEXKeJIaTeNbHbIX peakinii) B npoduie 6e30MacHOCTH Y B3POCIbIX U AETeil, a
Takke MEXIy pa3IUYHBIMU BO3PACTHBIMHU TpyHHaMu JAeTeil HeoOXOIWMO OomHucaTh H
OpeACTaBUTh MO KaxJ0u Bo3pacTHOM rpynmne. Ilpy HEoOXOaUMOCTH CHEIUaibHOTO
MOHMUTOPHUHIA CIEIyeT yKa3aTh CChUIKY Ha paznen 4.4 OXJIIL. [l KIMHUYECKH 3HAUMMBbIX
pa3IUYMil AOMyCKAeTCs MPEICTABUTh OTACIBHOE pe3toMe B (PopMe TaOIHIIbl HEXKeaaTeTbHbBIX
peaKkHui MO YacTOTe MX BO3HUKHOBEHHS MO COOTBETCTBYIOIIMM BO3PACTHBIM TIpyIIaMm
UCXOJs W3 YCIOBHI NPUMEHEHMsS JIEKapCTBEHHOro mpemnapara. Eciaum HeKoTopsle
HEXeJIaTeIbHbIC PeaKkluu y JeTeu sBistorcs yacTbiMu (= 1/100, Ho < 1/10) miau odeHb
gacTeiMu (> 1/10), B ckoOkax HEOOXOAMMO yKa3aThb 4YacTOTY MX BO3HHUKHOBeHUs. [lpu
HaJIMYUKM OOJIBIIMX pa3audyuil B npoduiie 6€30MacHOCTU MO CPaBHEHHIO CO B3POCIBIMU C
HeJbl0  yI000YUTaeMOCTH HMH(OpPMAIIMK JOMYCKAETCS MPUBECTU pe3loMe MNpoduiis
O6ezomacHoctu 'y jaetei. Heobxomumo Takxke O0O0OOIIMTH HMMEIOIIMECS CBEACHUS O
JOJITOCPOYHOM O€30MaCHOCTH y AETeN U3 HAyYHON MEIUIMHCKON JTUTEpaTyphl (Hanpumep, B
OTHOLIEHUM POCTA, YMCTBEHHOTO Pa3BUTHUS M MOJIOBOTO CO3PEBAHMS) CO CCBUIKOM Ha pasnen
5.1 OXJIII, ecnu nmpumenumo. HeoOxoaumo omucaTh Bce (aKTOpPbI pUCKa, CBI3AHHOTO C
MIPUEMOM JIEKapCTBEHHOTO Mpenapara (HanpuMmep, NPOoJ0JKUTEIbHOCTh TEPANUU WU EPUO]T
HACTYIUICHUS PUCKA).

CumnTombl cuHApoMa "OTMEHBI" y HOBOPOXAEHHBIX (€CIM 3HAYUMO) HEOOXOIUMO
NepPEYUCIUTh B OTACIBHOM ab3alie co cchutkoi Ha pasnen 4.6 OXJIII.

JlonoJIHUTENIbHBIE YKa3aHUSl MO OI[EHKE YacCTOThl BOSHUKHOBEHHS HEXEIaTeIbHbIX
peaKuuil.

OueHka 4acTOThl BO3HUKHOBEHHMS HEKENATENbHbIX PEaKIUMi 3aBUCUT OT MCTOYHHKA
JAHHBIX (HampuMmep, KIMHUYECKOE MCCIIEIOBAHME, MOCTPETMCTPALMOHHOE HUCCIEAOBaHUE
0€30MacHOCTH WJIM CIIOHTAaHHOE COOOIIEHHE), KauecTBa cOOpa MaHHBIX M OIEHKHU
NPUYUHHO-CJIEICTBEHHOM CBsi3U. Eciu BBIOOp KaTeropuu 4acTOThl OCHOBBIBAETCS HA PAa3HBIX
UCTOYHUKAX, HEOOXOIUMO BBIOpAaTh KATErOpHI0, OTPaXKaIOUIyI0 HaWOOIBIIYI0 YacTOTY
BO3HMKHOBEHUS, €CJIM TOJBKO HE UCIIONb30BaJICS 0oJiee crieln(PUUHbBIIA METO/I, B CBSI3H C YEM
noJydeHHas OlleHKa oOyazaer sBHO Oojee BBICOKOW BadUIHOCTHIO (Hampumep,
00beAMHECHHBIN aHAIN3 TTOAXOISIINX UCCISTIOBAHUN).

N cTOYHMKOM JAaHHBIX O YaCTOTE€ BO3ZHUKHOBEHMSI HEXKENATEJIbHBIX PEaKIUid JOJKHA
CILYKUTb MOIYJSAIMS, TOJBEPIIasics BO3JACHCTBUIO JIEKAPCTBEHHOTO MpernapaTa B 103aX U C
MPOJAOTKUTEILHOCTBIO JICUEHHSI, COOTBETCTBYIOIINUX peKkoMeHnoBaHHbIM OXJIII.

Peakuuu, xoTopsie B COOOIIEHUAX 0003HAYAIUCHh PA3TUYHBIMU TEPMUHAMHU, HO
MpEeJICTaBISIIOIIME COO0M OJTHO U TO K€ SIBJICHHE (HAaIpUMep, BSUIOCTh, COHIIUBOCTD, IPEMOTA),
HEO0OXO0IUMO OOBEIUHUTH B OJIHY HEXKENaTeJIbHYI peakIiuio, 4ToObl n30exaTh dddekra
pa3sMbIBaHUs" MCTHHHOTO CMbIclIa siBieHUs. Peaknuu, mnpeacraBisionme cooOoil

"



CUMIITOMO-KOMIUIEKC, HEOOXOJUMO TpYIIHUPOBATh MOJ COOTBETCTBYIOLIUM 3arojIOBKOM,
yTOOBI U30€kKaTh "pa3MbIBaHUs" €r0 CMbICIIA BCIEACTBUE MHOTOOOpA3Usi COCTABIISIONINX €ro
CUMIITOMOB.

HesxenarenbHble peakiUH, BbIABJICHHbBIC B KIHMHHYECKHX HCCIEC/TOBAHUSAX.

B uensx mMOBBINIEHUST TOYHOCTH NPU YCTAHOBJICHUM YAaCTOTHl BO3HUKHOBEHMS
HEXKeJIaTeNbHBIX PEaKIMi HEOOX0UMO O0OBEMHHUTH JIaHHBIE IO OE30MACHOCTH HECKOJIBKUX
ucciaeqoBaHui 0e3 MPUBHECEHUS CHCTEMATHYECKHX OLIMOOK (HalpuMep, CyUIECTBEHHbIE
pa3Inuus MEXIY XapaKTepUCTUKAMHU MOIMYJISIAA WIIA SKCIIO3ULIMH ).

YacToTy BOBHUKHOBEHUS HEXKENIATEIbHBIX PEAKIUN CIEAYET ONpeAessTh, 00bEeINHUB
JaHHBIE TIAIE00-KOHTPOIUPYEMBIX UCCIIENOBAHMM (ITPU HATHMYUU TaKUX JIAHHBIX ), TPH 3TOM
0a3bl TaHHBIX JIOJKHBI OBITH IOCTATOYHO OOBEMHBIMU, YTOOBI ObITH MHGOPMATUBHBIMU. [Ipu
OTCYTCTBHH ITUX JIAHHBIX WJIM HEIOCTATOYHOW MX WH()DOPMATUBHOCTH IS OTICHKU YaCTOTHI
JOMYCKaeTCsl UCIOJIb30BaHUE 0a3 MAaHHBIX C AKTUBHBIM KOHTPOJEM, WJIU C JAHHBIMU HE
CpPaBHUTEIIbHBIX WU AOMOJHUTENbHBIX (add-on) uccnenoBanuii.

YacToTa BOBHUKHOBEHHUS HEXENATEebHBIX PEAKIMil JOJKHA OTpa)kaTh OOIIYI0 YaCTOTY
BO3HUKHOBEHHUS (2 HE pa3HUILy WJIM OTHOCUTEIbHBIE PUCKH [0 OTHOUIEHUIO K IJIanedo Miu
IPYroMy KOHTPOJIIO).

Ecnu yacras, oueHb yacTas Uil cepbe3Has He)KeNaTenbHas peakuus (Harpumep, Cyulun)
TaK)kKe BO3HUKAET B TpyIIe miainedo co 3HAYUMMON 4YacTOTOM, yKa3bIBAIOTCS 00€ YacCTOTHI
BO3HUKHOBEHUS, YTOOBI JIyUIlle OXapaKTEPU30BaTh PUCK (HApUMED, B pazJiesie ¢ OIMMCaHUEM
OT/ICJIbHBIX HEXEIaTEIbHBIX PEaKIuil).

HesxenarenbHble peakUUH, BBIABICHHBIC IPH IMPOBEACHHH HCCIEJOBAHHH IO
0€3011aCHOCTH.

Bri0op kaTeropum 4acToThl BOZHHMKHOBEHHUS, KOTOpas OyJeT MpHUCBOEHA KaxKI0u
HEXXEJIATeIbHOW peaKI[Mh, OCHOBBIBAETCS Ha TOYEYHOM OLEHKEe OOIllell 4YacToThl
BO3HUKHOBEHHMS, PACCUMTAHHON MO PE3yJbTaTaM HCCIEAOBAHUS, CINIAHUPOBAHHOIO TaKUM
o0pa3om, 4TOOBI OT/AENIbHBbIE HEXKeNaTelbHbIE SBICHHS, BO3ZHUKAIOUIME y MAallMEHTOB B
3aIaHHBIA TIeprOo ] HAOIIONCHNS, MOTIU OBITH BBISABJICHBI U COOTHECEHBI C MPUMEHECHHEM
JIEKapCTBEHHOTO Ipernapara. B 3ToM cilyyae JOMyCKAaeTCs pacCUMTaThb TOYEUHYIO OLIEHKY
oOwIel YaCcTOThl BO3HUKHOBEHUS C MCIIOJIb30BAHUEM CTAHAAPTHBIX CTATUCTUYECKUX METOOB.
Ecnu ucxonnas unopmaius BbIpakeHa B BHJIE€ TUIOTHOCTU YaCTOThI BOSHUKHOBEHHS (TO
€CTh KOJIMYECTBO CITyYaeB HEXKEATEIbHBIX PEAKIIMA OTHECEHO K €IMHULIEC "YeJIOBEK — BpEMS"
(Hampumep, BBIpAXKEHO Kak "marueHTo-net", "manueHTo-a1ei")), To Juisi BeIioopa KaTeropuu
YacTOThl BO3HUKHOBEHHUSI HEXENATEeIbHON peakiMi He0OX0AMMO IPOBECTH MTpeoOpa3oBaHue
ATOM IJIOTHOCTH YAacTOThl B YacCTOTY BO3HUKHOBEHHUS, HMCIIOJb3yS COOTBETCTBYIOIIYIO
nponopuuto. /s onpeneneHust KATErOpUU 4acTOThl BOSBHUKHOBEHUS CIIENYET UCIIOIb30BaTh
OTHOIICHHE YHWCJa CIy4aeB HEXeNaTeIbHOW peakuuu K Hanbosee penpe3eHTaTUBHOMY
NEepHOly BO3JICUCTBUS JIEKApCTBEHHOTO Mpenapata (Hanpumep, 1 Henens, 3 mecsia, 1 ron).
Ecnam Bpen, CBA3aHHBIM C NMPUMEHEHUEM JIEKAPCTBEHHOTO Ipernapara, yBEIUYUBAETCS CO



BPEMEHEM U ONPENICIUTh YaCTOTY BOZHUKHOBEHUS HEKENIATEIIbHOW PEaKIUK 10 OTHOIICHUIO
K pENpPEe3eHTATUBHOMY MEPUOAY NPUMEHEHUS HEBO3MOKHO, TAKYIO HEKEJIATEIbHYIO PEAKIUIO
U XapakTep €€ BOSHUKHOBEHUS (€CIIM OHU KIIMHUYECKH 3HAYUMBI) CJIETyeT TOPOOHO OMUCATh
B pazjesie ¢ ONMCAHUEM OT/ICJIbHBIX HEXKEIATEIbHBIX PEAKIIHIA.

Kareropus 4acToTbl BOSHUKHOBEHUS, PUCBANBacMas KaxJ0il HexXeIaTeIbHON peaKiluuy,
HE JOJKHA OCHOBBIBAaTHCA HA pPa3HUIE C KOHTpojeMm. Eciau gaHHbIe TOJYy4YE€HBl W3
WCCJIEIOBAHUSl C y4YaCTUEM TPYIIbl, HE MOJABEPrIICHCS BO3JICUCTBUIO JIEKAPCTBEHHOTO
npemnapara, a pa3HuIla B YacTOTE€ BO3HHUKHOBEHHUS, OTHECEHHAass K MPUMEHEHHIO
JIEKapCTBEHHOTO Mpernapara, MEHbIIE UCXOTHON WU (D)OHOBOM YACTOTHI BOZHUKHOBEHHUS, TIPU
ATOM HE)KellaTelbHAs PEaKIIus SBISAETCS BAXHOM, TOMyCKaeTcs yKa3aTh (POHOBYIO 4aCTOTY
BO3HUKHOBEHUS (HAIpUMeED, B pa3zieiie ¢ OMUCAHUEM OT/ACIIbHBIX HEXKeIaTeIbHbBIX PEaKIIUi).

HesxemarenbHbIe peakiuu 10 pe3yJIbTaTaM CITOHTAHHBIX COOOIICHHI.

Uwuciao CrioHTaHHBIX COOOIIEHUM yKa3bIBaTh HE CJIEAYET, TOCKOJIbKY ATH JaHHBIE MOTYT
OBICTpO ycTapeBaTh. YacTOTy BO3ZHMKHOBEHHUSI, OCHOBAHHYIO Ha KOJIMYECTBE COOOIICHUI,
U3BJICYCHHBIX M3 CHCTEMBI cOOpa CIOHTAHHBIX COOOIICHHH, I ONpeeICHUsS KaTeropuu
YacTOThl BO3HMKHOBEHHSI HUCHOJB30BaTh HE cieayeT. Ecau ¢ MOMOIIbI0 CHOHTAHHBIX
COOOIIEHUI BBHISBIICHA HEOXHUJAHHAs HEXeJaTeJIbHas peakius, B IEIAX OMNpeeiacHus
KaTeropyuy 4acTOThl BOBHUKHOBEHUSI HEOOXOAMMO MPOAHATU3UPOBATh KAXKI0€ HaJIJICHKAITUM
o0pa3oM CIUIaHUPOBAHHOE MCCIIEIOBAHKE, B KOTOPOM MOTJa ObITh BHISIBIICHA JaHHAS PEAKITUS
. Ecnin HexenarenbHas peakiys B KIMHUYECKUX MCCIEIOBAHUSIX HUKOTAA HE BO3HUKAIA,
TOT/Ia BEPXHsISA TpaHUIa 95-MPOIEHTHOTO WHTEpBaia He mpeBbimaeT 3/X, rae X — oommid
pa3Mep BBIOOPKM BO BCEX 3HAYUMBIX KIWHUYECKHX HMCCICIOBaHUAX (HAIpUMEp, C
JUTUTEIBHBIM MIEPUOOM MOCIEAYIONIET0 HAOIIOACHUS, TOCTATOYHBIM JJisl OOHAPYKEHUS ITOU
HeXeNaTenbHol peakiun). Hanpumep, eciu onpejeneHnas HexxenatenbHas peakius y 3 600
CyOBEKTOB HCCJIEAOBAHMS, IMOJBEPTIINXCS BO3JIEUCTBUIO JICKAPCTBEHHOTO IMpernapara B
KJIMHUYECKUX WCCIEOBAHUAX, HE BBISBISLIACH, TO BEPXHSA TIpaHULa 95-TPOIEHTHOrO
JIOBEPUTEIBLHOTO0 UHTEpBaIA sl TouedHoM oreHku 1/1 200, 4T0 COOTBETCTBYET KaTeropuu "
penko" — mpu TPUHATHH XYIAIIEro 3HAYEHUsS TOYedHOW omeHku. OCHOBaHUSA BBIOOpA
KaTerOpUM YacTOThl TAKOW pPEaKIMU MNPUBOASATCS B paszjielie C OMMCAHUEM OTJIEJIbHBIX
HEXKEIATEIbHBIX PEAKIUN.

4.9. Ilepeno3npoBka

72. B nannom paznene OXJIII HeoOXoauMO onmucaTh OCTPbIE CUMITOMBI U MIPU3HAKU
IIEPEO3UPOBKHU, a TAKXKE IMOTEHIHAIbHBIE IOCIEACTBHUS INPHUMEHEHUs Pa3JIMYHBIX 103
JIEKapCTBEHHOIO TIpernapaTa Ha OCHOBE UMEIOIIMXCS CBeICHUH (BKJIIOYAs CIyYalHBIN TpueM
JIEKapCTBEHHOI'0 MperapaTta, IpUeM Ipernapara 1o OmHOKe M MPHEM JIEKapCTBEHHOTO
npenapara B CyMIUAATbHBIX LENX).

73. HeoOXoauMo ¢ y4eTOM BCEX 3HAYMMBbIX MEp MOMOIIH OMUCATh TAKTUKY YCTPAHECHHUS
CUMIITOMOB TMEPEIO3UPOBKH y 4YEJIOBEKa, HANpUMEp, MOHUTOPUHI WJIM TPUMEHEHUE



crennu(pUUeCcKuX aroHUCTOB (AHTarOHUCTOB), AHTHUJOTOB W METOJOB, IOBBIIIAIOIINX
AIIMMUHAIIMIO JIEKAPCTBEHHOIO Mpenapara (Hanpumep, nuanus). [[puBoauTs peKOMEHIaluu
10 JI03UPOBAHUIO JIPYTHX JIEKAPCTBEHHBIX MPENapaToB (HApUMeEp, aHTUJIOTOB) HE CIIEIIYET,
MOCKOJIBKY MOTYT BO3HUKaTh mpoTuBopeuns ¢ OXJIII 3tux nekapCTBEHHBIX IMpenaparos.
Heobxoammo omnurcath MpeBEeHTHBHBIE MEPHI, OCHOBAHHBIC HAa T€HETUYECKUX (DakTopax (eciu
IPUMEHHMO).

JlonionHuTENBHBIE CBEEHHA 00 OCOOBIX TPYNINAaX MallHEHTOB.

[IpuBoasiTcs cBeneHUst 00 0COOBIX TPYIIAax MalMEeHTOB (HAIPUMED, MOKHUIIbIE, MAIlUCHTHI
C MOYEYHON HEJIO0CTATOYHOCTHIO, MAIIMEHTHI ¢ IEYEHOYHOW HEI0CTATOYHOCTHIO, TTAIIMEHTHI C
MPOYNUMU COMYTCTBYIOMUMHU 3a007I€BAHUSMU U JP.).

Jlern.

Ecnu nMeroTcst ocoOble ykazaHusi B OTHOIIIEHUHN €T, MX HEOOXOAMMO TPEICTABUTH B
JAHHOM pasJieie.

Heob6xonumo oTAeNnbHO yKa3aTh T€ JO3UPOBKH JEKAPCTBEHHOI'O Ipemnapara, NpHem
KOTOPBIX JE€TbMHU TOJBKO B OJTHOW €JWHHUIIE TO3UPOBAHMS MOXKET MPHUBECTH K JIETAIIBHOM
UCXOTy.

5. ®apMakKoJIOTHYECKUE CBOMCTBA

74. B paszpenax 5.1 — 5.3 OXJIII yka3siBatoTCAd CBEACHUSA, 3HAUMMBIE JJII Bpaua,
HA3HAYAOIIETO JIEKAPCTBEHHBIN MpernapaT, U APyTUuX MEAUIIMHCKUX PaOOTHUKOB, TPUHUMAS
BO BHUMAaHHE YTBEPKACHHBIE TOKA3aHUS K IPUMEHEHUIO U MIOTEHIMAJIbHBIE HEXKEATEIbHbIC
peakiun. CBeACHUS TOHKHBI OBITh KPATKUMHU M TOYHBIMH.

DT pa3zenbl MoJJIekKaT PerysipHOoMy OOHOBJIECHHIO MO MEpe MOSBICHHUS HOBBIX
CBEJIEHHH, 0COOCHHO B OTHOIIICHHUU JIETEH.

5.1. ®apmakoqHaAMUIECKHE CBOKCTBA

75. HeoOxoiMMO yKa3ath:

a) kon ATX. Ecnu 5-ypoBHeBbili ko ATX moka He HNPUCBOEH, YKa3bIBaeTCA
MaKCHMAaJIbHO BO3MOHOE KOJIMYECTBO YPOBHEH kojaa kinaccudukanmoHHon cuctembl ATX,
UCXOMs W3 OCHOBHBIX oOOJacTeld MPUMEHEHUS JIEKAapCTBEHHOTO TIpemapara,
(hapMakoI0ru4ecKoi v (M) XUMUYECKON TPYMIIbI JEHCTBYIOLIETO BEIECTBA;

0) papmMakoTepaneBTUYECKYIO TPYIIITY C UCIOIB30BAaHUEM TEPANEBTUUECKONU MOATPYIIIHI (
2-i1 ypoBenb ATX-knaccudukamuu BO3) Bmecte ¢ 3-m (dapmakosgornyeckas moArpyrna)
win 4-M (xumuueckas noarpynmna) yposHem ATX-knaccudukanuu BO3;

B) MEXaHHU3M JEUCTBUS (€CJIM U3BECTEH);

r) papmakonuHamMuueckue 3PQPeKTol;

1) KITHHAYECKYIO0 2P (EKTHBHOCTh U 0€30MaCHOCTb.

HeoOxoquMo mnpencTaBUTh OTpaHUYEHHBIE CBEICHUS, 3HAUYUMBbIE JIs Bpaya,
Ha3HAYaIOLIEro JIEKAPCTBEHHBIM mpenapar (HampuUMeEp, OCHOBHBIE PE3YyJbTaThl (
CTaTUCTUYECKHU JOCTOBEPHBIE U KIIMHUYECKH 3HAYMMBIE) TI0 3apaHee BHIOPAHHBIM KOHEUHBIM



TOYKaM WJIM KIMHUYECKUM MCXO0JaM B OCHOBHBIX MCCIIEIOBAHUAX), C YKa3aHUEM OCHOBHBIX
XapaKTEPUCTUK Tpynnbl manueHToB. [1og00HbIEe NaHHBIE O KIMHUYECKUX HCCIEIOBAHMIX
JOJKHBI OBITh KPAaTKUMH, YETKMMH, 3HAUUMbBIMU U B3BEIICHHBIMU U JIOJKHBI 00001ATh
pe3yNbTaThl OCHOBHBIX HCCJI€0BaHUN, OOOCHOBBIBAIOIIMX IMOKAa3aHHE K MPUMEHEHHIO.
Bennunny 3 QpexkToB OMUCHIBAIOT C MOMOIIBIO aOCOMIOTHBIX 3HAYEHHH (OTHOCHUTEIbHBIC
PUCKHU UM OTHOIIEHHE IIaHCOB 0€3 a0COJIIOTHBIX 3HAYEHUH HE CIEYET MPEACTABIISTH);

e) sl OmoaHaaoruyHoro (OMonogoOHOro0) JEeKapCTBEHHOro mnpemnapara: "[Topropoe
HauMeHoBaHHE ] ABIgeTcs bnoaHaaorom (6Hono o06HbIM 1ipernapaTtom)”. B UCKITIOUATETBHBIX
ClIyyasix MpU MPEICTaBICHUHN KIMHUYECKU 3HAYUMBIX CBEJCHUW MO pe3yibTaTaM aHaIn3a
HOJArPYII WJIX PETPOCHEKTUBHOTO aHalM3a BedudrHa 3()(PEKTOB yKa3bpIBaeTCsl Ha OCHOBE
cOAJIaHCUPOBAHHOTO MOAX0/a, YTOOBI OTPA3UTh OTPAHUYEHHYIO JJOCTOBEPHOCTH PE3YJIHTATOB
KaK MOJOXHUTEIbHBIX, TAK U OTPULIATEIbHBIX BTOPUYHBIX HAOTIOACHUN.

76. HomyckaeTcs MpencTaBiICHHE 3HAYUMBIX (PapMaKOT€HETUUYECKUX CBEICHUH,
MOJIYYEHHBIX 110 pe3yJbTaTaM KIMHUYECKUX uccaeaoBaHuil. OHU TOMKHBI BKIIOYATh B ce0s
BCE JaHHBIC, CBHUJCTEILCTBYIONIUE O PA3JIMYMUSAX B COOTHOUIEHUHM '"MOJb3a — PUCK" B
3aBUCUMOCTH OT ONPEJEICHHOr0 FT€eHOTHNA WK (DEHOTHUIA.

Jlern.

dapmakoAHHAMHYECKHE CBOHCTBA Y JCTEH.

HeoOxonuMo mpencTaBuTh pe3ysbTaThl BceX (hapMaKOIUHAMUYECKUX (KIMHUYECKH
3HAYMMBIX) UCCIEJOBAHUNA M HUCCieA0BaHUN 3()PEKTUBHOCTH, MPOBEACHHBIX C Y4aCTHEM
NETEN.

[To mepe mosiBIIeHUs HOBBIX CBEACHHM MH(pOpMaIIUs MOJUICKUT OOHOBIICHUIO. Pe3ynbrarsl
MIPEACTABIIAIOT MO BO3pAacTaM MJIM 3HAYUMBIM MOJArPyIIIaM.

[Ipn OJHOBPEMEHHOM HAJIMYMM JAAHHBIX U OTCYTCTBUU YTBEPKICHHBIX ITOKA3aHUU K
MPUMEHEHHIO y JEeTel MX BCerja HeoOXOauMO MpEACTaBIATh CO CChUIKaMH Ha pasznen 4.2
OXIJIIT u, ecnu Tpedyetcs, Ha pazaen 4.3 OXJIIL.

[Ipu npencraBieHn pe3ysIbTATOB MCCIIEIOBAaHUM 0c000€ BHUMAHUE CIEAYET YACNSTh
BKJIFOYEHHUIO 3HAYMMBIX JaHHBIX MO 0€30MacHOCTH. Pe3ynbTaThl MOMCKOBBIX MCCIIEIOBAHMIM
JOJDKHBL COJIEPKaTh OCHOBHBIE KOHEUYHBIE TOYKH C OCHOBHBIMU XapaKTepUCTUKaMU
MCCJIEI0BAHHON MOMYJISILMU U UCCIIEI0BAaHHBIMU J03aMHU.

Ecnu noctynHbl cBelleHUs U PE3yIbTaThl MOATBEPKIAIOIINX UCCIEIOBAHUN, OHU JIOJKHBI
3aMEHUTh CBEACHUS M PE3yJbTaThl MOUCKOBBIX HccienoBaHuil. Heobxoaumo npeacTaBuTh
L[€JIU, TIPOJOJIKUTEIBHOCTD, U3YYEHHBIE 03Bl (2 TaK)KE€ MCIOJIb30BAHHBIN COCTaB, €CIU OH
OTJIMYAETCS OT HaXOJALIErocsi B 000pOTE), OCHOBHBIE XapaKTEPUCTUKHU HCCIEI0BAHHOM
MONYJISAUUA NAalMEHTOB (BKJIIOYAas BO3pAacT M YHCIO MAUMEHTOB), & TAaK)KE€ OCHOBHBIE
XapaKTEPUCTUKHU 3apaHee BHIOPAHHBIX KOHEUHBIX TOUYEK HE3aBUCUMO OT MX MOJIOKHUTEIbHON
WJIM OTPULATEIbHOM HANPaBIEHHOCTH. Eciiv TaHHbBIE MPEICTABISIOTCS COMHUTEIBHBIMU, 3TO
YKa3bIBAETCS TOTIOIHUTEIHHO.



H606XOI[I/IMO TAKXKC IIPCACTAaBUTL LCJIb, OCHOBHBLIC PC3YJIbTAThI U BBIBOJBI KaKI0I'O
KIIMHUYCCKOT'O UCCIICAOBaHUA 0Ee30ITaCHOCTH.

5.2. ®apMakOKMHETHIECKUE CBOMCTBa

77. B nannom paznene OXJIII npuBoautcs onucanue GapMakOKMHETUUECKUX CBONCTB
JNEUCTBYIOIIETO BEIIECTBA, 3HAYMMBIX JUISI PEKOMEHIYEMOM J103bl 3apETrUCTPUPOBAHHOU
JIO3UPOBKU W JieKapcTBEHHOW (opmbl. Ecnu Takue NaHHBIE OTCYTCTBYIOT, B KayecCTBE
aJbTEpPHATUBHOIO BapHaHTA JOMYCKAETCS NPEACTaBUTh PE3YyJbTaThl, IOJYYECHHBIE B
OTHOIICHUU JPYTUX MyTEeH BBEJCHUS, JICKAPCTBEHHBIX (DOPM UITH J03.

HeoOxonumo mpencTaBuTh CpeiHUE 3HAYEHUS OCHOBHBIX (DapMaKOKMHETHUYECKHUX
napaMeTpoB M WX BapuabelbHOCTHh (Hampumep, OMOJOCTYMHOCTH, KIMPEHCA W TMepHuoja
MOJIYBBIBEJICHU ).

78. ®apMaKOKMHETUYECKUE aCTIEKThI, MOJIeKAIIME ONMMCAHUIO B TAHHOM paszjiene (eciu
OHM 3HAYKMMBbI), BKJIFOUAIOT B c€0s CIEAYIOIINE ONTUCAHUS:

a) oOllee BBEIEHUE, CBEACHUS O TOM, SIBJISIETCS JIM JIEKAPCTBEHHBIA MpenapaT
IIPOJIEKAPCTBOM MJIM €CTh JIM Y HEr0 aKTUBHBIE META0OIUTHI, XUPATbHOCTh, PACTBOPUMOCT,
CBEJICHUS O TOMYJIALNH, Y KOTOPOU MOJIydeHbl OCHOBHbIE (hapMAaKOKMHETUYECKHUE JTAHHbIC U
Ap.

0) obmue papMaKOKUHETUUYECKUE XAPAKTEPUCTUKH JEUCTBYIOIIETO BEIIECTBA MOCIIE
MIPUMEHEHUS JIEKAPCTBEHHOTO IpernapaTa ¢ COCTaBOM, 3asiBJICHHBIM Ha PETUCTPALUIO:

abcop6mua. [TomHoTa abcopOLIMKU, aOCONMOTHAS U (MJIH) OTHOCUTENIbHAST OMOIOCTYITHOCTb,

3 dekT "IepBHUYHOrO MPOXOXKACHUA", BpeMs IOCTIKCHUS MaKCHMAaJIbHOHW IIJIa3MEHHOM

KOHIOCHTpAUN (Tmax)’ BJIMAHUC ITHIOHU, a@ TAKIKC B OTHOHICHUHU JICKAPCTBCHHOTI'O IIPCIIapaTa

JUIsL MECTHOTO MPUMEHEHUs — CHCTEMHasi OMOJIOCTYNHOCTh, BOBJIEUYEHHE TPAHCHOPTHBIX
O6enkoB. Ilpu HanuuuM MAaHHBIX HEOOXOAMMO OTPa3UTh MecTO abcopOumu B
KEITYIOYHO-KUIIEYHOM TpakTe (MOCKOJbKY 3TO HMEeT 3HauyeHHWEe MpH BBEACHUU
JIEKapCTBEHHOTO Tpernapara 4epe3 30H/ ISl SHTEPATbHOTO MUTAHU);
pacopenenerne. CBsA3b ¢ OenKamMu IUIa3Mbl, KaXyLIUMHACS 00bEM paclpeaeseHus Ha

KWJIOTpaMM Macchl Teja (HampuMmep, JI/KT), KOHIIEHTpallus B TKaHAX W (WJIM) IjIa3Mme,
CBEJICHUSI O MHOTOKaMEpPHOM pacHpeJelieHHH, BOBJICUYCHHH TPAHCHOPTHBIX OEIKOB,
IPOHUKHOBEHHUE Yepe3 reMarodHIedaInyeckuii bapbep, MPOHUKHOBEHUE Yepe3 IUIALICHTY U B
MOJIOKO;

6uotpanchopMamua. CterneHb MeTab0IM3Ma, META0O0IHUThI, AKTUBHOCTh METa0OIUTOB U
UX BKJIaJI B 3(PPEKTUBHOCTh U TOKCHUYHOCTbH, (DEPMEHTHI, YUYACTBYIOLIME B METAOOIU3ME,
Oprasbl, B KOTOPBIX IMPOUCXOJIUT META0O0IU3M, pe3yIbTaThl UCCIEIOBAaHUN B3aUMOIEHCTBUSA
in vitro, KOTOpbIe CBUICTEIHCTBYIOT O CIIOCOOHOCTH COCAMHEHUS WHAYIHPOBATH (
MHTUOMPOBATh) META00INYECKHE (PEPMEHTHI;



squMuHANUA. [lepuonbl MONyBBIBEACHUS, OONUM KIMPEHC, MEX- U (HJIH)
BHYTPUUHJIUBUJlyallbHas BapuaOEIbHOCTh OOILIETr0 KIMpPEHCAa, MYyTH BbIBEJCHUS
HEM3MEHEHHOTO BEIIECTBA U METAaOOIMTOB, BKJIIOYAsi OTHOCUTEILHBIN BKJIAJ MEUYEHOYHOU U
MOYEYHOM PJTMMUHAIIMY, BOBJICUEHUE TPAHCIIOPTHBIX OEJIKOB;

JUHEHHOCTh (HEIUHEHHOCTh) (apMaKOKWHETHUKH JIEHCTBYIONIETO BEIIECTBA II0
OTHOUIEHUIO K J103€ U (WiK) BpemeHu. Ecnu hapmakokrHeTHKa HETUMHEHA IO OTHOIIICHUIO K
703€ U (UJI1) BpEMEHHU, HEOOXOAUMO OTPa3uTh NPUUYHUHBI HETMHEHHOCTH;

B) hapMaKkOKMHETHYECKasI-PpapMaKoIMHAMUYECKasi 3aBUCUMOCTb:

3aBUCUMOCTb MEXAY 10301 (KOHIEHTpalKel, papMaKOKUHETUYECKUMU TapaMeTpaMu) U
s dexTom (MCTUHHAS KOHEYHAs! TOYKA, BAIMIUPOBAHHAS CypporaTHas KOHEYHAs] TOYKa WU
HeXeNaTelbHas peakius);

T') ONKMCAHUE UCCIEAOBAHHON MOMYJISIIUY;

1) OTIMCAaHKUE OTAENbHBIX TPYNI CyObEKTOB MM MAlMEHTOB B pazjene "Ocolble IpyIIbl
nanueHToB". MI3MeHYMBOCTh B 3aBUCUMOCTHU OT TakuX (PaKTOpoOB, Kak BO3pacT, Macca Tela,
noji, KypeHue, MnoaumMopdu3M TEHOB, Koaupylomue QepMeHTs MeTabonu3mMa u
COMYTCTBYIOIIME MATOJOTMYECKUE COCTOSIHUS (MOY€YHash HEJOCTAaTOYHOCTh, NMEYEHOUYHAs
HEJIOCTAaTOYHOCTh (BKJItOUas CTENeHb HapylieHus)). Ecnu BnusHue Ha (PapMakOKMHETHKY
paccMaTpUBaeTCsl KaK KIMHUYECKHM 3HAYMMOE, €ro HeOoOXOJWMO OXapaKTepU30BaTh
KOJIMYECTBEHHO cO cchutkaMmu Ha pazaen 4.2 OXJIII (ecnu mpuMeHnMO).

Jlern.

Heo6xoauMo 0600uuTh pe3yiabTarhl (papMaKOKMHETHYECKUX HCCIECIOBAHUMN B
Pa3JIMUHBIX BO3PACTHBIX Tpymmax nere. HeoOxoaumo ykaszaTh 103bl, NMPUBOJSIIHE K
AKCIIO3MIIMH JIEKAPCTBEHHOTO MpEernapaTa, CX0KeEN ¢ IKCIO3ULHUEN Y B3POCIBIX (€CIH 3HAUMMO
). HeoOxoauMo yka3ath JeKapCTBEHHYIO (DOpMY, HCTIONB30BAHHYIO B (DapMaKOKHHETHYECKUX
MCCIEeIOBAHMSIX € yuacTheM aereid. Heooxoanmo yka3aTh Ha HEONPEIEIEHHOCTh UMEIOITUXCS
JTAHHBIX B CJIy4yae, €CJIU OMNbIT IPUMEHEHUS Mpernaparta y AeTeil HeA0CTaTOUYEH.

5.3. JlaHHEIe OKJIMHNIECKOH 0€30IacHOCTH

79. HeoOxoammMo MpeACTaBUTh BCE PE3YIIbTAThI JOKIUHUYECKUX UCIBITAHUN, KOTOPHIC
MOTYT OBITh 3HAYUMBI ISl Bpaua, HA3HAYAIOIIEro IMpernapaTr Mpu YCTAHOBICHUHU MPOPUIs
0€30MacHOCTU JIEKAPCTBEHHOTO TMpenapara, NpU NOPUMEHEHUU MO YTBEPKICHHBIM
MOKa3aHUSIM K TPUMEHEHUIO, KOTOpbIE He ObUIH BKJIIOYEHBI B pyrue pazaenst OXJIII.

Ecnu pe3ynbTaThl JOKIMHUYECKUX UCCIICIOBAHUN HE JAIOT JOMOJHUTEIBHBIX CBEICHUN
Bpady, Ha3HAYaIOIIeMy JIEKApCTBEHHBIN MpernaparT, Takue pe3yabTaThl (KaK MOJI0KUTEIbHBIE,
TaK ¥ OTPHUIIATENIbHBIC) TyOJIUPOBAThH HE TpeOyeTcs.

80. HeoOx01MMO KpaTKO OMUCaTh Pe3yabTaThl TOKIUHUYECKUX UCTIBITAHUHN C YKA3aHHEM
KOJTMYECTBEHHBIX XapPaKTEPUCTUK B COOTBETCTBHUH CO CIIEIYIOIIUMH MPUMEPAMHU:

a) B JOKJIMHUYECKUX JAaHHBIX, MOJYYEHHBIX MO pe3yJibTaTaM CTaHJaPTHBIX UCCIIEI0BaHUN
(dhapMakoiornyeckoi 0e30MacHOCTH, TOKCUYHOCTHU MPU TOBTOPHOM (MHOTOKPATHOM)



BBEJICHUHM, TEHOTOKCHYHOCTHU, KAHIEPOTEHHOrO0 TMOTEHIMalla U PENpOAYKTUBHON U
OHTOTCHETHUYECKOW TOKCHYHOCTH, OCOOBIN BpE/I JIJIsl YeJIOBEKA HE BBISBIICH;

0) B TOKJIMHUYECKUX UCCIEOBAHUAX HAOTIOAATHCH A (PEKTHI TOJBKO TP BO3ICHCTBHH
JIEKapCTBEHHOTO MperapaTta B JI03aX, CYHIECTBEHHO MPEBOCXOANIUX MaKCUMAJIbHYIO, YTO
SBJISICTCS] KITMHUYECKN HE3HAYNMBIM;

B) MMEIOTCS HEXelaTeJIbHbIE pEakIuu, He OOHApyXCHHbIE B KIMHUYCCKUX
WCCJICIOBAHMSIX, HO BBISIBJICHHBIC Y )KHBOTHBIX IPU BO3/ICHCTBHUH JIEKAPCTBEHHOTO Mpemnapara
B J103aX, CXOXKHUX C J03aMH, TPUMEHEHHBIMU B KIIMHHYECKUX HCCIEIOBAHUAX, YTO MOXKET
UMETh KIIMHUYECKYIO0 3HAUUMOCTb.

81. CnenyeT mpu HEOOXOAMMOCTH MPEACTABUTHh 3HAYUMBIE JJISI IETEH pe3yJbTaThl
JTOKJIMHUYECKUX HCCICAOBAaHUN, BKIIOYAS PE3YJIbTAThl HCCICIOBAHHMM, MPOBEIACHHBIX Y
MOJIOJBIX JKMUBOTHBIX W TEPHU- WM TOCTHATAIBHBIX WCCIEJOBAHWUN C aHAIM30M HX
KJIMHIUYECKON 3HAYMMOCTH, IO/ OTICIHHBIM T10/13aTOJIOBKOM.

82. OueHka pUCKOB I OKpyXxaromieH cpeasl. Cieayer npeacTaBUuTh BbIBOJABI OLIEHKH
PHCKOB JICKAPCTBEHHOI'O IIperiaparta IS OKpY’XaromleH cpelbl (€ClH 3TO 3Ha4YHMO), CO
CChLIKOH Ha paznen 6.6 OXJIII.

6. ®apManeBTHIECKHE CBOMCTBA
6.1. IlepedeHp BCIOMOTaTENbHEIX BEMIECTB

83. IIpuBoaUTCS TIEpEeUYEHb BCEX BCIOMOTATENIbHBIX BEHIECTB (KAUYECTBEHHBIM COCTaB),
JlaKe eCJIM OHU COJIEPKaTCs B JIGKAPCTBEHHOM IpenapaTe B He3HAUUTEIbHBIX KOJIHYeCcTBax (
Hanpumep, depHmia). bomee moapoOHBIE CBeAEHHUS O BCIOMOTATEIBHBIX BEIIECTBAX,
U3BECTHBIX CBOUM JIEMCTBUEM, MOMJIEKAIINUX YKAa3aHUIO, TPUBEICHBI B MpuiioxkeHnu Ne 1 k
HacTosiuM TpeboBaHusiM. HeoOXoaumo yka3aTb BCE HHIPEIUEHTHI TPaHCIAESPMAJIbHBIX
MJIACThIpEN (BKJIIOYAs aJre3MBHYI0 OCHOBY, BBHICBOOOXKIAIOIIYIO TOMJIOKKY U HAPYKHYIO
IJICHKY).

He tpebyercs Brmouats B OXJIII akTuBHYIO (PapmaneBTHUECKYIO CYOCTaHIUIO,
OCTAaTOYHbIE MPUMECHU BEILECTB, UCIIOJIB30BAHHBIX B MPOU3BOJICTBE TOTOBOIO JIEKAPCTBEHHOTO
npenapara (HampuMmep, pacCTBOPHUTEINH, a3 B CBOOOJHOM HaJ MPENapaToM MPOCTPAHCTBE U
AHTUOMOTHKH, UCIIOJIb30BaHHBIC B MPOU3BOJICTBE BAaKIIMH), JTyOPUKAHTHI MPEIBAPUTEIHHO
3aMOJIHEHHBIX IIIMPHUIIEB U KOMIIOHEHTHI 000JI0YEK KArCyJ MOPOIIKOB sl UHTAISIIUNA, HE
npeAHa3HAYECHHBIX ISl IPUEMa BHYTPb.

84. OnpeneneHHble OCTaTOYHbIE TPUMECH (HAMpHUMEpP, TPUMECH aHTUOMOTHKOB HIIH
MPOYNX MPOTUBOMHUKPOOHBIX areHTOB, HCMOJb30BAHHBIX B TMPOIECCE IMPOU3BOJICTBA),
M3BECTHBIE CBOMM aJUIEPr€HHBIM MOTEHLUUAIOM U CIIOCOOHBIE BBI3BIBATH HEXKEIATEIbHBIC
peakiuu, cieayer yka3arthb B pazzene 4.3 win 4.4 OXJIIT cooTBETCTBEHHO.

85. Jlyist BcrioMoraTeIbHBIX BEIIECTB HEOOX0IMMO yKa3biBaTh pekomeHayemoe BO3 MHH
, IPH €ro OTCYTCTBHUM — OOIIEHNPHUHATOE (TPyNIHUPOBOYHOE) HAMMEHOBAHHUE C YUYETOM



COJIEBBIX, A(DHUPHBIX, THUAPATHBIX M HHBIX (POPM, MPU OTCYTCTBUH OOMICHPUHATOTO (
IpyNIIMPOBOYHOI0) HAMMEHOBAHUS — XUMHUYECKOE HauMeHoBaHue 1o HomeHkiarype [UPAC,
a MpU OTCYTCTBUU MOCJEIHEr0 MPUBOAAT JaHHbIE 00 UCTOYHUKAX M CIOCO0ax MOITydYeHHs,
HaJU4YUU BCEX BBEJEHHBIX 100aBOK M Jp. (Ipu HEOOXOJUMOCTH C COOTBETCTBYIOLIUM
MOJIPOOHBIM OTMIHCAHUEM).

86. He momyckaercs MCMHONb30BaTh MaTeHTOBAaHHbIE HaMMeHOBaHus. He pomyckaetcs
YKa3bIBaTh CChUIKHM Ha (papMakomneiiHoe kauecTBO. KOMIOHEHTHI CMECH BCIOMOTaTEIbHbIX
BEIIECTB HEOOXOAMMO yKa3bIBaTh MO OTAEIbHOCTU. ECiM TOUHBIN cocTaB BKyCOBOM J00aBKU
WJIM apOMaTU3aTopa 3asiBUTENI0 HEM3BECTEH WIIM OH JIOCTATOYHO CJIOXKHBIN, €ro T0MyCKaeTcs
yKa3aTh B BUJIe 0000IIEHHOT0 HAaMMEHOBaHUs (HarmpuMep, "arnebCHHOBasi BKYCOBast 100aBKa
", "uuTpycoBas oTaymka"). Ecium B cocTaB BKYCOBOW J100aBKM BXOJST KOMIIOHEHTHI,
M3BECTHBIE CBOUM JCHCTBHEM MU 3PPEKTOM, 3TH KOMIOHEHTHI HEOOXOIMMO MEPEUUCTUTH B
COCTaBE CMECH BCIIOMOTATEJIbHBIX BEIIECTB.

87. Ilocne MHIpeIueHTOB, KOTOPbIE MOTYT 100aBIAThCA g Koppekuuu pH, B ckoOkax
cienayeT ykasbiBaTh (st koppekiuu pH)".

88. ToproBbie HAaMMEHOBaHUS WU 0000IIEHHbBIE HAUMEHOBaHUS (Hanpumep, "yepHuia')
HE CJIeIyeT UCIOJIB30BaTh BMECTO OOIECPUHITOIO HAMMEHOBAHUS UHTPEIMEHTa WIH CMECH
MHTPEIUEHTOB, HO JOIYCKAETCsl UCIOIb30BaTh BMECTE C HAUMEHOBAHUSIMU WHTPEIUEHTOB,
€CJIM TOYHO U3BECTHO, KAKUE MHIPEIUEHTHI OMMCHIBAIOTCS C IOMOILBIO 3TOIO HANMEHOBAHMS.

89. Xumuuecku MOAUGMUIIMPOBAHHBIE BCIIOMOTATEJIbHBIE BEIIECTBa HEOOXOIUMO
ONHCHIBATh TaK, YTOOBI HE JOMYCTUTHh MyTaHHUIBI C HEMOAU(PUIIMPOBAHHBIMU aHATOTaMHU (
HaIrpuMep, "MpeKeTaTHHU3UPOBAHHBIA Kpaxmai').

Ecnau nekapcTBEHHBIM mpenapar B LENAX KOHTPOJA JABUKEHHS, OTCICKUBAHUSA H
ayTeHTU(PUKALNUU COACPKUT CKPBITYIO METKY, B IE€peUeHb BCIIOMOIAaTEJIbHBIX BEIIECTB
HE00XOAMMO BKJIIOUUTH OOI1Iee ykazanue "(aktop ayreHTH(UKauuu', a He HAaMMEHOBAHUE
BCIIOMOTaTeJIbHOTO BEIIECTBA, €CJIM TOJBKO OHO HE HM3BECTHO CBOMM JECHCTBUEM HIIU
aPexTom.

Kaxxmoe BcmoMorarenbHOE BEIIECTBO HEOOXOIMMO YKa3bIBaTh OTACIBHOU CTPOKOM.
BcnomorarenbHble BeleCTBa MEPEUUCISIOTCS B COOTBETCTBUM C PA3UYHBIMU YaCTSIMU
npenapara, Harpumep, "a1po — 000104ka" TabneTky, "cogepkuMoe — 000sI0UKa" Karcyibl U
np. BenomoraTenpHble BelllecTBa MpenapaToB, HaXOAAImUXcs O0ojee yeMm B 1 mepBUYHOMN (
BHYTPEHHEH) YIAaKOBKE WM COJEpKAllMX B JIByXKaMEpPHBIX MEPBUYHBIX (BHYTPEHHUX)
yIaKoBKax, cleAyeT yKa3bIBaTh U3 pacueTa Ha IMepBUYHYIO (BHYTPEHHIOK) YIIaKOBKY MJIU Ha
Kamepy.

AG6peBHaTyphl BCIOMOTATEIbHBIX BELIECTB MEPEUHUCIATh HE ciaeayeT. OaHako u3
COOOpaXeHUN HSKOHOMHUHM MecTa abOpeBHATyphl BCIOMOTaTEIbHBIX BEHIECTB MOTYT

YKa3bIBATbCA B MAPKHUPOBKC IIPHU YCIIOBUH TOI'O, YTO OHU paCHII/I(l)pOBaHBI B IAHHOM pas3aciic
OXJIII.



6.2. HecoBMecTHMOCTBD

90. Heob6xoaumo TpeACTaBUTh CBEACHUS O (U3UUYECKON HIIM XHUMHUUYECKOU
HECOBMECTUMOCTH JIEKAPCTBEHHOTI'O Mpenapara ¢ IPyruMu JE€KapCTBEHHBIMU MIpenapaTaMu, C
KOTOPBIMHU €CTh BEPOSTHOCTh CMEIIMBAHUS WM OJJHOBPEMEHHOI'O BBEACHUS. DTO OCOOEHHO
BaXXHO /ISl JIGKAPCTBEHHOTO TIpenapara, MOJJIeKallero BOCCTAHOBJICHUIO U (WJIH)
pa3BeICHUIO TIepe]l MapeHTepaIbHBIM BBeZleHuEM. HeoO0X01MMOo nepevyrciiuTh CyIIeCTBEHHBIE
MOCIE/ICTBUST B3aUMOJICHCTBUSL (HampuMep, copOlMsl JEKApCTBEHHOrO IMpenapara Wiu
KOMIIOHEHTOB IPENapaToB B LINPHULIAX, IEPBUYHBIX YIIAKOBKAX MapeHTEPAIbHBIX MPEMapaToB
00JbIINX 00BEMOB, 30H1aX, BCTPOEHHBIX (UIIbTpaxX, HAOOpax Jisl BBEAECHUS U Ap.).

91. Yka3aHusi 0 COBMECTUMOCTH Ipernapara ¢ APyruMu JICKapCTBEHHBIMU IIpenapaTaMu
WY W3JCIUSIMU B JAHHOM pa3/iesie He MPUBOIATCSA, UX BKIIOYAIOT B pazaen 6.6 OXJIIL.
VYkazaHusi OTHOCHTEIBHO (apMaKOJIOTUYECKOW W XUMHYECKOW ((HU3uIecKoil)
HECOBMECTUMOCTHU C muleu npuBoaarcs B pazzaene 4.5 OXJIIL. Eciu takue ykazaHusi HE
PUMEHUMBI, faeTcs popmynupoBka: "He npumMeHumo".

92. B oTHOIIIEHUU OTIPEEICHHBIX JEKAPCTBEHHBIX (hOpM (HampuMep, NapeHTEePaTbHBIX)
CJIeyeT yKa3aTh OJHY U3 CIAEAYIOIUX (GOPMYIUPOBOK:

"B CBA3H ¢ OTCYTCTBHEM HCCJIEJOBAHHH COBMECTHMOCTH JAHHBIH JIEKAPCTBCHHBIH
npenapar He cjeyeT CMEIIUBaTh C APYTHMH JIEKapCTBEHHBIMH Tpernapatamu’’;

"JlaHHBIH JIeKapCTBEHHDIH Mpenapar He cJeAyeT CMEIIUBAaTh C APYTHMH JIEKapCTBEHHBIMHU
npenaparamu, 3a HCKJIFOYeHHEM YITOMAHYThIX B pa3zjaenaax 6.6 u 11 OXJIIT".

6.3. Cpox rogHOCTH (CpPOK XpaHEHH)

93. Cpok rogHoCTH (CPOK XpaHEHHs) HEOOXOAMMO YKa3blBaTh JJISl JIEKAPCTBEHHOTO
npenapara BO BTOPUYHOM (OTPEOUTENBCKOI) YIIAKOBKE, a TAKKE, 3TO UMEET 3HAYEHHUE MTOCIIE
pa3BeIeHUs], BOCCTAHOBJIEHUS, WIH ITOCJIE IIEPBOIO BCKPBITHSI.

Cpok roaHOCTH (CPOK XpaHEHUs) HEOOXOJAMMO yKa3aTh YETKO C UCIOJb30BaHUEM
HaJUIeKaled eMHUIBI BPEMEHHU.

TpeOoBaHus K yKa3aHUIO CPOKA TOJHOCTH (CPOKA XPaHEHHMs) TOTOBBIX K MPUMEHEHHUIO
CTEPHWJIbHBIX JIEKAPCTBEHHBIX MPENapaToB (MOCIe NEPBOr0 BCKPBITHS HIIM BOCCTAHOBJIEHUS)
OpPUBOJATCS B MpuiokeHUn Ne 7 k HacTosimuM TpeOoBaHusiM. Eciau mpu mpoBeneHuu
ucclieioBaHuid 1Mo ¢apMarieBTUUYECKO pa3paboTKe BbHISBICHA HEOOXOJMMOCTh YKa3aHHS
CpOKa TOJIHOCTH (CpOKa XpaHEHHWs) IPYTHX JEKapCTBEHHBIX IPENapaToB, T'OTOBBIX K
MIPUMEHEHUIO, CPOK TOAHOCTHU (CPOK XpaHEHUs) YKa3bIBAET U JIs1 HUX.

94. Ecnu tpeOyeTrcsi MPUTOTOBJIICHUE PA3JIMYHBIX KOHIIEHTpAUUM (Hampumep, s
MPUMEHEHHUs y JieTel), HEOOXOIUMO YKa3aTh Ha (PU3UKO-XUMHUYECKYIO CTAOMIBHOCTH IS
BCETO JMamna3oHa KoHIeHTpanuii (Hampumep: "CTabHIBHOCTH MOATBEPKICHA I

KOHIICHTPAI[HH B THANIA30HE X — Y MI/MJI B T€4eHHe t yacoB (nHeH) npu temneparype 25 °C u
2-8°C").



95. Ecnu nekapCTBEHHBIN Mpenapar NoKas3aH JJis IPUMEHEHUS JETSAM, HO OTCYTCTBYIOT
MOAXOJSIIME E€TCKOMY BO3pacTy JeKapcTBeHHas (Gopma M (WJIM) JO3UPOBKA, MPU 3TOM
JONTyCKAaeTCsd MPUTOTOBJIEHUE Mpenapara e€X tempore U3 HMMEIOMIErocsl JeKapCTBEHHOTO
npenapara, COOTBETCTBYIOLIUE (PU3UKO-XMMUYECKUE JIaHHBIE 110 XPAHEHUIO U CTAOMIIBHOCTH
HE0OXOMMO TIPUBECTH B JAHHOM pasJielie CO CChUTKaMu Ha pazaeinsl 6.4 u 6.6 OXJIIL.

96. Ecnu 51 MEIUIIMHCKUX PaOOTHUKOB WJIM MAIMEHTOB TpeOyeTcsl yKazaHue 0COObIX
BPEMEHHBIX YCIOBUM XpaHEHUs, HAIIPUMED, B LIEJISIX aMOyIaTOPHOTO MpUMEHEHUSI (HapuMep
, CPOK TOJHOCTH (CpOK XpaHeHus1) cocTaBisieT 24 Mecsiua rpu 2 — 8 °C, u3 KOTopbIX 3 Mecsiua
JOMyCKaeTCs XpaHUTh Npu Temmnepatype He Boime 25 °C), HeoOXoauMo naaTh
COOTBETCTBYIOIIHE JOTOJHUTEIbHBIE peKOMeHaauu. [1lo1o0HbIe cBeeHNs BCeTa TOJKHBI
OCHOBBIBATHCS Ha JIaHHBIX MO cTabuinbHOCTH. HeoOxoaumo yka3zaTb pEeKOMEHIYEMbIil
TeMIEpaTypHbId AHANa30H U MAKCUMAJIbHYIO MPOAOJIKUTEIBHOCTh BPEMEHHOTO XPaHEHHUS.
[TogoGHBIE peKOMEHIAlUK TAK)KE BKIIOYAIOT B ce0sl CBEACHUS O Mepax, MPUMEHIEMBIX MOCIIEe
XpaHEHHs JIEKAPCTBEHHOTO IMpernapara BO BPEMEHHBIX YCIOBUSX XpaHEHHs (HAIpUMeED,
HEMEJICHHAs YTUJIN3allns).

97. He cnenyeTr mpeAcTaBisITh TaKWE yKa3aHWs, Kak: "OTU JTAHHBIC HE SIBJISIOTCS
PEKOMEHAAIUSMHU 10 XPAaHEHHUIO".

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

HE pa3JIMYaroTCs, YKa3blBaTh 3T YNAKOBKU He clienyeT. [I[puBoaUTh yCIIOBUSI XpaHEHUS HE
ClelyeT, 32 HUCKIOUYEHHWEM YCIOBUM XPAHEHHS IIOCJIE€ BCKPBITHS B COOTBETCTBUM C
npuioxkenueM Ne 7 k HacTosiiuM TpeOoBanusM. He ciienyer npeactaBisiTh TaKUE yKa3aHUs,
Kak: "He mpuMeHsITh 110 UICTEYEHUH CPOKA TOJTHOCTH (CpOKa XpaHeHus )" .

99. Eciin BMecTe C JIEKAPCTBEHHBIM NPENapaToM IMOCTABIACTCS IOMOJHUTEIbHAS
MPOAYKIHS (B TOM YHCJIE€ YCTPOWMCTBA, KOMILIEKTYIOIIHNE CPEACTBA), HEOOXOAMMO yKa3aTh
CPOK TOJTHOCTH TOTOBOM K TPUMEHEHHIO YKa3aHHOW MPOAYKIUHU (€CIU TPUMEHUMO).

6.4. Oco6rie MepBI MPeAOCTOPOKHOCTH IPH XpaHEHUH

100. ITpu ykazanuu Mep Npea0CTOPOKHOCTH IIPU XPAHCHUU CIIETYET UCIIOJIb30BaTh OJIHY
WM HECKOJBKO CTaHIAPTHHIX (Ppa3, MPHUBEAECHHBIX B MPUIOKEHUU Ne 6 K HACTOSIINM
TpeOOBaHMSIM, KOTOpblE HEOOXOIMMO JIOMOJHUTh TMOSCHEHHUEM OTHOCHTEIbHO
YyBCTBUTEJIBHOCTHU MTpeNapara K CBETy U (WJIM) BJare.

101. B oTHOIIEHUH XpaHEHUS BCKPBITHIX, PA3BEACHHBIX WJIM BOCCTAHOBJIEHHBIX
CTEPUJIBHBIX JIEKAPCTBEHHBIX MPENApATOB CIEAYET CAENaTh CChUIKY Ha paszen 6.3 OXJIIIL.

102. OcoOble Mepbl TPEJOCTOPOKHOCTU TpHU XpaHeHuH, ykazaHuoie B OXIJIII,
MapkupoBke U JIB, 10mKHBI ObITH COOCTABUMBIMH.

103. B OXJIII mpeaynpexaeHue 0 HEOOXOJAMMOCTH XPaHEHHS JICKAPCTBEHHOTO
npenapara B HEJOCTYITHOM JJIsl IETEN MECTE HE YKa3bIBACTCH.



6.5. XapakTep u cofiepkaHue YIaKOBKH <H CIENUAIbHOEe 000pYAOBaHUE IS HCIIOIB30BAHHS,
BBEJCHHS WA HMIUIAHTAIAH>

104. Heob6xonumo yka3zaThb NEPBUYHYIO (BHYTPEHHIOI) YMAaKOBKY, HCIOJb3Ys
cranaapTHeliil TepMun @apmakonen Coroza, MaTepual, U3 KOTOPOro U3TOTOBJICHA EPBUYHAS
(BHyTpeHHssI) ymakoBKa (Hampumep, "ctekigHHble (uakonbl”", "[IBX — amomuHueBbie
onuctephl”, "OYTHUIKA U3 MOJUATUIICHA BBHICOKOM IMJIOTHOCTH'"), @ TaK)Ke MEPEUUCIUTh BCE
MpoYre KOMIIOHEHTHl YMAaKOBKH IpenapaTta (Hampumep, Uria, nmoMa3ok, MepHas JI0XKKa,
paclbUIMTENb U3ACIUN U1 UHTAALUUN, ocymnTeab). HeoO0XoMMo MosSICHUTh TpagyupoBKY
Ha MEPHBIX M3JEIUAX, a TaK)Ke ONHUCaTh MEPBUYHYIO YIAKOBKY JIFOOOTO pacTBOPUTENS,
IIOCTABJIIEMOTO BMECTE C JIEKAPCTBEHHBIM ImpenapaTtoM. M30bITOUHYIO JeTanu3anuio (
Hampumep, IBET NpOOKH, CBOWCTBA TepMmoJsiaka) YKa3blBaTh He TpeOyercs. Ilpu
WCIIOJIb30BAaHUU PAa3JEIUTENBHOIO LBETA JJIsl PA3IM4YECHUs] (POPM BBIITYCKA MAapEHTEPATbHBIX
npernapaTtoB 00 ’TOM HEOOXOUMO yKa3aTh B JaHHOM pasJielie.

105. Cnenyer yka3atb, 001aa€T JIM YKYNOPKA MEPBUYHON YITAaKOBKU (DYHKIIMEH 3alIUThI
OT BCKPBITHA JE€TBMHU.
[Tpumepsl HOpMYTUPOBOK, YKa3bIBAEMBIX B JAHHOM pa3Jieie:

"CycnieHzuss o66eMoM [00BbeM] MJT B NPEABAPHUTEIBHO 3aIlOJHEHHOM IImpHiie (
CTEeKJIAHHOM) C YIUIOTHHTEJIEM (XJ0pOYTHIKAYYyK) ¢ HIJIOH HJIH 0€3 Hee B YNaKoBKE 110 5
win 10 mmpuieB”;

"BYTBLIKH U3 HOJHATHICHA BBICOKOH IMJIOTHOCTH C YKYIMOPKOH ¢ (DyHKIHEH 3aI[UTBI OT
BCKPBITHA JJ€TBMH U CHIIMKAreJieM B KadecTBe ocymutend. B ymakoBkax mo 30, 60 mim 90
TabJIeTOK, MOKPBITHIX IMJICHOYHOH 00071049KO0H ",

106. HeoOxoamuMo mepeunciuTh BCE pa3Mephbl YIAaKOBOK C YKa3aHUEM YHWcClia €IUHUII,
yucna 103 (Hampumep, 1Jis MHOTOJI030BBIX BAaKI[MH, UHTAJISTOPOB U Jp.), 0OIIEH Macchl WK
oO0bemMa MepBUYHON (BHYTpPEHHEH) YMAaKOBKM C YyKa3aHUEM €€ BMECTUMOCTH (Ipu
HEOOXOJAMMOCTH), a TaKXK€ YUCIO MEPBUYHBIX (BHYTPEHHHX) YHNAKOBOK BO BTOPUYHOM (
NOTPEOUTENHCKOW) KApTOHHOW YymakoBke. Eciu MpUMEHUMO, HEOOXOJAMMO MPUBECTU
cTaHJapTHOE ykazaHue: "He Bce pa3Mepsl yTakOBOK MOTYT OBITh HOCTYITHBI JJIs peain3anuu’
, 4TOOBI MPEayNpPeaUTh MEIUIMHCKUX PaOOTHUKOB O TOM, YTO HE BCE NEPEUYUCICHHBIC
pa3Mephl YIIaKOBOK MOTYT OBITh IOCTYIIHBI JJI1 Ha3HAYEHUSI UJIM OTITYCKa.

107. YmakoBkH, nMpeHa3HaUYCHHBIC UCKIIFOUUTEILHO JIJIs TUCTPUOBIOTOPCKUX IIeJIeH, He
SABIISIIOTCA HOBOM YMAaKOBKOW ISl peajv3aldy JIEKapCTBEHHOrO Mpernapara, MO3TOMY
BKJIIOYATh UX B JIAHHBIN pa3iell He TpeOyeTcs.

6.6. Ocobbre MepHI MPEIOCTOPOKHOCTH NPH YTIWIM3AIHH UCIIOIB30BAHHOI'O JICKAPCTBEHHOT'O
mpenapaTa Wi 0TXO/I0B, TOJy9YEHHBIX IOCIIe IIPUMEHEHHS JIEKapCTBEHHOTO Ipenapara, i Jpyrue
MAaHHITYJIAIEH C IpenapaToM



108. Heobxonumo mpencTaBUTh WHCTPYKIIMU 1O YTUIMU3ALMHM TMpernapaTta (eciu
MIPUMEHUMO).

109. Ecnu umerotcst ocoObie MEPHI MIPEOCTOPOKHOCTH MPU pabOTe WIM YTUIU3AIUU
JIEKapCTBEHHBIX MpPEenapaToB (IUTOTOKCUYECKUE MM HEKOTOPbIE OMOJIOTUYECKHE TPEnapaThl
WJIM UX OTXOJbI), €CIIU JIEKapCTBEHHBIE MpEnapaThl COAEPKAT )KUBbIE OPraHU3MBbI, B TAHHBIN
pazzien HeoOX0IMMO BKIIFOUUTh MHPOPMALIHUIO 00 ATUX OpraHu3Max, a Takxke (€Ciau 3HaYuMO)
MH(QOpMAIMIO MO YTWJIM3AUUHM MPEAMETOB, BCTYMNABIIMX B KOHTAaKT C JIEKAPCTBEHHBIM
npernapaToM (Hampumep, NEeICHKU WU JOXKKH, MCIOJIb3yeMble JJIsi BBEACHMS BaKIMH AJis
npuema BHyTph). HeoOxo1uMo npeAcTaBuTh CChUIKY Ha 3aKIIOYEHHUE MO OLICHKE PUCKOB JJIs
OKpY>Karolen cpefibl, npuBeaeHHoi B pazaene 5.3 OXJIII, (ecnu npuMeHUMO).

110. Ecnin nmpumeHuMo (HampuMmep, B OTHOIIEHUH ITUTOTOKCUYECKHUX JIEKApCTBEHHBIX
npenapaTtoB), B JaHHBIM pa3fen HEOoOXOJWMO BKJIIOYUTH CIEAYIONIYIO CTaHIAapTHYIO
dbopmynupoBky: "Bech ocTaBmIMiics Je€KapCTBEHHBINM mpenapar M OTXOAbl CIEAYEeT
YHUYTOXUTh (yTUIU3UPOBATh) B COOTBETCTBHUM C TPEOOBAHUSIMHU 3aKOHOJATEIbCTBA
rocyaapcTB — WwieHOB EBpa3uiickoro 3KOHOMUYECKOTo coro3a.".

111. Ilpu orcyTcTBUM OCOOBIX YKa3aHUW MO MPUMEHEHUIO WM MHCTPYKIUHU MO padboTe
sl paOOTHMKA anTeKu W JPYyTHMX MEAUIUHCKUX pPaOOTHUKOB CIEAYEeT IPHUBECTH
CTaHAapTHYI0 GopMyIupoBKy: "Ocobbie TpeOOBAHMS OTCYTCTBYIOT.".

112. IlpuBoasTcs Bce peKOMEHAAINH, HEOOXOAUMBIE I MPAaBUIBHOTO MPUTOTOBICHUS
OTpEJIETICHHBIX MpenapaToB (HapuUMep, MUTOTOKCUYECKHUE JIEKAPCTBEHHbIE Mpenaparsl U
HEKOTOpbIE OMOJIOTHYECKHE JIEKAPCTBEHHBIE MpernapaThl) U (MIIK) AJIS 3aIUThI JIUII, BKIIOYast
poauTeNed W YXaXKHUBAIOIIMX JIWI, 3aHUMAIOUIMXCS MPUTOTOBJIECHUEM TMpernapaTta WU
paboTaroUX C HUM.

113. B paznen 4.2 OXJII HeoO6X0aUMO BKJIIOYUTh MHCTPYKIMU IS Bpaya, IpyTrUx
MEIUIUHCKUX PAaOOTHUKOB M MALIMEHTOB M0 padOTe C MpernapaToM, a TAKKe 00IINE CBEICHUS
0 BBEJECHUM mpenapara (Ipy BBEACHUU NAUUMEHTAMHM WM MEAULUHCKUMU paOOTHUKAMMU).
Ecnu TpeOyroTcss MHCTPYKIIMU 1O NPUMEHEHHIO (paboTe) C Ielbl0 MPUTOTOBJICHUS
JEKapCTBEHHOr0 Ipernapara Iepel BBEICHHEM (HAmpuMep, NpU HEOOXOAUMOCTH €ro
CYCIIEHIUPOBAHUS WU Pa3BEJICHUs), ITH CBEACHUS HEOOX0IUMO MPEACTaBUTh B pazjene 4.2.
Jlis obecnevyenus yuiiero nonuManus paszgen 4.2 OXJII moxeT conepkaTh NEPEKPECTHYIO
CCBUIKY Ha COOTBETCTBYIOIIyI0 HH(popMmanuio B gaHHoOM pasznene OXIJII, nmanpumep, "
NHCTpyKIIMU 1O PacTBOPEHUIO JIEKAPCTBEHHOI'O Ipernapara Hepea MPUMEHEHUEM CM. B
pazzaene 6.6.".

114. B nanHoM paszeiie NpuBOASTCS TOJBKO CBEACHHUS, HEOOXOMMbIE pAOOTHUKY alTEKH
U JPYyTUM MEIUIMHCKUM pabOTHUKAM [UIsl MPUTOTOBJICHUS MpernapaTa Mepe] BBEICHUEM
HaIUEHTY.
CBeneHrst 0 IPUTOTOBJIEHUHU JIEKAPCTBEHHOrO Ipemnapara (HalmpuMmep, CyCHEH3UU
MOPOIIKA /I UHBEKIMI WU MPUTOTOBJICHUHN Pa3BEACHUS) CIEAyeT BKIIOYUTH B JTAHHBIN
paznen OXJIII HezaBUCHMO OT TOro, KTO TOTOBUT Mpenapar (Hanpumep, pabOTHUK aNTeKH,



Bpad, [pyrue MEAUIMHCKUE PAOOTHUKH, MMAIIMEHT, POJIUTEIN I yXaKuBarolue iuna). Ecin
JIEKapCTBEHHBIN Mpenapar MOAJISKUT BOCCTAHOBIICHUIO, HEOOXOAMMO OMUCATh €r0 BHEITHUM
BHJI TIOCJIE BOCCTAHOBJICHHS.

115. B nanHOM pa3zjene NpuBOASITCSA YKa3aHUsI OTHOCUTEIBHO COBMECTUMOCTH Tpenapara
C IPYTUMH JIEKaPCTBEHHBIMHU IpernapaTaMy U U3ICIIUSAMHU [P HAJMYAHA B PETUCTPALIMOHHOM
JOChE JIEKAPCTBEHHOT'O IIpenapaTa COOTBETCTBYIOIIMX JTaHHbIX.

116. B MCKIIOUHTENBHBIX CIIy4asX, €CIW JICKAPCTBCHHBIA Npenapar NMOKas3aH s
MPUMEHEHHUs y JIeTeld U HEBO3MOXKHO pa3paboTaTh JEKApCTBEHHYIO (popMy, MOAXOISAILYIO
JeTM (4TO TMOATBEPKIACHO COOTBETCTBYIOIIMMHU HAYYHBIMU OOOCHOBAHUSMH), CBEJACHUS O
MPUTOTOBJICHUU TMpernapara €X tempore cleayeT NPUBECTH IMOJ M[MO0A3arojioBkom "
Ilpumenenue y naerer" co ccbuikoi Ha paszaen 4.2 OXJIIl. Heobxoaumo mpencTaBUTh
MOoAPOOHBIE MHCTPYKIIMU TIO MPUTOTOBJICHUIO JEKAPCTBEHHOTO Tpemapara ex tempore u3
noaxoAse "B3pociaon" WM Jpyrod JieKapcTBEHHOW (OpMBI Il JETel crapiieit
BO3pPAaCTHOM TPYMNIIbI, a TAKXKE JIOMOJHUTEIbHBIE CBEACHHS O Mpemnaparax €x tempore s
NPUMEHEHHUS] Y MAJEHbKUX NI€T€Hl W, €ClIi NPUMEHHMO, MaKCHUMaJlbHOE BpEMs XpaHECHUS
TaKuX MpernapaToB, B TE€YEHHUE KOTOPOTO OHU COOTBETCTBYIOT CBOMM crenuduxanusm. [Tpu
HEO0OXOMMOCTH, YKA3bIBAIOTCS TPeOyeMblil YITaKOBOYHBIA MaTepHall U yCIOBUS XpaHEHUSI.

117. CBenenus o pucKax BCJIEICTBHE BO3JCUCTBUA JICKAPCTBEHHOrO Mpemnapara Ha
paboueM MecTe HEOOXOIMMO MPUBOIUTH B IAHHOM pa3zielie CO CChUIKOW Ha paszaen 4.4 uiu
4.8 OXJIII, ecnu B 3TUX pa3Aeiiax UMEKOTCS COOTBETCTBYIOIINE CBEACHUS.

7. JdepkaTeib pETHCTPAIMOHHOIO Y AOCTOBEPEHHAS

118. B nanHOM pa3zaene yKa3blBalOTCS HAUMEHOBAHUE U MOCTOSIHHBIN aJpec Win aapec
MECTa BEJACHUS JACATEIBHOCTH JEPKATEIS PETUCTPAIUOHHOTO YAOCTOBEPEHUS. Y Ka3bIBAKOTCS
Homep TenedoHa, (akca uiam aapec AESKTPOHHON MOYTHI (HO HE caiTa B cetn MHTepHeT niun
AJIEKTPOHHOM MOYTHI, CBSI3BIBAIOIICHCS C YKa3aHHBIM CAUTOM).

7.1. IlpencTaBUTENs JepiKaTeld perHCTPalHOHHOTO YAOCTOBEPEHHS JIEKApCTBEHHOTO Ipenapara
Ha Tepprropru Coro3a

119. HeobxoaumMo ykazaTh HaMMEHOBaHUE W ropuandeckuii (paxTmueckuii) aapec,
TeneoH W aJpec ANEKTPOHHOW MOYTHI MPEACTABUTENS JAEpKaTels PEerHCTPallMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara (HO He caiiTa B ceTu IHTEpHET WM 3JIEKTPOHHOU
MOYTHI, CBS3BIBAIOMICHCS C yKa3aHHBIM cailTom). BO3MOXXHO JOMOMHUTH yKa3zaHueM, "
[Iperen3uu norpeduTeneit ciaeayeT HaAIpaBsATh MO aapecy [ykasbiBaeTcs aapec], TenedoH [

yKkasbiBaeTcs tenedon].".

8. HoMep (HOMepa) perucTpamHOHHOTO YAOCTOBEPEHH JIEKaPCTBEHHOTO IIpenapara



120. Pazgen 3anonHsAeTCS YMOJHOMOYEHHBIM OPTraHOM TrOCyJapcTBa-uyjieHa WU
Jep>KaTeaeM PErUCTPALMOHHOTO YJOCTOBEPEHUsl JIEKApPCTBEHHOIO IMpernapara IMocie
perucTpanuu JEKapCTBEHHOrO Ipernapara B COOTBETCTBUM C [IpaBmiamu perucrpauuvii u
AKCTIEPTHU3HI.

9. Kareropus oTmycka J€KapCTBEHHOT'O IIpenapara

121. Yka3pIBaeTcst NpUHAIIEKHOCTD JIEKAPCTBEHHOTO MIpenapaTa K OJJHOM U3 CIEAYIOIINX
KaTerOpui OTIyCKa:

a) MO peLenTy;

0) Oe3 pelenTa;

B) U1 JIe4€OHO-TIPODUTAKTUUECKUX YUPEKICHHM.

122. Yka3bIBatOTCS yCIOBUS WK OIPAHUYEHUS, KACAIOIINECS TOCTABKU U UCTIOIb30BAHUS
JIEKapCTBEHHOT0 Mpenapara (Mpu Haauyuu). B ciaydae eciu jdekapCTBEHHbBIN IpenapaT ObLl
3apETUCTPUPOBAH C YCTAHOBJIEHUEM IOCTPETMCTPALIMOHHBIX MEp, ATOT JIEKAPCTBEHHBIN
Mpernapar MOXET NPUMEHSTHCS B OMNPEAECICHHBIX CIy4dasgX M TOJBKO MOJ CTPOrUM
MEIUIMHCKUM HaOJt0IeHHEM (B YCIOBUSX JIeueOHO-NPODUIAKTUUECKUX YUPEKICHUM), a B
OTHOILIEHUHU paanodapManeBTUYECKUX MpenapaToB — MOJA HaOJII0JEHUEM HMEIOIIETro
COOTBETCTBYIOILIEE Pa3pEIICHHE JIULIA.

123. Jlng BakUMH UMMYHOTJIOOYJIHMHOB, CHIBOPOTOK, aHATOKCMHOB M aJlJIEPTe€HOB
JOTIOJHUTENBHO YKa3bIBAETCS, YTO JIEKAPCTBEHHBIN Mpenapar NpeJIHa3HaueH sl OTIIyCKa B
YCIIOBUSAX MEIUIIMHCKON OpraHU3alliy C yKa3aHUEM ee BUA.

10. Josumerpus (ecimu IpAMEHHMO)

124. B oTHomeHuu paanodapMaleBTHUECKUX IpPENapaToB B JaHHOM pasfele
HEOOXOJIMMO YKa3aTh IOJHbIE JAaHHbIE O BHYTPEHHEH paJuallMOHHOW ao3uMerpuu. B
OTHOIIEHUHM BCEX OCTAJIbHBIX JIEKAPCTBEHHBIX IMpPENapaToB JAaHHBIM pas3gesl HeoOXOIUMO
UCKIIOYNTh. llpm 3TOM HyMepanus MNOCHEAYIOIIUX pPa3JelOoB OCYIIECTBISAETCS
MocJieIoBaTeNbHO (€3 yuera JaHHOTO pa3niena).

11. Yka3aHHA 10 IPHTOTOBJICHHIO paguodapManeBTHISCKUX IPENapaToB (3amOIHACTC MPH
HE00XOXUMOCTH)

125. B orHomeHnun paamodapMaieBTUYECKUX MPenapaToB COCTABISIOTCS
JONOJHUTEIbHBIE TOAPOOHBIE UHCTPYKIMU MO MPUTOTOBICHUIO €X tempore U KOHTPOJIIO
KauyecTBa MPUTOTOBICHHOTO IpernapaTra ¢ yKa3aHHeM MpU HEOOXOJUMOCTH MaKCHUMaJIbHOTO
BPEMEHH XPAaHEHUs, B TEUEHHE KOTOPOro JII0OOKH MPOMEKYTOUHBIA mpenapar (Hampumep,
AII0AT WJIM TOTOBBIM K TPUMEHEHHIO paaumodapMaieBTUYECKuil mpenapar) Oyaer
COOTBETCTBOBATH CBOUM CIIELIM(PUKALIASIM.



126. HeobxoaumMo Takke MPEACTABUTH CHEIMAIbHbIE WHCTPYKIHUH IO yTHIH3AINH
MIEPBUYHBIX YITAKOBOK M OCTABIIETOCS Mpernapara.

127. B oTHOIIEHUHN BCEX OCTAJIBHBIX JICKAPCTBEHHBIX MpPENapaToOB JaHHBIN pa3ieln
HE0OX0AMMO UCKIIOUHTh. [Ipy 3TOM HyMepalus MocCienyolux pa3aesioB OCYIEeCTBISETCS
nocyieaoBaTeabHO (0€3 yuera JaHHOTO pa3ziena).

12. YcraHOBIECHHE IOCTPETHCTPAMOHHEIX MEP

128. Eciv ynmoJIHOMOYEHHBIE OpPraHbl NOCYJapCTB-YJICHOB IPHUHAIN PELICHHUE O
HEOOXOJUMOCTH YCTAaHOBJIEHUS TIOCTPErMCTPALIMOHHBIX Mep, HE0OXOIUMO YyKa3aTh
cienyromue GopMyJIUPOBKU:

a) Ui JIEKApCTBEHHBIX IPENapaToB, 3apETHCTPUPOBAHHBIX C YCTAHOBJIECHHEM
JOTOJHUTENbHBIX TpeOoBaHuM: "J[aHHBIN JIeKapCTBEHHBIN Mpenapar 3aperucTPUpPOBAH C
YCTAHOBJIEHUEM JOMNOJHUTEIBHBIX TPEOOBAaHUN, U MO 3TOMY JIEKAPCTBEHHOMY Mpenapary
OKHJIaeTCs MPEJICTABIICHUE TOMOJHUTENbHBIX JaHHBIX B TeueHue | roga. {HanmeHoBanue
YIOJIHOMOYEHHOI0 OpraHa rocyJapcTBa — wieHa EBpa3uilckoro sKOHOMHUYECKOI'O COr03a}
OyZneT MNpOBOAWTH HSKCHEPTHU3Y HOBBIX CBEACHUM O IMpemapare, a JgaHHas oOIas
XapaKTepUCTHKA JIEKApCTBEHHOTO Mpenapara OyAeT OOHOBIIATHCS MO Mepe HEOOXOIMMOCTH.";

0) AJs TeKapCTBEHHBIX MPENapaToB, 3apErUCTPUPOBAHHBIX 110 IPOLEAYPE PETUCTPALIUU B
UCKJIIOYUTEIBHBIX ciaydasx: "JlaHHBIN JeKapCTBEHHBIA NIpenapaT 3aperucTpUpOBaH IO
nporeaype "perucTpaluri B UCKIIOUUTENBHBIX CIydasx'" B CBS3U C [peaAKUM 3a00JI€BaHUEM,
HAYYHBIMU COOOPAKEHUSIMU, STUUECKHUMH COOOPAKEHUAMH |, BCE HEOOXOJUMBbIE CBEACHUS 00
3TOM JIEKapCTBEHHOM IIpemnapare IMOJy4YuTb HEBO3MOXHO. [HaummeHoBanue
YIOJIHOMOYEHHOTO OpraHa rocyJapcrsa — wieHa EBpa3suiicKOro 3KOHOMHUYECKOTO COH03a|
OyJeT IPOBOJUTH €XKErOAHO SKCIEPTU3Y HOBBIX CBEACHMI, a JaHHAas 00IIasi XapaKTePUCTUKA
JIEKapCTBEHHOTO Tpenapara 0y1eT 0OHOBIATHCA 110 MEPE HEOOXOAUMOCTH. ";

B) JUISl JIEKQpPCTBEHHBIX IpenapaToB, 3apETMCTPUPOBAHHBIX MO MPOLIEAYPE YCIOBHOM
peructpanuu: "JlaHHBIA JIEKapCTBEHHBIN IMpemnapaT 3aperucTpupoBaH Mo mpoueaype "
YCIOBHOM peructpauuu”, M 1O 3TOMY JEKapCTBEHHOMY IMpemnapary OXXHUIaeTcs
NIPEACTABJICHNUE JONOJHUTEIbHBIX JaHHbIX. [HamMeHOBaHME yIOJTHOMOYEHHOIO OpraHa
rocyzapcTsa — wieHa EBpa3uiickoro 3KOHOMHUYECKOTO cO03a] OyJeT MPOBOJUThH €XKETOTHO
AKCIIEPTU3Y HOBBIX CBEIEHUM O IMpenapare, a JaaHHas oO0mas XapaKTepHUCTUKa
JIEKapCTBEHHOTO Tpenapara 0y1eT 0OHOBIATHCA [0 MEPE HEOOXOIUMOCTH. ",

2. llpunoxenune Ne 1 Kk ykazaHHbIM TpeOOBaHUSAM U3JIOKHUTH B CIIEAYIOUIEH peJaKIINN:

"ITpunoxenne Ne 1
K TpeOOBaHMSIM K HHCTPYKILIUH
10 METUIUHCKOMY
MIPUMEHECHHUIO JIEKAPCTBEHHOTO
npenapara u oomei
XapaKTepUCTHUKE
JIEKapCTBEHHOT'O Mpemnapara ajs
MEIUIIMHCKOTO TPUMEHEHHS



(B penakuuu Pemenust Coera
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 21 despamns 2025 r. Ne 18)

BcnomorarensHble BenmecTBa,

yKa3bIBa€MbIe B HHCTPYKIIUH 110 MEAUIIMHCKOMY IIPAMEHEHHIO JIEKAPCTBEHHOT'O Ipenapara (
JIMCTKe-BKJIAIBINIE) U 00Ie# XapakTepUCTHKE JIEKapCTBEHHOTO IIpenapaTa I Me IUIUHCKOTO
npuMereHna 1. O6mme mosroxKeHus

HacTosmuii mepedyeHs BKIOYACT B ceOs BCIIOMOTraTelIbHBIC BEIIECTBA, CBEJICHHS O
KOTOPBIX HEOOXOIUMBI J1Jis 0e30macHOro U 3(HEKTUBHOTO MPUMEHEHUS, U 0COOBIC YKa3aHUs
0 HAJIMYHUK KOTOPHIX HEOOXOMMO BKJIIOUYATh B MHCTPYKIIMIO 110 METUIIMHCKOMY MTPUMEHEHUIO
(TMCTOK-BKIJIQIBII) (J1ajee — JIMCTOK-BKIIQIBIII) U OOIIYI0 XapaKTePUCTUKY JICKAPCTBEHHOTO
npenapara st Meauiuackoro npuMenenus (manee — OXIJIIT). Takke B IMpUIoXEHUU
MPUBOJATCS TPEAYNPEaUTEIbHbIC (OPMYIUPOBKH O MPUCYTCTBUH OIPEICIICHHBIX
BCIIOMOTATEJIbHBIX BEIIECTB B JICKAPCTBEHHBIX Ipenaparax CBEPX YCTAHOBIEHHOI'O MOpora
COJIEpKaHU.

JIncrok-Bxknaneim cocraBisgercsa B cooTBeTcTBuU ¢ OXJIII. B c¢BsA3HM ¢ »TUM B 000uX
JOKyMEHTaX HEOOXOUMO YKa3bIBaTh COTJIACOBAHHBIC CBEICHMSI 000 BCEX BCIIOMOTATEILHBIX
BEIIECTBAX, YKA3aHHBIX B HACTOSAIIEM IEPEYHE.

II. Cdhepa mprumenerns

Hacrosiee npuinoxeHue npeIHa3HavyeHo I YIOJIHOMOYEHHBIX OPTaHOB (3KCIEPTHBIX
OpraHu3alnii) rocyaapcTB — 4JeHOB EBpa3zuiickoro 3KOHOMHUYECKOTO CO103a, 3asiBUTENICH U
JepkKaTesiell perucTpaluOHHBIX yIAOCTOBepeHUW. CBeleHUs, YKa3aHHbIE B HACTOAIIEM
MepeyHe, He MPUMEHSIOTCS K BCIIOMOTATENIbHBIM BEIECTBAM, HCIOJb3yEMbIM B KaueCTBE
JIEVCTBYIOIIUX BEIIECTB.

II. Onpenenenns v IpAMEpPHI

[TousiTue "BcrmomorarenbHbIE BElIECTBA" MPUMEHSETCS B 3HAYEHUH, ONPENICTICHHOM
[IpaBunamMu Haasiexkamed NMpPOU3BOJCTBEHHON MpakTUku EBpa3suiickoro 3KOHOMHUYECKOTO
cor03a, yrBepxkacHHbIMU Pemennem CoBera EBpa3niiCkoil 3KOHOMUYECKON KOMHUCCHU OT 3
HOs10ps 2016 1. Ne 77,

BcnomorarenbHbie BeliecTBa MOT'YT BKJIFOUATh B CEOSI:

KpacUTEeNM, KOHCEPBAHTHI, aIbIOBAHTHI, CTAOMIN3ATOPHI, 3aTYCTUTEIH, AMYJIbIaTOPhI,
BKYCOBBIE I00AaBKH U apOMaTU3aTOPHI U JI.;

KOMIIOHEHTHI, MpeIHA3HAYCHHBIE IS JIEKAPCTBEHHBIX (HOpPM Il TIEPOPaTBHOTO
NPUMEHEHUS WM BBEJICHUS MALIMEHTY JPYTUM IIyTeM, HAPY>KHOT'O MOKPBITUS JIE€KaPCTBEHHBIX
(dbopM (TBepJble KarcCyJibl, MSTKUE KalCyJIbl, pEKTaJlbHbIC KaICyibl, TAOJETKH, MOKPHITHIC
000J109K0#, TaOJIETKH, TOKPBITHIC IJIEHOYHON 000JI0UKOM, U JIp.).



KOMITOHEHTBI TPaHCAePMaIbHBIX TUIACTHIPEH;

CMECH BCIIOMOTATEIbHBIX BEIIESCTB (HAIIPUMED, UCIIONB3YyEMBIC ITPU TIPSIMOM MPECCOBAHUU
TabJICTOK MJIM B COCTaBe IJICHOYHOW OOOJOYKH JUOO IS MOJUPOBAHUS JO3MPOBAHHOU
JICKapCTBEHHOH (hOPMBI JJIS IEPOPATHLHOTO IPUMEHEHUS, KOppeKTopsl pH);

KOMITOHCHTBI YEPHWII JIJII MAapKUPOBAHUS JICKAPCTBEHHON (DOPMBI IS TIEPOPATHLHOTO
IPUMEHCHHS;

pa3z0aBUTENH, COEpPKAIMUECS HAPUMEP, B PACTUTEIBHBIX KCTPAKTaX MW KOHIIEHTpaTaxX
BUTAMHUHOB;

KOMIIOHEHTHI, COJEpKaIIuecs B CMECH XHMHYECKH POJICTBEHHBIX KOMITOHEHTOB (
HaIrpuMep, KOHCEPBAHTHI).

OcTaTo4yHbIC KOJMYECTBA MPOM3BOJCTBEHHBIX MPUMECEH, TPUMECH JEHCTBYIOIIETO
BEII[ECTBA, OCTATOYHBIC PACTBOPUTEIH, MPOAYKTHI ACTPAJaIluu U T. JI. HE PACCMATPUBAIOTCS
KaK BCIIOMOTaTEeIbHBIE BEIIECTBA B HACTOSIIEM MPUIOKCHUH.

B mienmoMm BcmomoraTenpHBIC BEIIECTBA CYUTAIOTCS HHEPTHBIMU. HecMOTps Ha 0KUTaHue
HaJWYUs y BCIIOMOTATEIbHBIX BEIICCTB HEOOJBIIIOTO COOCTBEHHOTO (hapMaKOoJIOTHIECKOTO
JNEUCTBHUS WIJIM TIOJIHOTO €ro OTCYTCTBHS, HEKOTOPbIE W3 HHUX 00JaJaroT SBHBIM
(hapMaKOJIOTUUECKUM JEHCTBHEM HWJIM BIUSHHEM NPH ONMPEACICHHBIX 0O0CTOSTEIbCTBAX. B
CBSI3M C OTHM 3asABHTCIM M JICPKATCIM PETHCTPAIMOHHBIX YJIOCTOBEPEHUH 00S3aHBI
obecnieynBaTh KOPPEKTHOE WCIIOIB30BAHUE BCIIOMOTATEIbHBIX BEIIECTB B COCTaBE
3asBJISIEMBIX HA PETUCTPAIIUIO JIEKAPCTBEHHBIX MPenapaToB.

IV. Homenxnarypa

K yka3zaHuio HaMMEHOBAHUI BCIIOMOTATEJbHBIX BEIIECTB B JUCTKe-BKIaAb U OXJIII
MIPUMEHSIOTCS CIEAYIOIINE TOAXOIBIL:

1. He nmomyckaercsi MCHOJIb30BaTh KOMMEPUYECKOE HAMMEHOBAHHUE OTHEIbHBIX
BCIIOMOTaTeNbHBIX BemecTB. HeoOXoauMo yka3blBaTh PEKOMEHIYEMOE MEXIyHapOJAHOE
HenaTteHToBaHHOEe HauMeHoBanue (MHH wnn momudunupoannoe MHH) BcmomorarenbHbIx
BEIIIECTB, COINPOBOXKJIAEMOE YKa3aHHEM cojieBOd (opMbl (€ciu TPUMEHUMO) WU
HauMeHOBaHue B cooTBeTcTBUM ¢ Dapmakorieert EBpa3zuiickoro 3KOHOMHUYECKOTO CO03a,
yTBepxkaeHHoN Pemenuem Komnernn EBpasuiickoil skoHOMuuYeckoi komuccuu ot 11 aBrycra
2020 r. Ne 100 (manee — dPapmaxkomesi Coro3a) (mpu HATUYKK), WIHK OOIIECNPUHSATHIM
HA3BaHUEM, A [IPU UX OTCYTCTBUU YKA3bIBATh — XUMUYECKOE HA3BAHUE.

2. HanmeHOBaHHE BCIOMOTaTEIbHOTO BEMIECTBA JIOJKHO COMPOBOXKAATHCS YKA3aHUEM
€BpOIIeHCKOro Kojaa mudpoBOM cuUCTeMbl MUIEBBIX H00aBOK (E-k0m), ecnu Takod Koj
MIPUCBOEH.

3. BkycoBbie m00aBKM WM apoOMaTHU3aTOPHI, BBITYCKAa€MbI€ IOJI TOPTOBBIMU
HAaMMEHOBAHUSIMHU, JIOMyCKAETCsl YKa3aTh B BUJE 0000IIEHHOTO HAMMEHOBaHus (Hampumep, "



aneJbCUHOBAas BKycoBas Jo0aBka'", "UTPyCoBBIM apomaTuzarop (otaymika)"). Ecinu B cocras
BKYCOBOM J100aBKM BXOJST KOMIIOHEHTHI, U3BECTHBIE CBOUM JACHCTBUEM WU dPHEKTOM ITU
KOMITOHEHTHI HEOOXOIUMO MTEPEYNCIIUTh B COCTABE CMECH BCTIOMOTATEIIbHBIX BEIIECTB.

4. B OTHOIIEHUH BCIIOMOTaTeNIbHBIX BEIIECTB, HE YKA3aHHBIX B HACTOSIIIEM TIEpPEUHE, HO
MPUHAICKAIMNX K TON K€ XMMHYECKOW TPYINE BEHIECTB, YKa3aHHBIE B HEM (Hampumep,
JIpyrue COJu, POJICTBEHHAass XHMHUYECKas CTPYKTypa), MPUMEHSIOTCS CBEACHUS U3
muctka-Bkiaageima u OXJII, eciin He 000CHOBAHO MHOE.

5. Xumuuecku MOIU(PUIIMPOBAHHBIE BCIIOMOTATENIbHBIE BEIECTBA HEOOXOIMMO
YKa3bIBaTh TaKUM 00pa3oM, 4TOObI M30€kaTh MEPEMyTHIBAHUS C HEMOJIU(DUIIMPOBAHHBIM
BCIIOMOTATEIbHBIM BEIIECTBOM (HAapuMep, IPEeKEeITaTHHU3UPOBAHHBIN Kpaxman).

6. Koppexropsl pH He006X01UMO yKa3blBaTh B COOTBETCTBUU C HAUMEHOBAHUEM, a UX
byHKIUsA ykaspiBaeTcs B nucTke-Bkimaapimie u OXJII, mampumep, "XiopoBomopomHas
kuciora (st koppekiuu pH)".

7. KOMIIOHEHTBI CIIOKHBIX BCIIOMOTaTEIbHBIX BELIECTB MJIM CMECEH YKa3bIBAIOTCS B
JIUCTKE-BKJIAJIBIIIIE MO OOIIMM OMKUCATENbHBIM TEPMUHOM, HAIIpUMED, "YepHUIa JJIs [eYaTH,
coaepxkamue X, Y, Z".

8. He momyckaeTcs MCHOib30BaTh COKPAIICHUS HAUMEHOBAHUN BCIIOMOTATEIbHBIX
BEILECTB.

V. Yka3zaHue BcmoMOraTelIbHBIX BEMECTB B JIMCTKe-BKIaabme u OXJITI

Bce BcnomorartenbHble BEIIECTBA, CBEJICHUS O KOTOPBIX HEOOXOAUMBI JIsi 0€30MaCHOTO U
3¢ (HeKTUBHOTO MPUMEHEHUs yKa3bIBaloTCs B nucTke-Bkiaasime u OXJII B cooTBeTcTBUU C
X HOMEHKJIATYpPOU, MPEYyCMOTPEHHOM pasaenoMm [V.

Cronben yeTBepTHIA TAOJMLIBI HACTOSALLETO NEPEUHS COACPKUT MHPOPMALINIO, KOTOpas
COOTBETCTBYET Ka)XXJOMy BCIIOMOTaTEJILHOMY BEIIECTBY. YKa3biBaemass WHPOpMaIus o
BCIIOMOTaTEJIbHOM BEILIECTBE H3JIAraeTcsi ¢ MCIOJIb30BAHMEM YETKOM W TMOHATHOM AJid
MaleHTa TEPMUHOJIOTHU. B HEKOTOPBIX CilyuasiX 3asiBUTENb BIPaBE aJalTHPOBAaTh CTUIb
U3J0KEHHUS TpH HaIU4YUUM OOOCHOBaHUSA (HAIpUMEp, H3YyUYEHUE pe3yJbTaToOB
MI0JIb30BATEIbCKOTO TECTUPOBAHMS) IPU HEU3MEHHOCTH COJEpPX AaHHMS U 3HAYCHUS
(hopMYIIUPOBOK.

Ecnu HacTosSMM JOKYMEHTOM MPENYCMOTPEHO YKa3aHUE MPEJOCTEPEKEHNUS UIH UHON
uH(pOpMaIMK O BCIIOMOTATEeNbHOM BellecTBe, B JucTKe-BKiIaAbime u OXJII neo6xomumo
MOSCHUTb, YTO NPEJOCTEPEKEHUA M HUHPoOpMaLHs OOyCIOBIECHBI MNPUCYTCTBUEM
ONPEAEIICHHOTO BCIIOMOTaTEIbHOTO BEIIECTBA. Y IMAlMEHTa HE JOJUKHO OCTaBaThCS
COMHEHHMH, OTHOCUTCS JHU MPEJOCTEPEKEHUE K BCIIOMOTaTeIbHOMY BEIIECTBY WU
JCUCTBYIOIIEMY BEIIECTBY.

B oTHomeHHH OTAEIbHBIX BCIIOMOTaTEIbHBIX BEIIECTB CBEJCHUS, YKa3blBaeMble B
muctke-Bknanapine 1 OXJIII, MOryT OTHOCHTBCS K HECKOJIBKMM pa3JiesiaM JIMCTKa-BKJIaIbIIIa
u OXJII (Hanpumep, BIUSHUIO HA CHOCOOHOCTh K BOXKICHHIO U YIPABICHUIO MEXaHU3MaMU,



NpUMEHEHHEe Tpu OEepeMEHHOCTH U JaKTalluM, HeXeJaTeIbHbIM peaklusiM,
MPOTUBOINOKA3aHUAM, NPEAYNPEKIACHUIM M HpeaocTepexxeHusam). s oOneryenus
BOCHPUATUS MH(GOpPMAIMU B JIHCTKE-BKJIAJbIINIE ST CBEICHUS HEOOXOIMMO YKa3bIBaTh
TOJIBKO OJIMH pa3. BMecTe ¢ TeM, YTOOBI MAMEHT HE YIYCTHII BaKHbBIE U 3HAYUMBbIE CBEICHMUS,
CIEAYET IMPUBECTU CCBUIKY Ha Pa3/ell MPEeayNpeKACHUN O BCIIOMOIaTEIbHOM BELIECTBE U3
JIPYTUX pa3/esioB JIMCTKa-BKJIajbima. Hampumep, B OTHOIIEHMH 3TaHOJa HEOOXOJMMO
IPUBECTH CCBUIKY HA pa3ziesl NPEeAyNpPeXACHUNA O HAJIWYUU JAHHOTO BCIIOMOTATENIbHOTO
BEIIIECTBA B T€X pa3jiefiax, KOTOPbIE OTHOCATCS K BIUSHHUIO HAa CIIOCOOHOCTh K BOXICHUIO,
MIPUMEHEHUIO NMPU OEPEMEHHOCTH U JIAKTAIlMH, CBEACHUSAM O IPUMEHEHUH Ipenapara y AeTeu

U JIp.

VI. YcnoBra BknogeHus B mucToK-BKiIansmn 1 OXJIIT HOBRIX ()OpMYIHPOBOK B OTHOIICHUA
BCIIOMOTaTE/IFHEIX BEIIECTB

TekcT nucTKa-BKJabIa U OOIIEH XapaKTePUCTHUKH JICKAPCTBEHHOI'O Ipernapara
3asBJICHHOTO HAa PErUCTPaIMi0 HEOOXOAUMO COCTaBJISITh B COOTBETCTBUM C TPEOOBAHUSIMU K
HHCTPYKITUH TI0 MEIMIIMHCKOMY NPHUMEHEHUIO W OOIIeH XapaKTEPUCTHUKE JIEKAaPCTBEHHOTO
npenapara il MEOUIIMHCKOTO TPUMEHEHUs, YTBepxkJaeHHbIMU Pemenunem CoBera
EBpazwutickoii s3xoHOMUYECKON KoMuccuu oT 3 HossOpst 2016 1. Ne 88 (nmanmee — tpebGoBaHms).

B oTHoOmIeHUU NHCTKOB-BKIAIBIINIEH M OOIIUX XapaKTEPUCTHUK JIEKAPCTBEHHBIX
MpenapaToB PETHCTPAMOHHBIE YIOCTOBEPEHHSI KOTOPHIX OB BBINAHBI /10 BCTYIUICHUS B
CUJIly HOBOW peJakiuu TpeOOBaHHWU Jep)KaTelsIM PETUCTPALMOHHBIX YJIOCTOBEPEHHI
HEO0OXO0IUMO:

MCII0JIb30BaTh MEPBYIO MPEACTOAIIYIO MPOLEAYPY PACHIMPEHUS PETUCTPALIMHU WA HOBOM
perucTpaiuu 3aTparuBaroIiiue JOMOJIHEHUS, OTHOCAIIMECS K HHGOPMAIIUU O JIEKAPCTBEHHOM
npernapare (HampuMmep, 0OHOBJICHHE, PACIIMPEHUE JTUHEHKHU JO3UPOBOK, n3MeHeHue I Turma,
m3MeHenne IB Tuma) s BKIOYEHUS HOBBIX (OPMYJIHUPOBOK, €CIU MPUMEHUMO, B
COOTBETCTBUHU C ACHUCTBYIOLIEH peAaKIIMel HACTOSIIETO TPUII0KEHNUS;

B ClIydae, €ClIi U3MEHEHHUs MH(pOpPMalMM O JICKAPCTBEHHOM IIpernapaTre He TpeOyroT
MPOBEICHUSI PETUCTPALMOHHBIX MPOIEAYpP, HEOOXOAUMO MOJATh 3aiBICHUE O BHECEHUU
n3MeHeHui [B Tuma B perucTpanoHHOE JOChE JICKAPCTBEHHOTO Mpernapara B TeYeHue 3 JeT

C 1aThl BCTYIUIEHUS B CHJTy HOBOW peIaKIUU TpeOOBaHUM.
Tabmnuma

BcmomorarenbHbIe BemecTBa B HHGOPManHa 0 HAX, yKa3biBaeMas B JIMCTKe-BKiaapmme 1 OXJII

Wndopmanus nis
UHCTPYKLHUH  T10

MEINIHHCKOMY
NPUMEHECHUIO (
ITyTs BBeneHus JIUCTKA-BKJIAJBIINIA) U
HaunmenoBanue ITopor o0meit KomMmenTapun

XapaKTEepUCTUKU



(crtoco6 mpUMeHEHUs

)

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

[TepopanbHebIit Hynesoit

ATpOTHHUH MecTHbli Hynesoit

ApaxucoBoe maciio  Bce Hynesoit

Acmnapram (E 951) IlepopanbHeIii Hynesoit

JIEKapCTBEHHOT O
mpernapara A
MEIUIIMHCKOTO
MIPUMEHEHHS

MoseTr BBI3BIBATH
aJyIlepruyecKue
peaKiuu.

Hns  xpacureneit
E102, E110, E122:
ConepXuT KpacuTenb
(kpacutenn),
KOTOPHIHA (KOTOPEIE)
MOXeT (MOTYT)
OKa3bIBATh
OTPHULATEIBHOE
BIUSHHC Ha
AKTUBHOCTH U
BHUMAaHUE JETEN.

MoxeT BBI3BIBAaTH
TUIEPYIYBCTBUTEIHHO
CTh WU TAXKCIIbIC
alyiepruyeckue
peaKiuu.

<JlekapCTBEHHBI
mpenapar> COAEpKUT
apaxucoBOe Maclo.
Ecimn y Bac anneprus
Ha apaxyc WU COI0,
HE NIPUMEHSNTE 3TOT
JIeKapCTBEHHBIHN
mpemnapar

JdauHbI i
JIEKapCTBEHHBIN
npenapar COJIEPKHUT
X Mr acmaprama B
KaXa0d <eIWHHIIA
JO3UPOBAHUSI> <
enuHnIa o0beMa™>
<YTO IKBUBAICHTHO
X mr/<macca><
00BeM>>.

AcmaptaM sBISETCS
HCTOYHUKOM
(dbenmnananuna. OH
MOXET OBbITh BpeJieH,
eciu 'y Bac

MecTHBIH IYTh
BBC/ICHHS B JTAHHOM
ciaydae o0oO3HaYaeT
YYacTKH, KOTOpBIE
MOTYT UMETh JOCTYI
K KpOBOOOpaIIeHHIO (
HampuMep, paHsbl,
MOJIOCTH OpraHu3Ma
HT.I.)

OuuiieHHoe
apaxucoBoe Macjo
MOJXET COJepXarTh
O0eiox  apaxmca.
Cratest @apmakoren
Coro3a He COJEePKHUT
HUCIIBITAHUA Ha
OCTaTOYHbIH OEJIoK.
B OXJIIT BHOCHTCS:
MIPOTHUBOITOKA3aHUE

[Tpu npueme BHYTpb
acmapram
THIPOJIM3YETCS B
KTy JOYHO-KHIIICIHO
M Tpakrte. OgHUM 13
OCHOBHBIX
NPOAYKTOB
THIPOJIN3a SIBISIETCS
(eHnNaNaHNH.
CBeaeHus,
BKJIOYaeMble B
OXJIII: OTCYTCTBYIOT
JOKIMHUYECKUE MU



benzankonus xnopua Bcee

benzankonus xnopun ['nasnoit

Hynesoit

Hynesoit

¢denmnkeronypust  (
®KVY) - pexnkoe
reHeTHYEeCKoe
HapylleHue, IpHu
KOTOpOM
HaKaljuBaeTcs
(eHunanaHuH u3-3a
HECHocoOHOCTH
opraHmiMma
NPaBHIEHO BBIBOAUTH
ero.

JauHbI
JIeKapCTBCHHBIN
Tperapar COJEPIKUT
X Mr OeH3aIKOHHS
XJIOpHUIA B KOKIOH <
equHHIlA
JO03UPOBAHUI> <
eauHMIa o0beMa™> <
YTO 3KBHBAJICHTHO

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

Msrkue KOHTaKTHbIE
JWH3Bl  MOTYT
abcopOupoBath
OCH3aIKOHHS XJIOPH]T
C HM3MEHEHHEM WHX
IBeTAa. Ilepen
INPpUMEHCHHUEM
JAaHHOTO
JIEKapCTBEHHOTO
nmpemapara
HEOOXOIUMO CHSTh
KOHTaKTHBIC JINH3BI U
HageTh OOpaTHO
coycTs 15 MuHYT.
benzankonus xmopun
TaKXe CIOCOOCH
BBI3BIBATH
pasapaxeHue rias,
0COOGHHO TpHU WX
CYXOCTH  HJH
MOpaXeHUAX
pPOTOBHIIBI (
MPO3PavyHOr0 CIOS

nepeaHel yacrtu
riasa). [pu
HEOOBIYHBIX

OIIYIIEHUAX B TJa3y,
MOKAJIBIBAHUU HJIH

KJIMHUYECKHUE
IHaHHEIC,
IMO3BOJIAIOIINE
OICHUTH
NIpUMEHEHHUE
acmapTamMma y
MIIaICHIIEB MJIaIIIe
12-HenenpHOrO
BO3pacTa.

N3 umermuxcs
OTpaHUYCHHBIX
JAHHBIX CIICAYET, Y4TO
pasHUIA B TIpoduiie
HEXXeIaTeIbHBIX
SIBICHUU  MexXay
JETHMH ¥ B3POCIIBIMU
OTCYTCTBYET.

BwMmecte ¢ Ttem, kak
MpaBHUIIO, Tja3za y
neTeil  culIbHEe
pearupyoT Ha
pasapaxuTens IO
CpaBHEHHIO C
rJ1a3aMd Y B3POCIbIX.
Pazppaxenue moxer
BIUSATH Ha
MIPUBEPKEHHOCTH
IeTeN K JISYEHHUIO.
Coobmamocs o0
pasapakeHUH TJas,
xanobax Ha CyXOCTh
rj1a3, BBI3BAHHYIO
OCH3aIKOHHUS
XJIOPHJIOM; CHOCOOCH
U3MCHSTH CIE3HYIO
MICHKY u
MMOBEPXHOCTh
porosunbl. Crexyet
C OCTOPOKHOCTHIO
MPUMEHSATH



benzankonus xnopun HazanbHbiid

bensankonus xynopuy MHramnsmyuoHHbIH

benzankonus xnopun Koxubii

OpOMYKO3HBIH,
ben3ankoHus XI0pua peKTalbHBIN
BarMHaJlbHbBIN

u

Hynesoit

Hynesoit

Hynesoit

Hynesoit

6o B riasy mocine
NpHUMEHEHHS
JaHHOTO
JeKapCTBEHHOTO
npemnapara
obpaTuTech K
jeqanieMy Bpady.

benzankonus xmopun
MOJKET BBI3BIBAThH
pa3apaxxeHuEe WU
OTEeK B HOCY,
ocobeHHO TpH
IIUTEIbHOM

MMPUMECHCHUU.

BeH3ankoHus XI0pH
MOJET BBI3BIBATD
YUXaHUC "
3aTpyJAHEHHUST TIpHU
OBIXaHUH (
Oponxocmasm),
ocobenHo ecim y Bac
OpoHXHaJbHAasT acTMa

benzankonus xmopun
MOJXET pa3apakaTh
KOXY.

He nanocure maHHbIi
JIeKapCTBEHHBIN
mpemnapaTt Ha TPYIb,
ecnu Bel xopmute
TPYABIO, TTOCKOJIBKY
pebeHok
MPOTJIOTUTh  €ro

MOXET

BMECTC C MOJIOKOM.

BeH3ankoHus XJIOpHUT
MOXET BBI3BIBATH
MECTHOE®
pasipaxeHue.

JauHbI#
JIeKapCTBEHHBIN
Tperapar COJEPKUT
X Mr OCH3UJIOBOIrO
cnupTa B Kaxaon <
eIUHHIA
JIO3UPOBAHUS> <
eIMHNIIa 00beMa™>

mamueHTaMu ¢
CYXOCTBIO TJIa3 W
maiueHTaMu ¢
mopaxeHueM
POTOBHIIBL.

IIpu pnutensHOM
MPUMEHCHHUH
HEO00XO0IUMO
YCTaHOBUTH
HaOJIIoeHne 3a
MalnreHTaMu.

JnurtenbHoe
MPUMCHEHUE MOXET
MPUBOIUTE K OTEKY
CIIU3UCTON O0O0JIOUKH
HOCa.

IIpumenenue BoO
BpeMsi OEpEMEHHOCTH
A JIaKTalud He
COTpSIKEHO ¢
BPEIHBIM I MaTepu
neicTBUEM,
MTOCKOJIBKY KOXKHAast
abcopOuus
OeH3aIKOHUSI
XJIopuga
MHHHUMAaJIbHA.

He wmanocutsr Ha
CIIU3UCTBIE O0OJIOUKH



Bensunosslii cnupt

benswmioBelii ciupt

Bben3unosslii cnupt

bensunoselil ciupt

Bce

IlepopanbHBIH,
HapeHTePaIbHBIN

IlepopanbHblil,
HapeHTepabHbII

IlepopanbHblil,
HapeHTepaJIbHbII

Hynesoit

Hynesoit

Hynesoit

Hynesoit

<YTO SKBUBAJICHTHO
X Mr/<macca><
o0beM>>.
bensunoBelil cnupt
MOXET BBI3BIBATH
aJuIepTHYECcKue
peaKLum.

YcraHoBNeHa CBSI3b
OEH3MIIOBOTO CIIHpPTa
C PHCKOM TSDKEIBIX
HEe)XeNaTeIbHBIX
peakuuii, BKJIIOYas
3aTpyJHEHHE
JBIXaHHUS (
Ha3bIBa€MOT0 "
TacTAHT-CUHIPOM") ¥
MaJIEHbKHX JETEH.
He oaBauTe
HOBOPOXJICHHOMY
pebenky (B Bo3pacte
o 4 Henenn), eciu
HE PEKOMEHJIOBaHO
JICYAIIAM BpavdoM.

He npumensats
Oonpmie Hemenw y
MaJeHbKUX JeTel (B
BO3pacTe MeHee 3 JeT
), ecid TOJBKO He
PEKOMEHI0BaHO
JIeYaluM BpavuoM
Uau  pabOTHHKOM
anTeKH

Ecnu Ber 6epemeHHBI
WJIN KOPMUTE TPYIBIO
)
IIPOKOHCYJIBTUPYHTEC
b C JICUAIIUM BpadoM
Wwin pabOTHHUKOM
anteku. Ilpuunna:
OoutpIIne KOJMUYECTBA
OEH3MIIOBOTO CIIHpPTA
MOTYT
HaKallJuBaTbCi B
opraHusmMe H
BBI3BIBAThH
HEXKEeaTeIbHYI0
peaknuio,
Ha3bBIBAEMYIO

n

BryTpuBenHoe
BBEJCHHUC
OEH3WIOBOTO CIIMpTa
COTIPOBOXKIAIOCH
CEpbE3HBIMU
HEXEJIAaTCIbHBIMHU
peakuusMu U
CMEPTHIO
HOBOpPOXIeHHBIX ("
racruHT-CUHApOM").
MuHuManbeHoOE
TOKCHUYECKOE
KOJIMYECTBO
OEH3WIOBOTO CriupTa
HEHM3BECTHO.

[Tpn nmpumeHennn y
HOBOPOX/ICHHBIX B
pasmen 4.4 OXJIII
HEOOXOIUMO
BKIHYUTH
MIPEI0CTEPEKEHHE.

[loBbIIIEHHBIA PHUCK
BCIEICTBUE
HAKOMJEHHUS ¥
MaJICHbKUX JIeTEH.



IlepopanbHbIif,

benswmioBelii ciupt .
MapeHTepanbHbIN

Hynesoit

benswioBelil ciupr  MecTHBI Hynesoit

benzoiinas kucmota (

E 210) u OeH30athI
Harpumep:

Harpus Genzoar (E Bcee
211)

Kanusa 6ensoar (E

212)

Hynesoit

Bensoitnas xucnorta (
E 210) u 6enzoatsr

Harpumep: .
ITepopanbHbIif,

Hartpus 6enzoat (E .
TIapeHTepaIbHBIA

211)
Kamus 6enzoar (E
212)

Hynesoit

Benzoiinas kucmora (
E 210) u 6en3oats

MeTab0INYEeCKUM
aruago3oM".

Eciu y Bac
3aboeBaHue TIeYeHU
WU Mo4eK,
MIPOKOHCYIETHPYUTEC
b C JICYAIINM BPauoM
UIu  pabOTHHKOM
anteku. [lpuumna:
OOoJbIIIHE KOIHMYECTBA
OEH3MIIOBOTO CIIMpPTa
MOTYT
HaKaIUTMBaTbCS B
OpraHu3zMe W
BBI3BIBATH
HEKEeJIaTeIbHY 0
peaxkmuio,
Ha3BIBAECMYIO
MeTaboIHIeCKUM
anuo3oM".

n

ben3unoselil cnupt
MOXET BBI3bIBATH
JerKoe MECTHOE
pa3zapaxxeHue.

JdaunHb it
JIEKapCTBEHHBIN
mpenapar COJICPKUT
X Mr <OeH30MHOI
KHCIO0THI/0€H30aTHOM
CONIM> B Kaxaohn <
enquHHUIA
JO3UPOBaHUI> <
eIUHHIIa 00beMa™>
<4YTO DKBUBAJIECHTHO
X Mr/<macca><
00BeM.>>

<beH3oitHas kuciIoTa
/6eH30aTHas COJIB>
MOXET YCHIIUBATh
KENTYXY (
MOXKENTEHUE KOXKHU H
rma3s) y
HOBOPOXKACHHBIX (B
BO3pacTe 110 4 HeAenb

).

B (X0318:911875:4
KOJIMYECTBAX CIIEIyeT
NPUMEHSITh  C
OCTOPOXKHOCTBIO H
Tonsko npu
HEOOXOIUMOCTH,
ocoOeHHO y
MalueHTOB  C
HapyIICHUEM
GYHKIUU TeYeHH
WJIH TI0YEK — B CBSI3U
C PHCKOM KYMYJISIIIHA
H TOKCUYHOCTH (
MeTaboTMIeCcKuii
arumjo3).

Ycunenue
OomnnpyOnHEeMIHU
II0CJIE BBITCCHCHUSA
OunupybOuHa U3
CBSI3U C AIBOYMHHOM
MOJXXET YCHJIMBATh
KEATYXY
HOBOPOXKICHHBIX,
KOTOpas MOXeT
nepepactu B
SIEPHYI0 KeNTyXy (
OTIOXEHUS
HEKOHBIOTHPOBAHHOT
o OmnupybuHa B
TOJIOBHOM MO3T€).



HanpuMep:

Hartpus 6enzoat (E MecTHbIi Hynesoit
211)

Kamus Genszoar (E

212)

benzoiinas kucmota (

E 210) u Oen3oatsl

Harpumep:

Hatpus Oenzoar (E MecTHblii Hynesoit
211)

Kanusa 6ensoar (E

212)

BepramoroBoe Macio
(conmepxaiee MecTHbIH Hynesoit
GepramnTeH)

Bopnas kucnora (u
OGopatsl)

Bce

Bcee 1 mr B/CYT*

<beH3oitHas kuCI0Ta MOKET BBI3LIBATH
/6eH30aTHas CONB> HeMMMYHHEIE
MOXET BBI3BIBATh HEMeEJICHHBIC

MECTHOC KOHTAKTHBIC pCaKInn

pasapaxeHue. 3a CYET BO3MOXKHOI'O
XOJIUMHEPTrUIECCKOTO
MCXaHHU3Ma.

<beH30iHasT KHCIOTA
/6eH3oaTrHass COIb>
MOXXET YCHJINBATh

AOGcopbuus uepe3
KEIATYXY

HE3peIyr KOXY
HOBOPOXJICHHBIX
3HAYUTEIbHA.

MOXEITEHUE KOXKH U
rmas) y
HOBOPOXX/JICHHBIX

(B BO3pacre mo 4
HEJIeIb).

MoseT TOBBIIIATH
He npumenumo, eciu

YYBCTBUTCIBHOCTH K

MTOKa3aHo,
YV®-nyuam (

yTto OepranTeH B
€CTECTBEHHOMY U

Macie
HCKYCCTBEHHOMY

HE COZIEPIKUTCSL.
COJTHEYHOMY CBETY).

* 1 mr B (6opa) = 5,7
MT OOpPHOM KUCIIOTHL.
KonuuectBo 0Oopa,
MpEBBIICHUE
KOTOPOr0  MOXKET
BBI3BaTh OECIUIONNE B
He naBaiite peGeHKY cOOTBETCTBYIOMIEH
MITaIIIe BO3paCTHOM TpyIIIe:
2 ner, mockonbKy Bospact Ilopor
JaHHOE JICKapCTBO  Ge30MacCHOCTH
CONEPKUT OOp M <2 jer | Mr B/cyt
MOXeT B OyaymieM < 12 per 3 mr B/cyr

IIPUBECTHU K
p < 18 mer " 7 mr B/
OECILIOIHIO.

CyT

18 mer " 10 Mr B/cyr

** Takoe komMuecTBO
MOJXET  TaKxke
NPUYUHHUTH Bpel
pebenky B yTpobe.

He nasaiite peGeHKy * 1 vr B (6opa) = 5,7
MJIaJIIe MT OOpPHOH KUCIIOTHL.
18 mer, MOCKOJBKY
JIAHHOE JICKapCTBO
colepxur Oop u
MOXET B Oymaymiem

TIPUBECTH

KonuuectBo 0Oopa,
MpEBBIMICHUE
KOTOPOTO MOJXET
BBI3BaTh OECIUIONNE B
COOTBETCTBYIOIIEH
BO3PACTHOU I'pyIIIIE:
Ecmn Ber GepeMeHHBI Bospact  ITopor

K OECIIONHIO.



Bopuas kucnora (u
Oopatsr)

Bopnas kucnora (u

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

Bytunrunpoxcurtony N
M
on, momon (E321) o

7 Mr B/cyT*

3Mr B/cyT*

Hynesoit

Hynesoit

Hynesoit

NPUHUMATH JaHHOE
JEeKapcTBO,
MPOKOHCYNBTUPYHUTEC
b C JICYAIINM BPadOM,
MOCKOJIBKY ~ OHO
COlePXKUT 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

NPpUYUHUTL BpPECO
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-3
bup-b-
IUKJIOJICKCTPUHA
(SBE-b-CD)
I'mapokcunponuider
aJieKc

IlepopanbHeIii

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

LuknonekcTpuHbI

HalpuMep:

Ansdanexc

Beragexc (E 459)

-IUKJIOAEKCTPHH

CynboOyTHIOBHIH -

3bpup-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(poOyTHIOBBIH-3
¢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 IlepedeHs oTaymek (apoMaTH3aTOPOB), COAEPHKAMMX AJICPreHBI

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.

Iloscrenns

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 (CII0COO 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.

WNHdopmarms Ans HHCTPYKIMH II0 MEIAITMHCKOMY IPHMEHEHHIO (JINCTKA-BKJIA(RIIIA) H
o0meii 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
npeaecTByome rpade, HEOOXOAUMBIE IJIT KOPPEKTHOTO YyKa3aHUsS JTOr0 TEeKcTa. B
HEKOTOPBIX CIIy4dasx KOMMEHTapuu, chOpPMYJIUPOBAHHBIEC B JIOJDKHOM CTUJIE, MOTYT OBITh
HCITOJIb30BaHbl B KaYECTBE MPOTHUBOITOKA3aHUN B 0OIIEl XapaKTepUCTHUKE JICKAPCTBEHHOTO
npenapara.".

3. HpI/IJIO}KCHI/I}I Ne3dnudx YKa3aHHbIM TpC6OBaHI/I$IM HU3JI0KUTH B CJICI[YI-OHICIZ pPCaaKIuun:
"TTPUJIOXKEnue Ne 3
K TpeOOBaHUSIM K HHCTPYKIIMHU 110
MEIUIIUHCKOMY MTPHUMEHCHHIO
JICKapCTBEHHOTO IIperapara u



oO1eit xapaKTepucTruke
JIEKapCTBEHHOT'O Mpenapara Ais
MEIUIUHCKOrO IPUMEHEHUS
(B penakunu Pemenns CoBeta
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUU

ot 21 ¢espais 2025 r. Ne 18)

TPEBOBAHUA

K OIACAaHUIO (PapMaIieBTHIECKUX CBOMCTB BaKIIMH B HHCTPYKIIHH 10 MEAUIIMHCKOMY IIPHMEHCHHUIO
(JICTKe-BKIAMBIIIE) JIEKapCTBEHHOT'O IIpenapara, 00mei XapakTepHCTHKE JIEKApCTBEHHOTO
mpenapaTa H ero MapKUpOBKe

I. O0mue mosoKeHus

Hacrosimine TpeOGoBaHUsS OTHOCSITCS K COJIEPXKAHUIO U TPEACTABICHUIO
(dapMalieBTHUYECKUX JaHHBIX B HHGOpManuu o mpenapare (oOmel xXapaKTepUCTUKE
JIEKapCTBEHHOr'0 Mpernapara), €ro MapKUPOBKE U HUHCTPYKIUH 1O MEIUIUHCKOMY
MIPUMEHEHUIO (JINCTKE-BKJIABIIIE) JIEKAPCTBEHHOrO Ipernapara (Janee — JIUCTOK-BKJIIA IbIII)
BAKIIUH JIJII METUIIMHCKOTO MPUMEHEHUSI, a TaKXKe K PopMaTy U coJepkaHuto GopMyJIUpPOBOK
B pasnenax 4 u 5 oOmieli XapaKTepUCTUKHU JICKAPCTBEHHOTO Mperapara, KOTOpble UMEIOT
HEKOTOPBIE OCOOCHHOCTH, XapaKTEPHBIC JIJI BAaKIIMH.

II. O6mas xapaKTepUCTHKA JIEKapCTBEHHOT'O IIpenapaTa

dapmalieBTHIECKUMU pas3jieiaMu oOIIed XapaKTepUCTHKU JIEKapCTBEHHOTO TIpernapara (
nanee — OXJII) sBnsrotcs paznenst 1 —3 u 6.1 — 6.6.
K dapmakomornueckum W KIMHHUYECKUM pasjenaM, K KOTOPBIM MPEIbSBISIOTCS
HacTosIue TpedoBaHusi, oTHOcATCs pazaensl 4.1 —4.9 u 5.1 OXJIIL.

1. HamMeHOBaHue JIEKAPCTBEHHOTO Mperapara

Cgenenus B pazaene 1 OXJIII Ha BakiuHBI HEOOXOUMO pacrojiarath B CIEIYIOIIEM
MOpsJIKE:
a) TOProBoe HaMMEHOBAHUE;
0) [o3upoBKa;
B) JIeKapcTBeHHas Gopma;
) OOLIENPUHATOE HAUMEHOBAHUE JIEKAPCTBEHHOTO Mpernapara.

ToproBoe HanMEHOBaHHE JICKapCTBEHHOI'O Mpernapata: MPH BbHIOOPE TOPIroOBOTO
HAaHMEHOBAaHHUSA JIEKAPCTBEHHOTO MPENAapara CJeayeT YUUTbIBATh MOJIOKECHHUS aKTOB OPTaHOB
EBpa3suiickoro 5KOHOMHIECKOI'0 COI03a B chepe 00pamieHus 1eKapCTBEHHbBIX CPE/CTB;

JO3UPOBKA: JOILYCKAETCA HE YKA3bIBATh JJO3UPOBKY, €CJIH OHA HEOUYEBH/IHA;

JIEKApCTBEHHAs (hopMa: JOIYCKAeTCs HE YKAa3bIBaTh JIEKAPCTBECHHYIO ()opMy BAKI[HHEI B
OXJIII ecan oHa sABAge€TCA OYEBHIHOHM, HCXOQd H3 HAaHMEHOBAHHSA BakIHHBI. Ecin
JICKApCTBEHHAasA (hopMa BAaKIHHBI HE SBJISECTCS OYEBHJHOH H3 ee HaHMCEHOBAHHUSI, €€



HeobXoquMo yKa3zaTb B OOIICH XapaKTepHCTHKE JIEKAPCTBEHHOIO mperaparta. B nemsax
VKa3aHHs JIEKAPCTBEHHOH (DOPMBI CIEAYET UCIOJIb30BaTh COOTBETCTBYIOIIHH CTaHAapTHBIH
TePMHH HJIH KOMOHHAIIHIO CTAHAAPTHBIX TEPMHHOB B COOTBETCTBHH ¢ HoMmeHKIaTypoi
JIEKAPCTBEHHBIX (QopM, yTBepkacHHOH Periennem Kostneruu EBpa3urickod 5dKOHOMHYECKOH
komuccuu ot 22 fgekabps 2015 r. Ne 172.

Ecnu dopma Beimycka mpeacTaBisieT cOO0W MpeaBapUTEIbHO 3a0THEHHBIN IINPUIL €
BAaKIIMHOW, KOTOpas MPOJIa€TCs B PA3JIMUHbBIX NIEPBUUHBIX YIAKOBKAX, JEKAPCTBEHHYIO (OpMY
(bopmbl) BhIMycKa "MpeaBAPUTENIHHO 3aMOJHEHHBIM MINpHUIl" HEOOXOJAMMO YKa3aTh B
cienytoiet dopmynupoBke <[PacTBop, cycneH3us| sl UHBEKUIHUN B MpeIBapUTEIbHO
3aM0JIHEHHOM HIIpUIE>. B oCTaIbHBIX Clly4yasix yKa3blBaTh NEPBUYHYIO YIIAKOBKY B COCTaBe
JIeKapCTBEHHON (DOPMBI HE JOIMTYCKAETCS,

Oo61ennpuHATOe HAMMEHOBAHHE BAKITUHBI. 110 OOIICHPHHATHIM HAUMEHOBAHHEM CJICTYET
MIOHUMAaTh 3aroJ0BOK COOTBeTcTByromeH crateu @Papmakonen EBpa3zurickoro
5KOHOMHYECKOTO COK03a, YTBepKAcHHOH Pemennem Kosernn EBpa3uiicKOH 5 KOHOMHYECKOH
komuccuu ot 11 aBrycra 2020 r. Ne 100 (nanee — @apmakones Coroza). B ciyqae ecin
crarbs B @apmakxonee Coro3a OTCYTCTBYeT, HEOOXOAUMO CIEA0BATH MPAaBUIAM COCTaBJICHHUS
3arosioBKoB crateit @apmakonen Coro3a, BKJII0Yas HCIIOJIb30BaAHUE TaKUX CJIOB, Kak ">KuBas',
"ancopbupoBaHHas" u "Bupocoma', B CKOOKax, ecJiu NPUMEHHMO.

2. KadecTBEHHEI ¥ KOJIMIECTBEHHEIM COCTaB

OCHOBHBIC CBCICHUA B pa3aciic 2 OXJIIT AOJKHEBI pacIiiojiaratbCda B CICAYIOIIEM ITOPAIKE

KaueCTBEHHOE U KOJIMYECTBEHHOE COJIepKaHUe Kaxa0u (papMalieBTUUeCKOn CyOCTaHIINH;
KaueCTBEHHOE U KOJWYECTBEHHOE COJIEpKaHUE KaXKI0T0 aIbIOBAHTA WIIN aJICOPOCHTA;
B) CCHIJIKA Ha TEpPEeYeHb BCIOMOTATEJBHBIX BEIIECTB B pasziene 6.1 obmiei
XapaKTEPUCTHUKHU JIEKAPCTBEHHOIO MIpernapara.
CBeneHus MPUBOSATCS C YUETOM CIEAYIOMINX TPEOOBAHMIA:
®dapmarnieBTHUECKHE CYOCTAHIIHH.
KagectBeHHBIH W KOJIHYECTBEHHBIH COCTAB IO COJEPKAHHIO (PapMarjeBTHIECKHX
cyOcTaHIUH BbIpakaeTcs Ha €THHUILY JJO3bI.
dapMalleBTUUECKUE CyOCTaHIIMU TMOJMBAJICHTHBIX BAKIIMH JOJDKHBI YKa3bIBAThCSl B
COOTBETCTBUH C COOTBETCTBYIOIIUM 3aroyioBKoM ctaTtbu @apmakoneun Coro3a, Npyu HATUIUHU
Takoi ctatbu. B ciydae ecnu cratha B ®@apmakorniee Coro3a OTCYTCTBYET, HEOOXOIUMO
CJIeIoBaTh MpaBUJIaM COCTaBIICHMs 3aroioBKoB crateit @apmakomnen Coroza. Ecau popma
BBIITYCKA COCTOUT W3 HECKOJBbKUX MEPBUYHBIX YMAKOBOK WJIM Kamep, COCTaB CJEAYET
YKa3bIBaTh HAa MEPBUYHON YIMaKOBKE (KaMmepe).
B OXIJIIT He nomyckaeTcsi HMCOOJb30BaTh COKpAIICHHbIE HAaMMEHOBAHUS
bapmarneBTHYeCKuX CyOcTaHIni (BKIIFOUast 0€JI0K-HOCUTETh).



B paszpene 2 OXJIIl naumenoBanus (apmarieBTUUECKUX CyOCTaHIIUN HEO0OXO0IUMO
yYKa3blBaTh B COOTBETCTBUM C WX OOLICTIPUHATHIM HAUMEHOBAHUEM WU XUMHYECKUM
onucanueMm. I[loCKoNbKy BaKUMHHBIE AHTUTEHBl HE UMEIOT MEXIYHApOIHOTO
HENaTEHTOBAaHHOTO HAMMEHOBAHUs, HAMMEHOBAHUE KaXI0M (hapMalieBTUYECKON CyOCcTaHIuU
JOJKHO (HACKOJIBKO 3TO BO3MOXHO), COOTBETCTBOBATh TEPMUHOJIOIMH cTarteid Papmakonen
Coro3a Ha BakIMHHbIE aHTUreHbl. HanMmeHoBaHue HedapmakonelHbIXx (hapMaleBTHYECKUX
cyOCTaHIIMid HEO0OXOJMMO YKa3blBaTh B COOTBETCTBUU C HUX JIATUHCKUM (TPEUYECKHUM)
HAaMMEHOBAHMSIMU UJIM B COOTBETCTBUU C 3a00JIEBAHUAMH, TOMJICKAIIMMHI MPOPUIAKTUKE, C
y4eTOM TMPUMEPOB HAMMEHOBAHUN BaKIMH, paHee HAXOJUBIIMXCA B OOpalleHUH, U
(hapmakomnenHbIX MPaBUiI MPUCBOCHNSI HANMEHOBAHUI aHAJIOTMYHBIM BaKIIMHHBIM aHTUTEHAM.

TakCOHOMHMYECKHE HAUMEHOBAHUSI KJIETOYHBIX MUKPOOPTaHU3MOB BBIACIISIIOTCS] KYPCUBOM
. Ha3Banuss MUKpPOOHBIX POJIOB HE COKpailaroTcs. B HauMeHOBaHHME KaXJOTO aHTUIE€HA
OakTepuil U BUPYCOB HEOOXOIMMO BKJIIOYATh YKa3aHUE IITAMMa, CEPOTHUIIa WM HHOTO
MOAXO/SILIEr0 MOABUIOBOrO KIacCHU(pUKATOPA.

Heo6xonumo ykaszath CBOWMCTBA BCEX HCIOJIB30BAHHBIX B MPOU3BOJCTBE KJIETOUYHBIX
CUCTEM U, €CIId MPUMEHUMO, YKa3aTh UCIOIb30BAHHE TeXHOJIOrMU pekomOunanTHou JIHK.
Texct B oOmmield xapakTepUCTHKE JEKApCTBEHHOI'O Mperapara HW3JaraloT B CIEAYIOIIEH
peaakuuu: <moaydeHa oT kieTok XXX [mo texHonoruu pekomounantHou JJHK]>.

Hanpumep: <nonydena u3 AumiaougHbIX kieTtok yenoBeka (MRC-5)>, <nonydeHna u3
kietok Escherichia coli mo texnonmoruu pexomOunantHor JIHK>, <mosyueHna u3 kieTok
KYPHUHBIX YMOPHOHOB™>.

CBeneHus 0 KIIETOYHBIX CUCTEMAX, UCIIOIb30BAHHBIX JIJIS1 IPOM3BO/ICTBA MOJIUBAJIECHTHBIX
BAKIIMH, YKa3bIBAIOTCS B BUJE CHOCOK B paszzaene 2 OXJIIL. B octanbHBIX ciaydasx mpouecc
MPOU3BOJICTBA B HAUMEHOBAaHMM (hapMaIeBTUUECKOM CYyOCTaHIIUM BAKIIMHBI YKA3bIBAETCA C
MCIIOJIb30BAaHUEM CJIEIYIOIINX TEPMUHOB:

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

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

Caenenus 0 ciocobax aTTeHyallMUH WIK WHAKTUBAMK (apMalleBTUIECKO CyOCTaHIIUN
HE YKa3bIBAIOTCS, €CJIM TOJBKO 3TH CBEJIEHUS HE TPEOYIOTCS JUIsl XapaKTepPUCTUKU CBOMCTB
(apMaleBTUYECKON CyOCTaHLMU, HAIPUMEDP, B CIy4Yae XOJEPHOr0 BAKIWHHOI'O aHTUIEHA,
o0paboTanHOTO (hopMalibIeruaAOM (TTOIBEPTHYTOTO BO3/ICUCTBHUIO BEICOKOM TEMIIEpaTyphl).

AIBIOBaHTHI U (WiH) aacopbeHTrl. Ecin BakiiMHA COMEPXUT aqbIOBaHT HJIH a/]COPOEHT,
ero Heobxoaumo ykazatb B pazaene 2 OXJIIl. Ciaenyer HCroOIb30BaTh HAHMEHOBAHHS dTHX
BEIECTB B COOTBETCTBUH C HAUMEHOBAaHHUAMH, yKa3aHHbIMH B @apmakonee Coro3a. Ilpu 3Tom
JOITYCKAETCs B BHJIE HUCKJIIOYCHHS BMECTO "allOMUHHUS THAPOKCHJ, THAPATUPOBAHHBIH, JUIS
agcopbruu" yka3plBaTh "aTFOMHHHS THIPOKCH]T, THAPATHPOBAHHBIH "

CoenuHeHHs amOMUHUS, KaK TPABUIIO, SBISIOTCA afcopOeHTamu. KommuecTBeHHOE
coJiepKaHuE COCIMHEHUM aJTIOMUHHS HEOOXOJIMMO YKa3bIBaTh M0 KOJIMYECTBY ATIOMUHUS B
n03€.



JIJ1st MOMMBaJIEHTHBIX BaKIIUH B OCOOEHHOCTH, a TAKXKE I MOHOBAJIGHTHBIX BAaKIIMH, €CIIH
3TO yJA00HO, KAa4eCTBEHHbICE W KOJMYECTBEHHBIC JaHHbIE 00 ajblOBaHTaX U (WUJIM)
azcopOeHTax MOXKHO TIPEJICTaBUTh B BUJIE CHOCKH B Tipenenax pasnena 2 OXJIIL.

B OXJIIT u nucTke-BKIaABIINIC HE CIEAYET UCTIOJb30BaTh COKPAIICHHbIC HAUMEHOBAHUS
aJbIOBAaHTOB (aJCOPOCHTOB), COKPAILICHUS JOMYCKAIOTCSl HA MApKUPOBKE MIPU HEXBATKE MECTa
Ipu yCJIOBUH, UTO JII0OOE Takoe cokpalieHue OyaeT pacuiudpoBaHo B pazzene 2 oOuiei
XapaKTEePUCTUKU JIEKapCTBEHHOTO IIpernapara.

MHorozno3HbI€ npenaparsl.

JI1s1 MHOTOJIO3HOTO Mpenapara HeoOXO0AUMO MPEeayCMOTPETh cleAyrollee yka3aHue: "
Konreitnep sBasercss MHOTO03HBIM. KonmnuecTBo 1103 BO (pi1akoHe yKazaHo B paszzene 6.5";

Cchlka Ha IEpeUYeHb BCIIOMOTaTeIbHBIX BEIIECTB.

B xoHue pazznena HE0OXOAMMO yKaszaTh cienyrolmuil TekcT: <IloaHblil nepeyeHb

BCIIOMOTaTeIbHBIX BEIIECTB MIPUBEICH B pazzaeie 6.1.>.
3. JlexapcTBenHas popma

VYkazanue nekapctBeHHOUM hopmbl B pazaene 3 OXJIII gomkHO coBnagaTh ¢ yKa3aHUEM
nekapctBeHHOU hopmbl B paznene 1 OXJIII
DTOT pazfen IOMKEH COJIepKaTh ONMMCAHUE MPOMBIIIJIEHHOW CEpUU JIEKAPCTBEHHOIO
rpernapara.

4. KiimHrgeckue JaHHEIe
4.1. TToxa3aans K IPAMEHEHHIO.

[TokazaHust K MPUMEHEHHUIO JTOJDKHBI BKIIIOYATh B CEOS:

a) 3a00JeBaHUsl, MOJyIeKaIMe TPoPuiIakTUKe (BKIIOYAsi KOHKPETHBIE BUAbI OPTaHU3MOB,
€CJIM IPUMEHUMO);

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

MECSIYHOTO BO3pAaCTa);

B) COOTBETCTBYIOIIME BO3PACTHBIC KATETOPUU (HAIIPUMEDP, HOBOPOXKICHHBIC, MIIAJICHITHI,
JIETH, TIOJAPOCTKH, B3POCIIBIC);

') MAaKCUMaJIHHO JOIYCTUMBIN BO3PACT, €CJIM TaKOE OrpaHUYCHUE HEOOXOIUMO, HCXOIS
U3 TakuX (PaKkToOpoB, KaK AMUIEMHUOJIOTHS 3a00JIeBaHUS WIH COJEPKaHUE AaHTUI€HA B BaKIIMHE

1) yKa3aHu€ KOHKPETHBIX NOMYJIALMNI NAallUeHTOB, I KOTOPBIX MOAXOAUT BaKIMHA, €CIIN
HEO00XO0IMMO (HampuMep, HEBAKIIMHUPOBAHHBIEC, IEPBUYHO BAKIIMHUPOBAHHBIC, HAXOSIIUECS
B rpynne pucka). [lonyndmuu, KOTOpbIM BaKIMHA HE MOAXOAUT, NEPEUUCISAIOTCS B IPYTUX
paszaenax.

4.2. PexxuM JO3UPOBAHUA H CIIOCOO MPAMEHEHU.



Pexum no3upoBanus.

B paznene HE0OXOAMMO YETKO ONMHCATh M Pa3AeNHUTh J103bl U CXEMbl IEPBUYHOU U
OycTepHOW BakIMHAIUK. YKa3aHWs TOJDKHBI COAEPKaTh WH(POpMAIMIO O MHUHUMAIHLHOM
BO3pacTe€ B MOMEHT BBEACHMSI MEPBOM J03bl, MUHUMAJIbHBIA MHTEpPBAN JO3UPOBAHUS U
MUHHUMAaJIbHBI UHTEPBAII MKy MTOCIEAHEN 10301 U3 NEPBUYHON CEpUu, IEPBOM OyCTEPHOM
71030 (1, BO3MOKHO, OCIEAYIOMIMX OyCTEPHBIX J103aX), KOTOPHIE U3yYaTUCh B KIMHUYECKUX
HCCIICIOBAHUSIX.

Jlyist GonbIIMHCTBA BaKIMH, NMPEHA3HAYCHHBIX JIJIT MJIAJEHIIEB, U JJisi OOJBITNHCTBA
OyCTEpHBIX aHTUTE€HOB, PYTUHHO BBOJMMBIX B MJIQJICHYECKOM BO3pacTe, TpeOyeTcs yka3aTh
uHpopMaIui0o 0 HEOOXOIMMOCTH BBIMOJHEHHUS YKa3aHUN YIOJTHOMOYEHHBIX OpPraHOB
roCyJ1apcTB — 4WIEHOB EBpa3smMiiCKOro 3KOHOMHUYECKOTO COK03a B OTHOIIEHUM KOHKPETHBIX
CPOKOB BBEJCHUS TaKNX BaKIMH.

Heo6xonumo ykaszaTh OTJEIbHBIE PEKOMEHJAIMUA O J03aM U CXEME BBEICHUS IS
PA3JIMYHBIX BO3PACTHBIX TPYII WIHM MOMYJISIUN, ONpPEeACSIEMbIX M0 IPYrUM mapamerpam (
HaIpuMep, UMMYHOJEITPECCUBHBIX JIUIT).

[lenecooOpa3HO yKa3bIBaTh HA BO3MOXKHYIO B3aMMO3aMEHSEMOCTh BaKI[UH BHYTPU CXEMBI
BAKLIMHALIVH.
IlyTs BBENCHUA.

HeobxomuMo yka3aTh myTh BBeACHUS (HApUMEp, BHYTPb, BHYTPUMBIIIECUHO), a s
UHBEKIMOHHBIX BAaKIMH — TaK)Xe MECTO MPEANOYTUTEIbHOrO BBEICHHS (HAIpuMep,
JEIbTOBU IHAS MBIIIILIA).

Ecnu 5T0 nmpuMeHHMO 1JIsi KOHKPETHOW BaKUWHBI, B JAHHOM pa3Jeiie MPUBOIATCS
cieayromue GopMyJIHUPOBKU:

<ToJbKO JJ1s IpUE€Ma BHYTPb, HE JUISl UHBEKIIMOHHOI'O BBEICHUS™;
<He BBOAUTH B COCYAUCTOE PYCIIO>;
<IlokOXHOE BBEJCHHUE JONMYCKACTCS B HCKIKOUYHUTEIBHBIX CIIydasX NalUEeHTaM C
TPOMOOLIMTONIEHUEN WM HapyUIEHUsSMH remocrtasa. JIroOble JaHHble O 0€30MacHOCTH U
MMMYHHOMY OTBETY IIPU TAKOM BBEJCHHHU CIEAYET IPUBECTHU B pazaene 4.4.>.

4.3. IIpoTHBOIOKA3aHUA.

[IpoTuBOmOKa3aHUs, Kak MOPaBUIO, OTPAHUUYMBAIOTCA aOCOIIOTHBIMU
IIPOTUBOINOKA3aHUSIMHU, KOTOPbIE AKTYaJIbHbI HA MOMEHT BBEJICHHS.
Heo6xonumo, kak MUHUMYM, yYKa3aTh CJIEAYIOIICE:
<[ToproBoe HaumMeHOBaHHE| HE CcIeAyeT BBOJAUTH JHUIAM C HU3BECTHOU
TUNIEPYYBCTBUTEIBHOCTHIO K JIIOOOMY KOMIOHEHTY BaKI[UHBI>;
<Ilomo6HO APYrUM BaKIIMHAM, BBEJICHHE [TOPrOBO€ HAUMEHOBAHUE | JTUIAM C OCTPHIMU
TSDKEJIBIMU JIUXOPAI0YHBIMU 3a00JICBAHUSIMU CIEAYET OTIOXKUTH>,

4.4. Ocobbie yka3aHUS ¥ MEPHI IPEIOCTOPOKHOCTH IIPH IPHMEHEHHUH.



Ecnu 310 npruMeHnMO, TPUBOAATCS CIAEAYIOIINE YACTO BCTPEUAIOIIUECS YKa3aHUS:
<IlomoOHO BceM HMHBEKIHOHHBIM BaKI[MHAM, MPH BO3HHUKHOBEHHH PEIKO
BCTPEYAIOIIErocs MOCcie BBEACHHS BAKIIMHBI aHA(PWIAKTUYECKOTO SIBJICHUS HEO0OXOIUMO
BCErJa pacrojaraTb BO3MOXHOCTbIO OKa3aHUs MEJUIMHCKOW MOMOIIM U OCYILECTBICHUS
HAOIIOACHUS>;
<[ToproBoe HauMEHOBAaHUE| HU MPHU KAKUX CIy4asX HE JOIMYCKaeTcs BBOAUTH B

COCYIHCTOC PYyCJI0>,

<B mpotiecce npou3BOACTBa JAHHOTO Mpenapara UCIoJIb30BaICs THOMEPCAI, B TOTOBOM
npenapaTe MOTYT COXPAaHATHCS €ro OCTATOYHOE COAEPKAHUE, BCIEACTBHE YETrO0 MOTYT
BO3HUKATh PEAKIIUU CEHCUOMITU3AINIT>;

<[Tomo6GHO OCTaNbHBIM BaKI[MHAM, 3alTUTHBI KIMMYHHBIA OTBET MOKET BO3HUKAThH HE Y
BCEX BaKIMHUPYEMBIX JIUI[>.

B nanHOM pa3jene Takke cielyeT OlMHUCcaTh:

HEJIOCTATOYHYI0 MPOPUIAKTUYECKYI0 I()PEKTUBHOCTh WM OTPAHUUYCHHYIO
MEPEKPECTHYIO MPOPHIIaKTHUECKYIO A((PEKTUBHOCTH B OTHOIICHUH IITAMMOB HJIA CEPOTHUIIOB
, HE BKIIIOYCHHBIX B BaKI[UHY;

CUTyalluu, HapUMEpP, BBEJACHUE JIMIIaM, HAXOJASIIUMCS B MHKYOAIITMOHHOM MEpPUOJe
3a00s1IeBaHus, WU MONYJIALMH (HAIPUMEp, MOXKHUIIBIE), Y KOTOPBIX 3(PPEKTUBHOCTDh BaKLIMHBI
HE U3y4aliach U B IIEJIOM HE 0XKHJIaeTCs;

(akTOpbl, KOTOPBIE XapaKTEPHBI JIJIs1 HAPYLIEHHOTO UMMYHHOT'O OTBETA.
B oTHOIIEHNN KUBBIX aTTEHYHPOBAHHBIX BaKIMH HEOOXOAMMO OMHCATh BO3MOXHOCTb
nepeayd BAaKIMHHBIX IITAMMOB, a TakK)Ke€ BO3MOKHOCTb PEBEPCUU BHUPYJIEHTHOCTH WIIU
peaccopTaluy co MTaMMaMH JUKOTO THIIA.

4.5. B3arMozeHcTBHe C APYTHMH JICKapCTBEHHRIMH IpeNapaTaMH U JpyTHE BAALI B3aHMOACHCTBHA

B manHOM pa3zene Heo0X0UMO pa3rpaHUIHUTh YKa3aHUS [0 OJJHOBPEMEHHOMY BBEICHHUIO
, OCHOBaHHBbIC Ha KIMHMYECKHX JAHHBIX, OT TAKWX YKa3aHWUW, OCHOBAaHHBIX Ha OOIIMX
npuHOHUNax. B 1esomM yJaoBIETBOPUTENbHBIC JaHHBIE, MOJYyYEHHBIE IO pe3yJibTaTaM
OJTHOBPEMEHHOT'O BBEJICHHS PEIPE3CHTATHBHON BaKIIMHBI OMPE/ICICHHOTO THIa (HarmpuMmep,
KOMOWHUPOBAHUE BAKITUHBI JIJIs1 TPOQPMIAKTUKY MU TEprH, CTOIOHAKA, KOKITIONIA U BaKITUHBI
C IPYTMMU aHTUT€HaMHU C OJTHOM M3 HaXOMSIIMXCS Ha PHIHKE BAKIMH ISl TPOPUIAKTUKU
KOPH, SMUJAEMUYECKOTO MApOTUTA U KPACHYXH), TOJDKHBI CITY)KUTh B KA4ECTBE 00OCHOBAHUS
oO0IIero ykazaHus o OJJHOBPEMEHHOMY BBEJICHUIO.

HeobxoauMo omucath KIMHUYECKA BAXKHYIO M MOTEHIIUATBHO KIMHUYECKH BAKHYIO

MMMYHHYIO HHTep(EpEHIIHIO.



Heo0xoamMo OTMETHTh OTCYTCTBHE JAHHBIX 00 OJHOBPEMEHHOM BBEJICHHH BMECTE C
BAKIIMHOM OIPEJICICHHOTO TUIIA, €CJIM BEPOATHOCTh OJJTHOBPEMEHHOTO BBEICHUS Mpenapara C
HEH BBICOKA, HAIIPUMEP C UCIIOJIH30BAHUEM CIICAYIOITNX (OPMYIUPOBOK:

<V namueHTOB, MOJIYyYaKIIUX UMMYHOJCHPECCUBHYIO TEpaNWIO, U MAIMEHTOB C
MMMYHOJIS(PUITUTOM MOXKET HE PA3BUTHCS JOCTATOUHBIA UMMYHHBIN OTBET>;
<BwMecTe ¢ [TOproBoe HaMMEHOBAHHME | HE JIOITYCKACTCSl BBOJUTH UMMYHOTJIOOYJIMH>;
<IIpu HEOOXOUMOCTH HEMEJICHHOTO 00ECIIeYeHHs 3alUThI, [TOPrOBOE HAUMEHOBAHUE |
JIOTyCKAEeTCS BBOJUTH BMECTE€ C [HOPMAJIBHBIM, X-CHEIU(PUIHBIM] UMMYHOTJIOOYJIHMHOM.
Brenenue [ToproBoe HAMMEHOBAHKE | © UMMYHOTJIOOYJIMHA CIIETyET OCYIIECTBIISTH B pa3HbIC
KOHCYHOCTH>.

4.6. ®epTHILHOCTB, 66pEMEHHOCTD H JIaKTaIlHA.

J1J1st BakIuH, KOTOpBIe OYyT BBOAUTHCSA UCKIIOUUTEILHO B IPEIyOepTaTHOM BO3pacTe,
JOCTATOYHO yKa3aTh:

<[ToproBoe HauMEHOBaHUE| HE MPETHAZHAYCHO ISl B3pOCIbIX. J[aHHBIE O TPUMEHEHUU
BO BpeMs OEpEMEHHOCTH U JIaKTallUM y YeJIOBeKa, a TakXKe Pe3ybTaThl PEeNpPOTyKTHBHBIX
HCCIIEIOBAHUM HA JKUBOTHBIX OTCYTCTBYIOT>.

JIng BakuuH, MpeaHa3HAYCHHBIX MJIsl JIUIl IETOPOJHOIO0 BO3pacTa, B JAaHHOM pasjelie
HEOOXOJMMO OITMCATh MMEIOIIUMCS JOKJIMHHUYESCKHHA M KIMHHUYECKHUHU OIBIT B OTHOIICHUH
TAKOM MOIYJISALUY.

JI71s1 ”HAKTUBUPOBAHHBIX BAKIIMH 11€J1€CO00PAa3HO MPUBECTH CIICTYIONIYI0 PEKOMEHIAIUIO:
<[lomoO6HO APYruM WHAKTHBUPOBAHHBIM BaKIIMHAM, BPEH IS TUIOJA HE OXKHIACTCS.
Onnako [TOProBoe HAMMEHOBAHME | ClIeIyeT MPUMEHSITh BO BpeMsi OEPEMEHHOCTH TOJIBKO MPHU
SIBHOM PUCKE UHPUIIUPOBAHUS>.

JKuBble aTTeHyMpOBaHHBIE BAKIIMHBI, KaK MPaBHUJIO, MPOTHUBOMOKA3aHbl BO BpEMs
O0epeMeHHOCTU. B ciydae ecii BakilMHa SIBJISIETCS XOPOILIO HM3YYEHHBIM IpernapaToM, B
OTHOIIICHHH KOTOPOTO UMEETCSI ONBIT MPUMEHEHHUS B COOTBETCTBHH ¢ TpeOoBaHusaMu [IpaBui
pPErucTpaliii U AKCIEPTU3bl JEKAPCTBEHHBIX CPEJCTB JJISI MEAUIMHCKOTO MPUMEHEHUS,
yTBepkJIeHHbIX Pemennem CoBera EBpa3uiickoil SJKOHOMUYECKOW KOMHUCCHUU OT 3 HOSAOps
2016 1. Ne 78, mocTtaroyHo ykaszaTh MHGOPMAIIMIO O HEIEeJIecO00pa3HOCTH BaKIIMHAIIUU BO
BpeMsi 0€pEeMEHHOCTH MIPU OTCYTCTBUU SIBHOM HEOOXOIUMOCTH.

JI1s1 ”THAKTUBUPOBAHHBIX BAKIIMH B OTHOILICHUU JIAKTALIMU MPU OTCYTCTBUU JAHHBIX, KaK
MPaBUJIO, YKA3BIBACTCS CIEAYIONIEE:

<BnusHUe Ha NeTed, HaXOAIMXCS Ha TPYJHOM BCKapMJIMBAHUHU, BBEJICHUE [TOPTOBOE
HaUMEHOBAHHUE]| UX MaTePsIM, HE U3y4aJIOCh™.

PexoMeHganuyu B OTHOIIEHUM XUBBIX aTTEHYMPOBAHHBIX BAKIIMH COCTABJISIOTCS B
WHIUBUIYaJIbHOM TOPSIIKE.



4.7. Bimsaane Ha CIOCOOHOCTD YIIPABJIATh TPAHCIOPTHEIME CPEACTBaMH B paboTaTh C
MEeXaHU3MaMH.

JI1st BakiyH, KOTOpbIe OyAyT BBOAUTHCA UCKIIOYUTEIBHO B MpemyOepTaTHOM BO3pacTe,
JOCTaTOYHO yKa3aTh:

<[ToproBoe HauMeHOBaHHE| HE MPEIHA3HAYEHO I B3POCIBIX>.

Ecnu BakimHa npepHasHayeHa B3pOCIbIM, IIPUBOAATCA CTaHAAPTHBIE PEKOMEHIAIUN.

4.8. HexxenarenbHbIe peaKIiy.

B nanHom pasznerne s BaKUMH JOJKHBI OBITH IMPHUBEACHBI CIEAyIOLIME yKazaHus (
CBEJICHU):
a) JaHHBIE O MECTHBIX U CUCTEMHBIX PEAKLIHSIX;
0) ocoOble 3ameuaHuss 00 ONPEIEICHHBIX HEKEIaTeIbHbIX JEKAPCTBEHHBIX peakusaX (
HaIpuMep, JUX0paaka, GeOpUIbHbIE CYJOPOTH);

B) HEXKEJIaTeJIbHbIE JIEKAPCTBEHHBIE PEAKIMU U 4acTOTa UX BO3HUKHOBEHMS I10
BO3pPACTHBIM TpyNmaMm, YUCIO 103, aHAMHE3 BaKUHWHALMK, BOSHUKIINE B XOJ€ KIMHUYECKUX
UCCIIEJOBAaHUI U IO pe3yJibTaTaM MOCTPETUCTPALMOHHOTO HAOII0ICHHUS;

r') ocoOble yKa3aHusi O JII0OOM MOBBIIIEHUH YaCTOThl BO3HUKHOBEHUS HEXKEIaTEIbHBIX
JEKapCTBEHHBIX PEAaKUUi, OTMEYABUIMXCS MPHU OJHOBPEMEHHOM BBEJICHUHU C JAPYTUMH
BaKI[MHAMM.

4.9. Ilepeno3npoBKa.

HeoOxonnMo onucaTh BeChb UMEIOLIUICS OMBIT Nepeno3upoBku. CienyeT ykas3arb, 4TO
Nepe03upPOBKa MAJIOBEPOSITHA MIPU JAaHHOU (hopme BbIITyCKa (HAampuMep, MpeaBapUTEIbHO
3aIlOJIHEHHBIN LIIPHIL).

5. ®apMaKoIorHIecKue CBOMCTBA
5.1. ®apmakoHAMUYECKHE CBOKCTBA.

B nmanHoM pazzgene HeOOXOAUMO KpaTKO 000ONIUTH (HampuMep, B BHUJE TaOJIMIIbI)
HanOojiee 3HAYMMbIE WMMYHOJOTHYECKHE JaHHbIE (UCMOJB3ys HaumOoyiee 3HAYMMBIC
napaMeTpbl) U BCE BaJIUIHBIE OIEHKH dKcIepuMeHTalbHOW 3¢ dexktuBHOCTH (efficacy) u
peanbHOM dpdexTuBHOCTH (effectiveness) (¢ yueToM HETOCTATKOB OTHOCUTEIBHO MOy JISIIHH
, Y KOoTOopoi oHU omnpenensiauchk). [Ipy HEoOXOAMMOCTH JaHHBIE CIEAyeT pa3leluTh Ha
MEPBUYHBIC CEPUM BAKIIMHAIIMN M OYCTEPHYIO BAKIIMHAIIUIO, TI0O BO3PACTHBIM T'PYIIIIAM HIIH
Ipyrum dakTopam (HarmpuMep, HMMYHOJIETTPECCHS).

B pazgen momyckaeTcsi BKIIOYUTH CBEJIEHUsSI 00 YCTAaHOBJICHHOM HIIM TMPEINOIaracMoM
UMMYHOJIOTHYECKOM KOPPENSITe MPOPUITAKTUKH.

6. ®apmareBTHIECKHE CBOICHUS



6.1. IlepeueHs BCIOMOTaTENbHEIX BEMIECTB

BcnomMorarenbHble BellecTBa HEOOX0IMMO NIEPEUUCTUTh B COOTBETCTBUM C HACTOSAIIUMHU
TpeOOBaHUSAMH, MCIOJIb3Ysl COOTBETCTBYIOIIME OOLIECNPUHATHIE HauMeHoBaHus. 11omo6HO
BCEM BCIIOMOTaTEIbHBIM BEIECTBAM KOHCEpPBAHTHI B pasjaene 6.1 cimemyer ykas3bBaTh
Ka4eCTBEHHO, a4 HE KOJIMYECTBEHHO.

B paspmene 6.1 He ciegyeT NepedyucisTh OCTATOYHOE COAEPKAHUE PEAKTHBOB,
HCIMOJIb30BAaHHBIX INPHU MPOU3BOACTBE. OIHAKO OIpPEIEIICHHBIE OCTATOYHBIE IPUMECH,
HampuMmep, MPUMECH AaHTUOMOTUKOB WM WHBIX TPOTHBOMHKPOOHBIX TIPEnaparos,
UCIIOJIb30BAaHHBIX B MPOW3BOJCTBE U M3BECTHBIX CBOMMHU aJJIEPIr€HHBIMU CBONCTBaMH,
CIOCOOHBIMU BBI3BIBaTh HEKEJATEIbHBIE PEAKLHH, JIOIYCKAETCS yKa3blBaTh B paszzene 4.3
OXJIIL.

BcnomoraTenbHble BelecTBa BaKIUH, (POPMOI BBIITYCKa KOTOPBIX ABJISIETCS HECKOJIBKO
MEePBUYHBIX YMAKOBOK WJIM IINPHUIIBI C JBOWHOW KaMepoil, HEOOXOAMMO yKa3aTh Ha
IIEPBUYHOM YIIAKOBKE UJIA KaMepe.

B OXIJIIlI m nucTKe-BKIAABIINIE HE JOMYCKAETCS HCIOJb30BaTh COKpAIEHHBIE
HAaVMEHOBAHUS BCIIOMOTAaTENbHBIX BellecTB. OJHAKO NPU HEXBATKE MECTA COKPAILCHHBIE
HaMMEHOBAHUS BCIOMOTATENbHBIX BEIIECTB JOMYCKAETCS YKa3blBaTb B MapKUPOBKE MpHU
yCJIOBUH, 4TO OHU paciudpoBanbl B paszaeine 6.1 OXJIIL.

B pasnene 6.1 He yka3bIBalOTCS aAbIOBAHThI U a1cOPOEHTHI. OTHAKO €CJIM 3TU MaTepHalIbl
OPUCYTCTBYIOT B BAaKLWHE, JAHHBINA pa3/es JOJKEH COJEpKaTh CChUIKY HA MX YKa3aHUE B
pazaene 2 OXJIIL.

6.2. HecoBMecTHMOCTD.

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

Heo6xonumo mpuBecTH COOTBETCTBYIONIEE CTaHAAPTHOE yKa3aHue, a UMeHHO: <He
NpUMEHUMO>, <IIpH OTCYTCTBHH pE3YJIbTaTOB HCCIECAOBAHHH COBMECTHMOCTH BAKIHHY HE
caenyer CMelIuBaTh ¢ APYTUMH JIEKapCTBEHHBIMH MIpenapaTaMu> Wi <BaKIHHY He caeayeT
CMEIINBATh C APYTHMMH JIEKAPCTBEHHBIMH IIPENAapaTaMH, 34 HCKJIIOYEHHEM YIMOMAHYTHIX B
pazzaeie 6.6>.

dapmakoJoruiecKkass HECOBMECTUMOCTh BaKIIMHBI (HAPUMED, 1N ViV ), B3aUMOJICHCTBUE
C IpyrMMU JIEKAPCTBEHHBIMU MpenapaTtaMy WM MUIIEH, B pazaene 6.2 HEe OMUCHIBAIOTCS,
ITOCKOJIBKY 3TO OTHOCHUTCS K KinuHnuyeckon yactu OXJIIL.

6.3. Cpok rogHOCTH (CpPOK XpaHEHH).

VYkazaHue cpoka TOJHOCTH (CpoKa XpaHEHHs) HEBOCCTAHOBJICHHBIX M BOCCTAHOBJICHHBIX
BaKIUH (MpH HEOOXOJUMOCTH) JIOJXKHO COOTBETCTBOBATH HACTOAIIUM TPEOOBAHUSAM U aKTaM



opranoB EBpasuiickoro sxoHoMuueckoro cotosza (mamee — Coro3) B cdepe oOparieHus
JICKAPCTBEHHBIX CPEJICTB.

6.4. Oco6xle yka3aHHUsA IO XPaHESHHIO.

VYkazaHue Mep NpeoCTOPOKHOCTH MO XPAHEHUIO JOJIKHO COOTBETCTBOBATH HACTOSIIIUM
TpeboBaHMsIMU U akTaM opraHoB Coro3a B cdepe oOpaiieHus JeKapCTBEHHBIX CPECTB.

6.5. Xapakrep u coJiepkaHHe YIIAaKOBKH <H CIICIHUAIFHOE 000py10BaHHE IS HCIIOIB30BaHNU,
BBEICHHS WIA HMIUIAHTallHHA>.

VYkazaHue xapakTepa U COJAEPKUMOrO YNAKOBKH B JAHHOM pa3/eje IO0JIKHO
COOTBETCTBOBATh HACTOSIIUM TpeOOBaHUSIM U akTaMm opraHoB Coro3a B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEJICTB.

Heo6xonumo yka3ath KOJIMUECTBO /103 MHOTOI03HBIX BaKIIMH BO (hJIaKOHE.

6.6. Oco6r1e MepEI MPeIOCTOPOKHOCTH IIPH YTHIIM3AIMK HCIIOIE30BaHHOTO JIEKAPCTBEHHOTO
Ipenapara Wik OTXO0B, MOXY9ISHHBIX II0CIIe IPUMEHEHHS JIKapCTBEHHOT'O IIpenapara, i Apyrue
MAaHHITYJIAIMH C IpenapaToM.

Ecnu BakuMHa MOAJIEKUT BOCCTAHOBJICHUIO, OMHUCAHHE €€ BHEIIHEro BHUJA 10
BOCCTAHOBJICHUS IPUBOAUTCS B pa3zieiie 3, a mociie BOCCTaHOBJIEHUs — B pazneine 6.6 OXJIIL.
JI71s1 Bcex BakIMH HEOOXOJIMMO TaKKe MPUBECTH YKAa3aHHE O HEOOXOJAMMOCTH MPOBEPKU
BHEIIHETO BHJAAa INpenapara Imepen BBeaeHHEeM. [Ipu HEOOXOAMMOCTH yKa3bIBAIOTCS
JIOTIOJIHUTENIbHBIE UHCTPYKITUU.

B pazgene 6.6 npuBonsaTcs cBeleHUs, HEOOXOAUMBbIE PAOOTHUKY aNTEKH UM UHOMY
MEIUIIMHCKOMY paOOTHUKY JJIsl TPUTOTOBJICHUS TMpenapara K BBEJCHUIO BaKIIMHUPYEMOMY
muity. OJTHaKO CBENICHUsI, HEOOXOUMBIE Bpauy WM WHOMY MEIUIIMHCKOMY PAOOTHUKY IS
BBEJICHUS TpernapaTa BaKIMHUPYEMOMY JIHUIly, HE JIOMYyCKaeTCs yKa3biBaTh B pazjeie 6.6,
MMOCKOJIbKY OHHU JIOJKHBI COAEPKATHCS B KIIMHUYeCKUX paznaenax OXJIII.

B oTHOIIEHUHU KUBBIX BaKIIMH HEOOXOJMMO MPUBECTH KaK MUHUMYM yKa3aHHUE Ha
HEOOXOAMMOCTh YTHJIM3AIMU TIpernapara, MaTepHalOB, BCTYMABIIUX B KOHTAaKT C
JEKapCTBEHHBIM TMpenapatoM, W (WJIM) OTXOJOB, B COOTBETCTBUU C TpeOOBaHUSIMU
3aKOHOJATENbCTBA rocy1apcTB — wieHoB Coro3a B cepe OMOoIOruueckoi 6€30MacHOCTH.

B oTHOmIEHNNM MHAKTUBUPOBAHHBIX BAKIIMH HEOOXOJAMMO, KAK MUHMMYM, MPUBECTH
yKazaHue 00 YyTWJIM3allud HEUCIOJb30BAaHHOW BAaKIMHBI U OTXOJIOB B COOTBETCTBUU C
TpeOOBaHUSAMH 3aKOHOJATENbCTBA TOCcyAapcTB — wieHoB Coro3a B cepe Omoiorunyeckoi
0€30IacCHOCTH.

II. Conenuansabie TpeOOBaHMA K MAPKHPOBKE BAKIIUH



B oTtHomeHun BaKIIMH HeO6XOI[I/IMO IIPpUHHUMAaTh BO BHHMAHHUC CJICAYIOIIHC
JOITIOJIHUTCIIBHBIC TpC6OBaHI/I$I.

1. BropudHas ymakoBka

dapmalleBTUUECKHE CYOCTAHIIMM U aJbIOBAHT WU aJCOPOCHT (IPU HAJIUYUHM)
HEO0OXOAMMO OTPa3UTh KAYECTBEHHO U KOJIMYECTBEHHO HA €IMHHMILY J03bl B COOTBETCTBHHU C
paznenoM 2 OXJIII, 3a UCKIFOYEHHUEM CITy4aeB HEXBATKU MECTA, MPU KOTOPBIX JIOMYCKAETCS
HCII0JIb30BaTh COKpAIlCHHbIE HAUMEHOBAHMS ONPENEIECHHBIX aJbIOBAHTOB U aJICOPOEHTOB,
eciu oHu pacimudposansl B OXJI

KonnuecTBo 103 MHOTOJ0O3HBIX MpPENapaToB HEOOXOJAMMO YKa3blBaTh B MEPBHUYHBIX
yIakoBKax (KoHTeHepax). Ha BTopu4yHOil ynakoBKe IOIyCKAETCSl HE YKa3bIBATh CBEJICHHUS O
KJIETOYHBIX CUCTEMAX, UCIOJb30BaHHBIX B KAYECTBE MPOU3BOJCTBEHHBIX cyOcTpaToB. CiI0BO
"MUKpOrpamMMmbl", Kak NOpaBUiIO, CIEAYEeT YKa3blBaTh B MapKHPOBKE IMOJHOCTBHIO, 3a
UCKIIFOYEHUEM CIIy4YaeB 3HAUYNTEIIbHOW HEXBATKU MECTA, PU KOTOPBIX JOMYCTUMO yKa3bIBaTh
"MKr", ecim 3T0O 000CHOBaHHO M OTCYTCTBYIOT OIACEHMSI C TOUKHU 3PEHHsI O€30aCHOCTH MPH
NPUMEHEHUH BaKI[UHBI.

Ha BTOpHMYHON ynakoBKe yKa3bIBa€TCs IMEPEUECHb BCIIOMOTATEJbHBIX BEIIECTB B
cooTBeTcTBUM ¢ paznenom 6.1 OXIJIIL. OgHako mpu HEXBATKE MECTa JOMYCKaeTcs
MCII0JIb30BaTh COKPAILEHHbIE HAWUMEHOBAHUSI OMPE/IEIEHHBIX BCIIOMOTaTEIbHbIX BEIIECTB,
€cJIi OHU pacimu(poBaHbl B 00ITIEH XapaKTepUCTUKE JIEKApCTBEHHOTO MIpernapara.

Ecnau BTOpHuYHas ymakoBKa COJIEPKUT JOMOJHUTENIbHBIE MaTepuasbl (Hampumep,
TaMIIOHBI, UTJIBI U JIP.), HA Hel HEOOXOAMMO NEPEUUCIIUTD O0IIIee COAECP)KUMOE YIIaKOBKH.

Ha BTOpuuHOI ymakoBke HEOOXOAMMO MPUBECTU MOJHOE MPEAYNPEKIACHUE IO
YTWIM3ALUU HEUCIIOIb30BAaHHOTO IIpenapara u (W) OTX00B. B ciayyae ecian Ha BTOpUYHOM
YIIAKOBKE HEJAOCTATOYHO MECTa, YKa3bIBAETCS CChUIKA Ha HAJIWYME HHCTPYKUHHN 10
YTUIM3ALUU B JTUCTKE-BKIIA IbIIIIE.

2. IlepBugHas ymakoBka HEOOIBIIOroO pa3Mepa

Ha nepBuuHOl ymakoBKe HEOOJIBIIOTO pa3Mepa JOMyCKaeTCs MCIOIb30BaTh KpaTKUE
HAaMMEHOBAHUS JIEKAPCTBEHHBIX (POPM B COOTBETCTBUU ¢ HOMEHKIIaTypoii JIeKapCTBEHHBIX
dhopM, HO TIPH YCIIOBHHM UX MPEEMCTBEHHOT'O HCTOJIb30BAHUS BO BCEX SI3BIKOBBIX BEPCHSIX
MapKupoBKH. Ha mepBUYHOM yIakKOBKE MaJIOT0 pa3Mepa JICKapCTBEHHYIO (hOpPMY JOIMyCKaeTCsI
HE yKa3blBaTbh, €CJIM TEKCT HM3JIO)KEH B COOTBETCTBHH C TpeOoBaHUSIMHU K MapKHUPOBKE
JIEKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHUS U BETEPUHAPHBIX JICKAPCTBEHHBIX
cpencTB, yrBepKaeHHbIX Pemenuem CoBeta EBpa3uiickoil 5KOHOMUYECKONH KOMHUCCHHU OT 3
HOosAOpst 2016 r. Ne 76 m mpunoxenueM Ne 17 k TpeOOBaHMSIM K HMHCTPYKIHUH IO



MEJIUIIMHCKOMY TMPUMEHEHHUIO JIEKapCTBEHHOTO Iperapara M oOIIel XapaKTepUcTHKE
JIEKApCTBEHHOr0 Tpemnapara, yTBepxkacHHbIMUM Pemenunem Coeta EBpasuiickoit
AKOHOMHUYECKOU KomMuccuu oT 3 HosaOpst 2016 1. Ne 88.

3. OTpeIBHAsS MapKHPOBKA

I[epxcaTeJm PETUCTPAINOHHOIO YAOCTOBCPCHUA BIIPABC IPUKIICUTL HA IICPBUYHYIO
YIIAKOBKY OTPBIBHYIO 3THUKCTKY, KOTOPYIO MOKHO HCIIOJIB30BAaTh AJII BHCCCHHUA HAHHBIX 00
HMMYHHU3alIUH B JOKYMCHTAIIHUIO ITAIIMCHTA.

IV. JIncTok-BKIaaBIII

JIucTOK-BKIAJBIII HEOOXOJUMO COCTABJISATh HA OCHOBAaHUHU OOILIEH XapaKTEPUCTUKHU
JIEKapCTBEHHOTI'O MpernapaTa ¢ UCHOJIb30BaHUEM MOHIATHOMN Ui MOTPEOUTENsI TEPMUHOIOTUH.
CokpalleHHbIE TEPMHUHBI UCIIOJIb30BaTh HE JIOMYCKAETCSA, MOCKOJIBKY pa3Mepbl TEKCTOBOTO
T10JIS1 JIMCTKA-BKJIA IbIIIA HE OTPAHUYCHBI.

B nuctke-Bkiaapilie HEOOXOIUMO OMUCHIBATH CBOMCTBA BCEX KIETOYHBIX CHCTEM,
HCIIOJIb30BAaHHBIX IIPU IPOU3BOJCTBE, M, €CIM 3HAYMMO, HCIIOJb30BaHHUE TEXHOJIOTUU
pexkomOuHanTHoi JIHK B cooTBeTcTBHM C ykazaHusmu, npeaycMoTpeHHbiMH B OXJIII,
BKJIIOYasi HMCIOJB30BAHME TAKOTO BBIPAXKEHUSA, KaK <moJydeHa oT kiaeTtok XXX [mo
TEeXHOJIOTHH pekomMbuHaHTHoH JIHK >

B nuctke-Bkiaapiie He0OOX0AUMO yKa3aTh NOJPOOHBIE MHCTPYKIMH AJIsl TOTPEeOUTENs 1O
MPUMEHEHUIO0, pabOTe M YTUIU3AINH JIEKAPCTBEHHOTO TIpenapara.
Bwmecro cokpanienus "MKr" ¢i10Bo "MHKpOrpaMMbl' yKa3bpIBa€TCA MOJTHOCTHIO.

Ecnu BakumHa colepXUT aAbIOBAHT WU aJICOPOEHT, B JIMCTKE-BKJIAABIIIE TPUBOIUTCS
CJeIyIolIee WM SKBUBAJIEHTHOE YKa3aHue: <B BakIHHY B Ka4eCTBE [aIbIOBAHTA, a/IcOpOEHTa
| aobaBieno BeujectBo [X]. [AabIOBaHTHI, a1cOpPOCHTHI] — 3TO BEIIECTBA, /J00ABISIEMBIC B
COCTaB HEKOTOPBIX BAKIIHH B LEJIAX YCKOPEHHS, YJIyUIIeHHUI U (WJIH) YITTHHEHHUS 3aI[HTHOTO
JICHCTBHS BAKIIHHbI>.

V. Ilepeuens npumepoB nHGoOpMaruH, ykazsiBaeMor B OXJII Bakmua
1. ITpuMmeps! 06IMENPHHAATEIX HAUMEHOBAHMH MHOTOKOMITOHOHTHIX BaKIIHH

Baxknuna mist npodunaktuku nudrepun, CTOTOHSIKA U KOKITIOIIA (aAcOpOMpOBaHHAs );
Bakmuna s npodunaktuku nudTepuu, CTOJOHSIKA U KOKIoma (OeckieTouHas,
cyOpequanYHas) (agcopOupoBaHHas);
Bakmuna nnst mpodunaktuku audTEpuu, CTOJOHSIKA, KOKIioma (OecKieTouHas,
cyorenunnunas) u renatuta B (p/IHK) (ancopOupoBannas).
Baknuna ang npodunaktuku renatuta A (mHaktuBupoBanHas) u remaruta B (pIHK) (
azicopOMpoBaHHas);



Bakuuna mis npodunaktuku audrepuu, cToOHSIKA, KOKJoma (OeckieTodHas,
cyobenuanyHas) 1 Haemophilus Tuna b konsrorupoBanHas (aacopoupoBaHHas);

Baknuna mis nmpodumaktuku gudrepuu, cToiOHsSIKA, KOkitoma (OeckieTodHas,
cyobenquunuHas), renatuta B (pJHK) u mnonuomuenura (umHakTHBHUpOBaHHAas) (
azcopOMpoBaHHas);

Bakmuna nnst mpodunaktuku audTepuu, CTOJOHSIKA, KOKIoma (OeckieTouHas,
cyobenunmnynas), renatura B (p/IHK), nonnomuenura (nnaktuBupoBanHas) 1 Haemophilus
TUTa b KOHBIOTHPOBaHHAA (aACOPOUPOBAHHAS).

2. ITpumepsl mpeacraBinenns pasgena 2 OXJIII

Bakuuna mis npodumaktuku gudrepuu, cToNOHsSIKA, KOKoma (OeckieTodHas,
cyobenunnunas) u renaruta B (pIHK) (aacopOupoBannasi)
1 no3a (0,5 Mi1) COIEPKHUT:
Hudrepuiinbiit AHATOKCHH | He menee X ME
CTonGsuHBbIii AHATOKCHH | He MeHee X ME

|
< >
Bordetella pertussis’ <mTamm (THI) arraroTHHOTEHa> ( He merce X ME

WHAaKTHBUPOBAHHAS)

IToBepXHOCTHBIN aHTUTEH renaTUTa B3 X MKT

! AncopOupoBaHHBIN Ha aTIOMUHUS TUAPOKCUE TUAPATUPOBaHHOM (X MT Al).

2 [Tonyden u3 nmpoxokeBbIX KieTOK (Saccharomyces cerevisiae) Mo TEXHOJIOTHU
pekomOunanTHoM JIHK.

3 AncopbupoBanHas Ha amtomMuHusa Gocdare (X mr Al).
TlonHbIi epedeHs BCIOMOTaTEIbHBIX BEMECTB NPUBEECH B paszeine 6.1.

Bakmuna 11 mpodriiakTHKY renaTtiTa A (MHaKTHBAPOBAHHAS)
u renarata B (pJHK) (ancopbupoBanHas)

1 no3a (1 M) coepxur:
Bupyc renatuta A <tur> (MHaKTHBUPOBaHHBIi) 2 X UOA-enunun

IToBepXHOCTHBIN aHTUTEH renaTuTa B4 X MKT

1 [Tonyden u3 aumIonaHBIX KIeTokK yeaoBeka (MRC-5).
2 AncopOupoBaHHBINA Ha ATIOMUHUS TUAPOKCHIE THApaTUpoBaHHOM (X Mr Al).

3 [TonyyeH U3 OpOXKKEBBIX KIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOuHanTHOM JIHK.

4 Ancop6upoBanHas Ha amomuHus docdate (X mr Al).



IlonHbI nepedeHh BCIOMOTaTeIbHBIX BEIECTB NpUBEEH B paszeie 6.1.
Baknuaa oy mpodmnakraku Haemophilus Tuna b xorbsiorupoBannas u renarura B (pIHK)

1 no3a (0,5 M) COIEPKUT:

[Momucaxapux Haemophilus tuna b

X MKT
(monmupubo3upuduToNdochar)
KOHBIOTHpOBaHHEIM ¢ Neisseria meningitidis
ceporpynnsl B <mramm>
. . Y — Z mxr
OCNKOBBI KOMILIEKC HAapyXHOW MeMmOpaHBHI — B
Ka4yecTBE HOCHTEIs
IToBepxHOCTHBIN aHTUreH renatuTa B 1.2 X MKT

! [TonyyeH W3 NpOXIKEBBIX KJIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOunanTHoi JIHK.

2 AncopbupoBannas Ha amoMuHUS Gpocdate (X mr Al).
IlonHbI epedYeHs BCIOMOTaTEIbHBIX BEIECTB NPHBECH B paszeine 6.1.
Baxnuna a1 mpoHIaKTHKH POTABHPYCHOH HHPEKIHH

[Tocne BoccranoBienus 1 qo3a (2,5 mir) conepxuT:

PeaccopranT poTtaBupyca pe3yca/denoBeka ceporuna |

. y X 10° BOE!
(>KMBOI1, aTTEHYHPOBAHHBIN )
PeaccopTanT poraBupyca pe3yca/deoBeKka cepoTumna 2

PTAT pOTARIPYES DY P X 10° BOE!
(>KUBO, aTTEeHYHPOBAHHBII)
PeaccopranT poraBupyca pe3yca/denoBeka ceporuna 42

TR poTanibyea pesY P X 10° BOE!
(>kuBOM, aTTeHYHPOBaHHBII)
Porasupyc esyca ceporvma 3 3 (5KUBOW,

pyc  pesy p ( % 105 BOE!

aTTeHyHPOBAaHHBIN)

I brsamkoobpasyromiye eTuHUIIbI.
IlonHbI IepeYeHh BCIOMOTaTeIbHBIX BEIECTB MpHBEICH B paszeine 6.1.

Baxnmaa mis npodriakTAky AudTepun, CToM0HAKa, KoKoma (6eckieTounas, cyobe IMHIIHA),
renaruta B (pTHK), nommomuennra (uHaxTuBrpoBanHas) © Haemophilus Tima b
KOHBIOTHPOBaHHAs (aacOopOHpOBaHHAN)

[Tocne BoccranoBienus 1 go3a (0,5 M) conepxuT:
N3HavyanpbHO B BUAE CYCIICH3UM:

JudrepuitHbrii AHATOKCHH | He MeHee X ME

1

CToNOHSYHBIN aHATOKCHH He menee X ME



Anrturens! Bordetella pertussis <mramm

(THN arrITHHOTEHA)>

KOKITIONIHbIH aHATOKCHH | X MKT
®uIaMeHTHBIH reMarTIoTHH X MKT
HCpTaKTI/IH] X MKT
IloBepXHOCTHBIN aHTUTEH renaTuTa B3 X MKT

[NonnoBupyc (MHaKTUBUPOBAHHBIN )

i 1 "mramm" X D-aHTHI€H-€JUHHL]
THI 2 "mramMm" X D-aHTUTeH-€ TUHUIT
THII 3 <UITaMM> X D-aHTHTeH-€ TUHUIL

M3HauanwsHO B BHAC IIOPOIIKA:

Homucaxapung Haemophilus Tuma b
X MKT

(r[0J11/1p1/1603I/IJ1pI/I6I/IT0J1qJ00(1)aT)3

KOHBIOTMPOBAHHBIH C CTOJIOHSIYHBIM aHATOKCUHOM — v_7
— 7 MKT
B KauecTBe OeJIKa-HOCHUTEIS

I AncopOUpOBaHHBIN Ha ATFOMUHUS THUIPOKCUE TUAPATUPOBAHHOM (X MUJUIUTPAMMOB
Al).
2 [TonyyeH W3 IPOXKKEBBIX KJIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOuHanTHOM JIHK.

3 AncopOupoBanHas Ha amomMuHus docdare (X mmmmurpaMmon Al).
TTomHBIN NEpeYeHs BCIIOMOTaTEIHHBIX BEIECTB IPABEACH B paszzene 6.1.

Baxmuna mis npodmnaxruku renatura B (p/IHK)

1 noza (1,0 mu) conepkur:
[ToBepxHOCTHBIV aHTUTEH renartuTa B

(OenkoBbIe MOHOMEPHI S, nipe-S1 u npe—S2)1’ 2 X MKT

! [Toyuen n3 mermmabX (C1271) kmeTok o TexHonoruu pekomounantHoi JIHK.

2 AncopOupoBaHHBIN HA ATFOMUHUS OKCHJIE THApaTUpoBaHHOM (X Mr Al).
TTomHBIN NEpeYeHs BCIIOMOTaTEIHHBIX BEIECTB IPABEACH B paszzene 6.1.

Baxnunaa 1 mporIaKTHKY KOPH, SIHAEMIUIECKOT0 MapOTHTa
¥ KpaCHYXH (XKHBas)
[Tocne BoccTtanoBnenust 1 no3a (0,5 Mi1) COIEPIKUT:

1
Bupyc xopn™ <mrramm> ne menee 1103 H,Z[KKSO2
(>KUBOA, aTTEHYHPOBAHHBII)



Bupyc snunemuueckoro napOTI/ITal "mramm" ne menee 110° I/IJIKKSO2
(>xuBOM, aTTeHYHPOBAHHBIH)

1 n n
Bupyc kpacHyxu" "mramMmm He menee 1103 1 ﬂKKsoz

(>xuBOM, aTTeHYHPOBaHHBII)

1 HOHY‘ICH 13 KJIETOK TuMa "KJIeTodyHas CHUCTCMaA, UCIIOJIb30BaHHAs B HpOI/ISBO,IICTBG".

2 Cratuctudecku OIIpeEsieMOe KOJIMUECTBO BUPYCa, KOTOPOE JOJIKHO MH(PUIUPOBATH
50 % KIEeTOYHOU KYJIBTYPHI.

IlonHbI epedYeHs BCIOMOTaTEIbHBIX BEIECTB NPHBECH B paszeine 6.1.

BakunHa 1151 TpoMIaKTHKY ITHEBMOKOKKOBO#H HHPEKIINH
moJIMcaxapuaHas (TenTaBajleHTHAd, aACcOpOMpOBaHHAN)

1 no3a (0,5 mur) comepKuT:

Streptococcus pneumoniae, cepotun 4, nonI/Icaxapm[1 X MKT
Streptococcus pneumoniae, cepoTuir 6B, IIOJII/IC&XEIPI/II[I X MKT
Streptococcus pneumoniae, ceporut 9V, nonncaxapmxl X MKT

Streptococcus pneumoniae, ceporuin 14, nwmcaxappml X MKT

Streptococcus pneumoniae, ceporurr 18C, oamnrocaxapu

ﬂl

MKTI

Streptococcus pneumoniae, ceporun 19F, monncaxapun

) X MKT

Streptococcus pneumoniae, ceporumr 23F, nonrcaxapun

) X MKT

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

7103Y).
IlonHbI nepedeHs BCIOMOTaTeIbHBIX BEIECTB NpHBEEH B paszeine 6.1.

3. Ilpumeps! ykazanus ceefeHuil B pazaene 6.5 OXJIII
[Tpumep 1
<ITo 0,5 mi cycneH3uu B MpeABAPUTEIBHO 3aMOJHEHHOM MImpule (ctexno | tuma) ¢

YIUIOTHUTENEM MOPIIHS (XJIOPOYTUIIKAYUYK) B KOMILIEKTE C UTJIOW UM 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 (cTexsio I Tuma) ¢ ymiaoTHUTEIEM MOpIIHS (

XJIOPOYTHIIKAYy4yK) B KOMIUIEKTE C UTJION B yMakoBKe 1o | mTyke.>.



[Tpumep 3

<ITo 0,5 ma cycnensuu u 0,5 M1 pacTBopa B MPEABAPUTEIHHOM 3aMOIHEHHOM HITTPUILE (
cTekio | Tuma) ¢ qBOHHOIM KaMepoi, YIUIOTHUTENEM TOPIHA (CMeCh XJIOPOYTHUIKaydyKOB),
KOJIMAaYKOM HakOHEUYHUKa (OpoMOyTHIKAaydyykK) U OOXOJHBIM YIUIOTHUTENEM  (
OpoMOyTHIIKAYIyK)
B yNakoBKe 1o 1 mryke.>.

[Tpumep 4

<ITo 10 mu (20 0,5 mu 103) cycnien3uu Bo (uiakone (crekio | Tuma) ¢ ymioraurenem (

OpoMOYTHUIIKay4yK) B YIIAKOBKE 10 1 mITyKe.>.

"TIPUJIOXKEnue Ne 4
K TpeOOBaHUSIM K MHCTPYKIIUH MO
MEAULUHCKOMY TPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa u
o01Iel XxapaKTepUCTHKE
JIEKapCTBEHHOTO TIperapara Jis
MEIHULMHCKOTO IPUMEHEHUS
(B penakuuu Pemenust Coseta
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 21 ¢espans 2025 r. Ne 18)

VKA3AHUA

0 MCTIOJIE30BaHMI0 MEMITMHCKOTO CII0OBaps TEPMHHOB I PETYISTOPHON AESTEIEHOCTH (
MedDRA) npu onmucaHuy HeXeJIaTeIbHBIX PeaKuii B HHCTPYKIAY 10 MEUITHHCKOMY
IPHUMEHEHHIO JIEKapCTBCHHOTO IIpenapaTa i 00mei XapaKTepHCTHKE JICKapCTBEHHOTO Ipenapara
JUIA MEUITMHCKOTO IIPAMEHEHUS

Bce HexenaTenbHblE peaklMM HEOOXOJUMO CTpPYNIHUPOBATH B COOTBETCTBHH CO
CJICAYIOIIUM MOPSIKOM Ha OCHOBAaHUU CUCTEMHO-opraHHbIX KiaccoB (COK) Meauimuckoro
CJIOBaps TEPMUHOB JJisi peryisitopHon nesrenbHocTd (MedDRA). Kak npaBuiio, TepMuHbBI
MedDRA crneayet xinaccuduimpoBath B cOOTBETCTBUHU ¢ Hambosiee noaxoasmum COK,
CBSA3aHHBIM C OPraHOM-MUILIEHBIO.

st Toro, 4ToObl MPOBECTU HMIACHTU(DUKAIMIO HEXENaTeNIbHbIX peakiuil Hanbosee
MPOCTBIM M KIIMHUYECKHU MOJAXOALIMM I YUTATENsI COCOOOM, HEOOXOIUMO MPUMEHSTh
parMaTU4YHbIN MOJX0J K PacloyiokKeHUI0 TepMuHOB. Hanpumep, B 00111el XapaKTepuCcTUKe
JIEKapCTBEHHOI'0 IIpenapara JONyCKaeTcsl MCIOJIb30BaTh PACIOJNOKEHUE OTAEIbHBIX
npeanouTuTeabupix TepMuHoB MedDRA Bropuuno mno otHomenutro k COK wunum
UCII0JIb30BaTh MECTOIOJIOKEHUS, HE COOTBETCTBYIOIME B TOUHOCTH cTpykType MedDRA. B
cllydae ecii B OOIIYI0 XapaKTepPUCTUKY JIEKAPCTBEHHOIO Mpenapara HeoOX0IuMO BKIIOYUTh
OpeAnoYTUTENbHbIE TepMUHBI "OTKIOHEHHE OT HOPMBI PE3yIbTAaTOB (DYHKIMOHAIBHBIX
neyeHoyHbIX npo0", "I'ematut" u "lleuenounas sHiedanonatus", Bce OHU yKa3bIBAIOTCS B
€MHOM CHCTEMHO-OpraHHOM Kjacce "HapymieHust co CTOPOHBI IEYEHH U JKEITYEBBIBOIAIINX
myTen'", a He pacIpenensatoTCs 0 OTAEIBHBIM CUCTEMHO-OPTraHHbIM KJaccaM "Hapymenuns co



CTOPOHBI NIEYEHHU U JKETYEBBIBOIAIMINX IyTel", "HapylieHus co CTOpOHbI HEPBHOW CHCTEMBI"
u "JlabopaTopHble M1 HHCTpyMEHTAIbHbIEC JaHHBIE".

ITepegens COK:

WH(EKIUU 1 UHBA3HH;

I00pOKaueCTBEHHBIE, 37I0KAaU€CTBEHHbIE U HEYTOUHEHHbIE HOBOOOpPa3oBaHUs (BKIIIOUas
KUCTBI U TIOJIUIIBI);

HapyLIEHUsI CO CTOPOHBI KPOBU U IMM(PATHUECKOU CUCTEMBI;

HapyLIEHUsI CO CTOPOHBI UMMYHHOU CHCTEMBI;

SHIOKPHHHbBIEC HAPYLIEHUS;

HapyIIeHUs MeTaboI13Ma U MUTaHUS;

NICUXUYECKUE HApYIICHUS;

HapyLIEHUsI CO CTOPOHBI HEPBHOW CHCTEMBI;

HapyILIEHUs CO CTOPOHBI OPraHa 3pEHUS;

HapyLIEHUsI CO CTOPOHBI OpraHa ciiyxa v JaOUpUHTA;

HapyIIEHUs CO CTOPOHBI CEp/IIa;

HapyLIEHUsI CO CTOPOHBI COCYIOB;

HapyLIEHHUSI CO CTOPOHBI JIBIXaTEJIbHOM CHCTEMBI, OPTaHOB IPYJAHON KIETKH H

CPElIOCTEHUS;

HapyLIEHUsI CO CTOPOHBI KEITyA0YHO-KUIIIEYHOT O TPAKTA;

HapyILIEHUs CO CTOPOHBI IEYEHHU U JKETYEBBIBOASILNX My TEH;

HapyLIEHUsI CO CTOPOHBI KOXKH U IMOJKOKHBIX TKaHEH;

HapyIIEHUS CO CTOPOHBI MBIILIEYHOM, KOCTHOM U COEIMHUTENIbHON TKaHH;

HapyLIEHUsI CO CTOPOHBI IOYEK U MOYEBBIBOIAIINX MYTEH;

OepeMEeHHOCTb, TOCIEPOIOBBINA NEPUO U NIEPUHATATIBHBIE COCTOSIHHUS;

HapyLIEHUsI CO CTOPOHBI PENPOAYKTUBHOM CUCTEMBI U MOJIOUHBIX JKEJIE3;

BPOJKJICHHBIE, CEMEMHBIE U TEHETUYECKHE HAPYILICHHUS;

oOlue HapylIeHUsI U peaKkuu B MECTE BBEJICHUS,

71a00paTOpHbIE U UHCTPYMEHTAJIbHBIE JAHHBIE;

TPaBMbl, MHTOKCUKALIUU U OCJIOKHEHUS MPOLIEYP;

XUPYPrUYECKHE U METULMHCKUE MPOLEAYPHI;

collMajbHble OOCTOATEILCTBA,

poOJIEMBI C TTPOTYKTOM.

Onucanune HeXXeNaTEIbHON peakuu JOJKHO OCHOBBIBATHCS HA HauboJjee MoIX0sAIeM
tepmuHe. Kak npaBuiio, 3T0 ypoBeHb MPEANOYTUTEIBLHOTO TEPMUHA, OJIHAKO B HEKOTOPBIX
CIly4asix JOIMYCKAaeTCs MCIO0JIb30BaTh TEPMHUHBI HUKHETO YPOBHS WJIHM IPYIIIOBBIE TEPMHUHBI,
HaIpuMep, BEPXHEro ypoBHA. JlomyckaeTcs ananTupoBaTh HAMMEHOBAHUS TI'PYIIOBBIX
TEPMUHOB, €CIU 3TO JeNlaeT MX Oojee MOHATHBIMU YUTATENI0 OOIIeH XapaKTepUCTHUKU
JIEKapCTBEHHOI'O Ipenapara, HalpuMep, He JOIMYCKaeTcsl MCIOJb30BaThb abOpeBHUATYpbI
HB/IP (ne BxirouyeHHblii B napyrue pyOpuku) u HY (HeyTouHeHHBIN) B o00mIel



XapaKTEepUCTHKE JICKAPCTBEHHOT O Mnpemnapara. [Iopsaok clioB Ipu yKa3aHUH HEKeNlaTelIbHOU
peakuuu JOJDKEH OBITh €CTECTBEHHBIM ISl MPUHATOM MEIUIMHCKON TEPMHHOJIOTHH,
HarpuMmep, "MHTEepCTUIIMANIbHASI THEBMOHHUS", a HE "MTHEBMOHUS UHTEPCTULIMAIbHAs" .
B HekoTOphIX ciiydasiX B IESAX YJYUYIICHHS BOCIPUATHS pa3peniaeTcsi He3HAYUTEIbHO
Moau(UIIMPOBAaTh TEPMUHBL. B OTHOMIEHWH KOHKPETHOTO COCTOSIHUS HEOOXOIUMO
UCIOJIb30BaTh HauOojiee IUPOKO NMPUMEHSEMbI TEPMHH, HalpUMEp, MPEANOYTUTEIHHO
ykasatb "cunapom Yepmxa-Crpocca” BMecTO "aJutepruuecKuii rpaHyJieMaTO3HbIA aHTUAT .
B mpenenax xaxxgoro COK MedDRA HexenarenbHble peakiiuu KIacCUuDUIIMPYIOTCS B
COOTBETCTBHUHM C YaCTOTON WX BOZHUKHOBECHHUSI:

oueHnb yacto ( 1/10);

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

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

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

oueHsb penko (< 1/10000);

4acTOTa HEU3BECTHA (Ha OCHOBAaHUHU UMEIOIUXCS TAHHBIX OLIEHUTh HEBO3MOKHO).

[lepen onpenesieHUEM YaCTOThI BOBHUKHOBEHUS HEXKENaTEIbHbBIX SIBIICHUI HA OCHOBAHUU
CUCTEMATU3UPOBAHHBIX UCCIIEIOBAHUN (KIIMHUYECKUX UCCIENOBAHUN U APYTUX UCTOYHUKOB)
B LIEJISAX JIOTUYECKOW TPYNIUPOBKU KIMHUYECKU POJICTBEHHBIX COCTOSIHUN HCIOJb3YIOTCS
Hajuiexamue ypoBHu MedDRA wuepapxun. Hanpumep, y manueHTOB perucTpUpOBaAIOCHh

n

"

OCTypajbHOE TOJIOBOKpPY)KEeHHE", "TOJIOBOKpY)KeHHE Npu (Qusmdeckodt Harpyske" u
UMONATUYECKOE TOJIOBOKpYKeHHE" (¢ yacToTod 2 % Kaxaoe), UX CIEAYeT OTpPa3uTh B
oO11el XxapaKTepruCTHKE JIEKApCTBEHHOTO MpernapaTa Kak "ToJIoBOKpyskeHue'" ¢ yactotoit 6 %
MalKreHToB (Mpernonaras, 4To KaKJI0My MallueHTy COOTBETCTBYET TOJIBKO OJIHO COOOIIEHUE
O TOJIOBOKpPYXEHHH). B HEKOTOpBIX clydasix TakXe JIOMyCKaeTcsi MCIO0Jb30BaTh
CUTYaTHUBHYIO TPYNIHUPOBKY TEPMUHOB WIIM aJIalTUPOBATh IpymnoBbie TepMuUHEI MedDRA,
ecu uMeronuecs rpymnmnoBbie TepMuHbl MedDRA He mpuMeHUMBI TIOJTHOCTBIO (HAIpuMep,
COOOIIIEHUST O HEeXKeNaTeIbHBIX PeaKIUiX MpeJAcTaBleHbl Kak "auapes", "quapes B cTaauu
oboctpenus”, "xuakuii ctyn", "BoASHUCTBIA cTyn", "KUIeUHAs] TUNEPKUHE3US" U 1Ip., B
HEeNsSX 3HAYUMOCTU M YJYUIICHHS BOCHPUATHUS OOIIEH XapaKTepUCTUKHU JIEKApPCTBEHHOTO
npenapara naueHTaMy JaHHbIE HeXeIaTeIbHbIE PEAKI[UU MPEICTABISIIOTCS B BUE €TUHOTO
TepMuHa "nuapes', a s ONpPECIICHHs] YaCTOThl €€ YaCTOThI CIIEIyeT MCIOIb30BaTh 00IIee
KOJIMYECTBO TaKUX ClIy4yaen).".

4. B namMeHoBaHUM TpuiiokeHus Ne 5 K yka3aHHBIM TpeOOBaHHSIM CIOBO "
XapaKTEepUCTHUKE" 3aMEHUTh CIIOBOM "XapaKTEpUCTHUKHU'.

5. IIpunoxenus Ne 6 — 16 x ykazaHHBIM TPEOOBAHUSIM U3JIOKHUTh B CICIYIONMICH peIaKIIuu
"[IPUJIOJKEHME Ne 6
K TpeOOBaHUAM K HHCTPYKIIUH TIO
MC,Z[I/II_II/IHCKOMY HpI/IMCHeHI/I}O
JICKapCTBCHHOTI'O ITpfriapara u
o0l1ieit xapakTepucTruke



JIEKapCTBEHHOTO TIpernapaTa Jyst
MEIUIIMHCKOTO TPUMEHEHHS
(B penakunu Pemennst CoBeta
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUH
ot 21 ¢epains 2025 r. Ne 18)

ITEPEYEHbD
CTaHJAPTHEIX (JOPMYIHPOBOK I YKa3aHUA YCJIOBHI XpaHEHHUS JIEKaPCTBEHHBIX IIPENapaToB

<Xpanuts npu temmeparype He Boiie [25 C, 30 C]> unu <XpaHuTh Npu TEMIEpAType
Huxke [25 C, 30 CJ>;
<XpanuTth B xonoauiabHuke (2 — 8C)>;

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

TPaHCHOPTUPOBATH B XOJIOIUIbHUKE (2 — 8 OC)1>;
<XpaHuUTh B MOPO3WIILHOW KaMepe MIpU TEMIIEpaType [TeMIepaTypHbIi Juarna3oH |>;
<XpaHuTh M TPAHCIOPTUPOBATH B 3aMOPOXKEHHOM BHJE NpPU TemIiieparype [

TEeMIIEpaTypPHBIN ﬂnanasoH]>2 iy <XpaHUTb U TPAHCIIOPTUPOBATh B MOPO3UJIIBHOU KaMepe

IIpU TEMIIEPATyPE [TeMnepaTypHbIN ):[HanasoH]>2 ;

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

<XpaHuTh [BU]I IEPBUYHON YITAKOBKH (I<0HT€:I7IHepa)]3 IJIOTHO 3aI(pI>ITI>IM>4;

<XpaHUTh B OPUTUHAIBHOM [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, |

TEMIIEPaTypPHbIN I[I/IaHaBOH]>5 ;
<... JUIsl TOTO, YTOOBI 3alUTUTh OT [CBETA, BJIATHU|> WU <... JJIs 3alIUTHI OT [CBETA,
BJIaru|>.

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

UCIIOJIb30BaHUS CKOOOK:

[TekcT] — B moJie MEXTy CKOOKaMH BHOCUTCSI HH(POPMAIIAS UCXOS U3 YKa3aHHBIX B HUX
YCIIOBUH;

<TEKCT> — B MOJI€ MEXIY CKOOKaMH TEKCT BBIOUPAETCS WM YIAISETCS U3 MPEATI0KEHHBIX
CTaHAApPTHBIX (POPMYIMPOBOK B 3aBUCUMOCTH OT BHUJa JIGKAPCTBEHHOTO Mpernapara.

! JlaHHBIC MO CTAaOMIIBHOCTH, TTOJIy4YeHHBIE TTpu TemmnepaTtype (25 £2) C /(60 £ 5) %
OTHOCHUTEJILHOM BIIAXKHOCTHU JIOJKHBI OBITh MPUHSITH BO BHUMAaHUE MPU NPUHSATUU PELICHUSI O



BO3MOHOCTH TPAHCIIOPTUPOBKU IIPH OTCYTCTBHUHU OXJIAKIACHUAI. 910 AOITYCKACTCA TOJBKO B
HCKIIOYUTCIIBbHBIX CIIydasax.

2 Vkazanue JIOTTyCKAETCsl UCIOJIb30BaTh, TOJIBKO €CJIM MO pe3yJibTaTaM HCCIIeI0BaHUM
CTAOMILHOCTH IIPUHSATO COOTBETCTBYIOIIEE PCIICHHE.

3 KonkpeTHoe Ha3BaHuE BUAA YIAaKOBKH, KOTOpas OyJeT MCIOIb30BaThCA (HampuMmep,
OyTbUIKa, OJUCTEp, KAPTOHHAS MayKa U T. I1.).

4 Crnenyer UCnonb30BaTh, €CIIH JIEKAPCTBEHHBIN MpenapaT 4YyBCTBUTENEH K CBETY U (UJIH)
Biare. Hanpumep, "XpanuTh B OpuruHaIbHOM (QIIaKOHE /IS 3aIIUTHl OT cBeTa", "XpaHUTh
(bJaKoH MIOTHO 3aKPBITHIM /I 3aIUTHI OT Biaru", "XpaHuTh OJUCTEp B KAPTOHHOM Mayke
JUTS 3alUTEI OT cBeTa'.

> B 3aBHCHMOCTH OT JIEKapCTBEHHOM (DOPMBI U CBOMCTB JIEKAPCTBEHHOTO Iperapara
MOXET BO3HUKHYTb PUCK YXYJUIEHUS KauyecTBa U3-3a JAEHUCTBUS (pu3nueckux (akTopoB,
HAIIPUMEDP, €CIIM MpernapaTr MOJABEPracTcs BO3ACHUCTBHI0 HHU3KHX TeMmmeparyp. Huzkue
TEMIIepaTyphbl B HEKOTOPBIX CIIy4yasix MOTYT OKa3bIBaTh BIMSHUE Ha yMakoBKy. Heobxoaumo
JOTOJHUATENBHO YKa3bIBaTh 3Ty BO3MOKHOCTh. Hampumep, "mexkapcTBeHHBIN mpemnapaTr He
TpeOyeT crenuanbHbIX YCIOBUN XpaHEeHUS, HE XpPaHUTh Mpu Temneparype Hike 8C".

6 (DOPMYJII/IPOBKEI HCIIOJIB3YCTCA B ClIydasaX, KOraa INpuBCIACHHLIC B 3633H3X IICPBOM —

ABeHaauaToM Hacrosuiero Ilepeunst popMyIUpOBKH HE TPUMEHUMBI.

[MTPUJIOXKEnue Ne 7
K TpeOOBaHUSIM K MHCTPYKLIUH MO
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIperapaTa u
o011el XxapaKTeprCTHKE
JIEKapCTBEHHOTO TIpenapara Jis
MEAHULMHCKOI0 IPUMEHEHUS
(B penaxkuuu Pemenus Coseta
EBpa3uiickoil 5KOHOMHUUYECKOH KOMHCCUI
ot 21 despamns 2025 r. Ne 18)

TPEBOBAHUA
K YKa3aHMIO MaKCHMAJIFHOTO CPOKa T'OJHOCTH (CPOKa XpaHEHHS) CTEPHIFHBIX JICKAPCTBEHHBIX
IpenapaToB [MOCJIe IIEPBOro BCKPHITHA WIH BOCCTAHOBJICHHS

1. O6mue monoxeHus

Hacrosimue TpeOGoBaHUsS pacmpoCTpaHSIOTCS HA BCE CTEPHIIbHBIC JIEKAPCTBEHHBIC
npenapatsl Il MEAUIIMHCKOTO IPUMEHEHUS, 32 UCKIIOYEHUEM painodapMaleBTUUECKUX U
MIPUTOTOBJISIEMBIX WJIH MOIUGMUIIUPYEMBIX €X tempore JeKapCTBEHHBIX MPEnapaToB.

[TockoabKy MpeaycMOTpPETh BCE BO3MOXHBIE YCIOBHUS, NMPU KOTOPBIX Ipenapar OyayT
BCKpPBIBAaTh, Pa3BOJUTh, BOCCTAHABIMBATh, XPAHUTh U JIp., 3aTPYAHUTENIBHO, MOJIb30BATEIb
HECET OTBETCTBEHHOCTH 3a MOJJIEpKAaHUE KauecTBa JIEKAPCTBEHHOIO IIpenapara, BBOJAUMOTO
nauueHTy. Jepkarenb perucTpalliOHHOTO YJIOCTOBEPEHHS 0053aH MPOBECTU HEOOXOIUMBbIE



MCCIIEIOBAaHUSI W YKa3aTh COOTBETCTBYIOIIHME CBEJCHUS O HUX B HHPOpPMAIMU s
MOJIh30BaTelIsl (Hanpumep, o0Iel XapaKTepUCTUKE JICKapCTBEHHOTO TIpenapaTa, HHCTPYKIIUH
0 MEIUIMHCKOMY MPUMEHEHHUIO (JIMCTKE-BKJIAJbINIE) JIEKAPCTBEHHOI'O IIpenapara,
MapKHpPOBKE) B COOTBETCTBUM C MNpPUMEpaMHU, YKa3aHHBIMH B paszjielie 2 HACTOSIIHUX
TpeOOBaHUI U BBIJIEICHHBIMUA KYPCHUBOM.

B oTHOlIeHMH yka3zaHUsS CPOKOB T'OJHOCTH (CPOK XpaHEHUs) U yCIOBUM XpaHEHUS
OTHECIBbHBIX KATErOPUW CTEPUIIBHBIX JIEKAPCTBEHHBIX IPENAPATOB IOCIE HX BCKPBITHS
3asBUTENI0 HEOOXOAMMO TakKe yduThiBaTh mosoxkenuss dapmakonen EBpaszuiickoro
AKOHOMHUYECKOTO COI03a, yTBepkAeHHOM Pemennem Konnernn EBpa3uiickoil 5KOHOMUYECKOM
komuccuu oT 22 aBrycta 2020 r. Ne 100.

B nHacTosmux TpeOOBaHUSAX CPOK XpaHEHUs (CPOK TOJHOCTH) MMOHUMAETCSA KakK MepUo/I
MEXKY BCKPBITHEM IEPBUYHONW YMAKOBKHM (KOHTEilHepa) JIEKapCTBEHHOrO Ipenapara u
BPEMEHEM €r0 BBEICHHS MALUHUEHTY, NPOJOJDKUTEIBHOCTh BBEICHUSA NIPU STOM HE
YUYUTBIBAETCA.

2. CrepuibHBIC IIpENapaThl, HE COACPIKAIMHE aHTHMUKPOOHEIE KOHCEPBaHThHI
2.1. O6mmue yka3aHHA

<Xumnueckas U pusndeckas cTaOMIBHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO

npenapara noATBep:kaeHa B TeueHue X yacoB (aueit) mpu Y C.>;

<C MHUKpOOMOJIOTUYECKON TOYKU 3PEHUS, €CIU METOJl BCKPHITUSA (BOCCTAHOBIICHUS,
pa3BeJieHUs) HE NPEnsTCTBYeT MUKPOOHOW KOHTaMHHAIlMU, JIEKapCTBEHHBIN Mpenapar
MO/JIEKUT HEMENJIECHHOMY PUMEHEHHIO.>;

<Ecnu neKapCTBEHHBIN IpenapaT HE BBEJECH HEMEIJIEHHO, XpPaHEHHUE T'OTOBOTO K
MIPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara U 00ecreueHrue yCaoBUM ABISIETCS 00s13aHHOCTBIO
MIOJIb30BATEIS.~.

2.2. YKa3aHHUA I JIEKapCTBEHHBIX IIPENapaToB Il HEQY3Hii WM HHbEKIUH

<Xumnueckas U pusndeckas cTaOMIBHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara noATBep:kaeHa B TeueHue X yacoB (aneit) mpu Y C.>;
<C MHMKpOOMOJOTMYECKOW TOYKM 3PEHHs Npernapar MOMJIEKHUT HEMEIIEHHOMY
npuMeHeHuto. Eciu npenapar He BBEAEH HEMEAJIEHHO, XPAaHEHUE FOTOBOTO K MPUMEHEHUIO
npernapaTta U 00ecredeHue yCIOBHN 10 BBEACHHUS SBISETCS 00SI3aHHOCTBIO I0JIB30BATENS, B
[[EJIOM HE JIOJDKHO NpeBbIMaTh X 4acoB mnpu temmneparype 2 — 8 C unm Y 4acoB npu
Temneparype He Bole 25 C, eciiu BOCCTaHOBJIEHUE (Pa3BEIECHUE) U T. I1. HE OCYIIECTBISIOCH
B [IPOBEPEHHBIX U BAIMIUPOBAHHBIX ACENTUYECKUX YCIOBUIX.>.



3. JlekapcTBEeHHBIE IpenapaThl Ha BOJHOM OCHOBE, 00JIafaloNie aHTAMUKPOOHBIM IeHiCTBHEM, H
JIeKapCTBEeHHBIE IpernapaTsl Ha BOJHOM OCHOBE, COAepIKalie aHTUMHKPOOHBIe KOHCEPBAHTEHI.
Be3BoHBIE IEKapPCTBEHHEIE IIPENapaThl (HaIlpUMep, MacIITHBIE)

<Xumuueckas u pusndeckas cTaOMIBHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara noATBepkacHa B TeueHrue X yacoB (queit) mpu Y C.>.
<C MHUKpOOHOJIOTMYECKOW TOUKHU 3pEHUs MOCJE BCKPBITUS JIEKAPCTBEHHBIN IpenapaT
JOTMyCKaeTcsl XpaHUTh He Oosiee yeM Z nHeil mpu temnepatype t C. UHble ycnoBus u
IIPOJOJKUTEIBHOCTD XPAHEHUS ABJISIIOTCS. OTBETCTBEHHOCTBIO 3asBUTEIIS.>.
3asBuTenh 0043aH 000CHOBAThH 3HAUCHHUS Z U t B KQXJA0M ciiydae. 3HaueHHe Z HE TOJIKHO

B II€JIOM MPEBBIIATH 28 THEH.

ITPUJIOXEnue Ne 8
K TpeOOBaHMUSIM K HHCTPYKIIUH MO
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TpemnapaTa u
o01eit xapakTepucTuke
JIEKapCTBEHHOT'O Mpemnapara ajs
MEIUIIMHCKOTO TPUMEHEHHS
(B penakunu Pemennst CoBeTa
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 21 despamns 2025 r. Ne 18)

ITPABAJIA

COCTABJICHUA eJUHbIX JIACTKOB-BKJIAJIbINIEH M OOIIIX XapaKTePHUCTHK JIEKapCTBEHHOTO MpemnapaTa
Ha pa3HbIe JO3HPOBKH

1. Kpurepru 00beIMHEHNA HECKOIBKAX JO3UPOBOK B €UHYIO OOIIYIO XapaKTEPUCTHKY
JIEKapCTBEHHOTO IIpenapara

B nensx ymnporiieHust paboT MO OIEHKE PETHUCTPALIMOHHOTO JOChE U AKCIEPTHU3BI
uH(pOpMaIUK O JEKapCTBEHHBIX IMpenapaTrax CleayeT IS BCEX SI3bIKOB COCTABIISThH €IUHbBIC
o0lIMe XapaKTepUCTUKH JIEKAPCTBEHHOIO Mpernapara B OTHOIIEHUH Pa3HbIX JO3UPOBOK OJHOU
U TOU ke JeKkapcTBeHHOU (opmbl. OOmUe XapaKTepUCTUKU JICKAPCTBEHHOTO TMperapara
JOJKHBI OBITh TOJHOCTHIO UACHTUYHBI (32 MCKIIOYEHUEM CHEeHUGUUYHBIX IS JT03UPOBOK
CBEJICHMI1), HampuMmep, €ClIM MOKa3aHus K MPUMEHEHUIO ISl pa3HBIX JIO3UPOBOK HE
COBIAJAIOT, TO OOIIME XapaKTEPUCTUKHU JEKAPCTBEHHOTO IpernapaTta KOMOMHUPOBATH HE
JIOTyCKaeTCsl.

B oTHOMmIEHNN 00bETMHEHHBIX TEPMUHOB HEOOXOMMO HCIIOIH30BATh TOJIBKO MEPBUYHYIO
JeKapCcTBEeHHYI0 (hopMy, HATpUMEpP, BO3MOKHO KOMOMHUPOBAHUE "PaCcTBOP ISl UHBEKIIUNA BO
(bnakone" u "pacTBOp I UHBEKIMH B TPEIBAPUTEIHHO 3aTIOJTHEHHOM IIMpUIle" ¢ yKazaHuEM
TOJIBKO "pacTBOP AJIs1 UHBEKLIHI'".

[Ipu nepBUYHON perucTpaluul JEKAPCTBEHHOIO Mpemnapara CleAyeT HCIOJIb30BaTh
enHbIe 00IMEe XapaKTePUCTUKH JIEKAPCTBEHHBIX MPETapaToB.



B ciiyuae ecnu jgekapCTBEHHBIN MpenapaT BbITYCKAETCSA B Pa3JIMYHBIX JIEKAPCTBEHHBIX
dbopmax uHPpopMaLUs O KaxA0W JIEKapCTBEHHOW (popMe TaHHOTO MpernapaTa Beerjaa JoJKHa
OBITH TIPE/ICTABIICHA B PA3HBIX OOMIMX XapaKTEPUCTUKAX JIEKAPCTBEHHOTO TIpernapara.

2. CocraBiieHHE €UHBIX OOMMX XapaKTEPUCTHK JIEKAPCTBOHHBIX IpENapaToB

B paznenax, B KOTOPBIX MPUBOIATCS CIICHUDUYHBIE 1S Pa3IUYHBIX JO3UPOBOK CBEICHHUS,
HE0OXO0IMMO UCITO0Ih30BaTh M0/13aT0JIOBKH.

[Ton3aronoBok HEOOXOAUMO BBIAEIUTHh MOJYEPKUBAHUEM, OH JIOJIKEH COJEPKATh
HanMMEHOBAHME JICKAPCTBEHHOI'O Mpemnapara, JO3UPOBKY (JO3UPOBKH), K KOTOPHIM OH
MIPUMEHHM, U JIEKapCcTBeHHYI0 hopmy (Hampumep, "X, 5 mr, Tabnetku", "X, 10 mr, Tadnetku"
u ap.). Ilocne ykazanums crnenu@UIHON IS JTO3UPOBKH HHEGOpPMAIUM HEOOXOIMMO
MIPEYCMOTPETh OMPEACIICHHBIM MTPOMEXKYTOK YTOOBI YETKO 0003HAUUTh KOHEIl Celu(PUIHOM
uH(pOpMaIU 1 BO30OHOBIICHNE YKA3aHUS OOIINX CBEICHUN.

B paznene 1 "HaumeHnoBaHue JIeKapCTBEHHOTO Mpenapara” yKa3blBaTh M03ar0JI0BKH HE
Tpedyercs.

Ipumep:

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

[ToproBoe HanMeHOBaHKE ], 5 MT, TaOJIETKH

[ToproBoe HaumeHnoBanue], 10 mr, TabaeTKu

2. KAYECTBEHHBII1 ¥ KOJIMYECTBEHHLII COCTAB

[ToproBoe HauMeHOBaHUE ], 5 MT, TaOJIETKU

Kaxnas Tabnerka cogepxut 5 mr Z.

[ToproBoe HaumenoBanue], 10 mr, TabaeTKH

Kaxxnas tabnerka cogepxur 10 mr Z.

[TonHbIl MepedeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEICH B pazjeine 6.1.

3. JEKAPCTBEHHASI ©OPMA

Tabnerku

[ToproBoe HauMeHOBaHUE |, 5 MT, TaOJIETKU

TabmeTku oT Ge0ro 0 CIEeTKa KEJITOro IBETa C TpaBUPOBKOH "5" Ha o7HOM cTOpoHE 1 "
Y" Ha 0OpaTHOM.

[ToproBoe nHanmenoBanwue], 10 Mr, TabneTku

TabneTku oT 6e0ro J0 CciIeTKa KeIToro IBeTa ¢ rpaBupoBkoi "10" Ha oIHON CTOpPOHE U
"Y" Ha 0OpaTHOM.

B nocnenyromux pazgenax KOMOMHUPOBAHHBIX OOITUX XapaKTEPUCTUKAX JIEKAPCTBEHHBIX

IpernapaToB MOTYT COJEPIKATHCS PA3INIAIONIUCCS CBEICHUS:
1. HAUMEHOBAHUE JIEKAPCTBEHHOT'O TTPEITAPATA

2. KAUECTBEHHbII 1 KOJIMYECTBEHHBII COCTAB

3. IEKAPCTBEHHA I ©OPMA



Onucanne nekapcTBeHHOH GopMel (Popma, IIBET, pasMephl)

4. KIMHUYECKUWE JAHHBIE

(4.2. PexxuM 103UpOBaHus U CrIoco0 MPUMEHEHHS)

6. DPAPMALIEBTUMECKUE CBOMCTBA

(6.1. ITepedeHpb BcrioMOTaTeNIbHBIX BEIIECTB)

(6.3. Cpox rogHOCTH (CPOK XpaHEHUs]))

(6.5. Xapakrep u coliepkaHue YIaKOBKH <H CIENMAIbHOE 000pyAOBaHUE IS UCIIOIh30BaHUS, BBEICHUS WIIH
UMIUTAHTAIUK>)

(6.6. OcoObie Mepbl MPEIOCTOPOIKHOCTH TPU YTUIM3AIMK HCIIOIB30BAaHHOTO JICKAPCTBECHHOI'O Iperapara Wid
OTXO/IOB, TIOJIyYEHHBIX MIOCJIE TPUMEHEHHS JIEKapCTBEHHOT'O ITpernapara, U Ipyrue MaHUuIyJISLUH C ITpernapaToMm)
8. HOMEP (HOMEPA) PETMCTPALIMOHHBIX YJOCTOBEPEHUI

9. KATET'OPUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

10. AOUMETPUS (ECJIU TIPUMEHUMO)

4. EyHELHA THCTOK-BKIAABIII

IIpaBuna cocTraBieHUs €IMHOTO JIMCTKA-BKJIAABIIIA SBJISIIOTCA CaMOCTOATEIbHBIMU
NpaBUjlaMd W HAOpsAMYI0 HE 3aBUCAT OT MPaBUJI COCTABJIEHUS €JUHON oOIei
XapaKTEPUCTHUKN JIEKAPCTBEHHOTO Ipemnapara. B CBA3M ¢ 3TUM HCIOJIB30BAHUE E€IUHBIX
OoOIIUX XapaKTEPUCTUK JEKAPCTBEHHBIX IMPENapaToB JOMYCTUMO (€ciu COOII0/IEHBI
COOTBETCTBYIOIIME KPHUTEPHUM), JAXKE €CIH COCTABICHHE €IMHOr0 JIMCTKAa-BKIJIAJbIIIA HE
Oy CTUMO.

3asBUTENb BIIPABE NMOAATH 3asBKY HA PErMCTPALUIO C €IUHBIM JINCTKOM-BKJIABIIIEM JJIS
HECKOJIBKHUX JIO3UPOBOK OJTHOM U TOH ke JIeKapCTBEHHOUW (hopMbl. EAMHBINA THUCTOK-BKIIA IBIII
JIOTYCKAETCsl COCTABIIATh MPU COOMIOJEHUU CIEYIOIUX 3 YCIOBUI:

a) PeXUM JO3UPOBAHUs, YKa3aHHBIH B 0OIEH XapaKTEPUCTHKE JIEKAPCTBEHHOIO
npenapara M JUCTKE-BKJIabIIIe, IPEyCMaTPUBAET IO MEHBIIEH MEPE JIBA BApUAHTA PEKUMA
no3upoBaHus (Hampumep, ¢dasza mogdopa 103bl, KOPPEKIHS 036l B 3aBUCHUMOCTH OT
KJIMHUYECKOTO OTBETA WJIM KOPPEKIUS J03bl Y OCOOBIX TPYIIN);

0) nH(opManus B JIUCTKE-BKIAAbIIIE )11 HECKOJIBKUX JTI03UPOBOK MOJHOCTHIO UACHTHYHA
, 32 HCKJIFOUYEHUEM HEOOJIBIIOr0o YKciia CeM(PUUHBIX JJIs JO3UPOBOK CBEJICHUM;

B) IIpeajiaraeMblii KOMOMHHUPOBAHHBIN JINCTOK-BKIJIA/IBIII HE JOMYCKAET MyTaHULIBI MEXTY
IIPUEMOM DPa3HbIX JO3UPOBOK M HE INPUBOJUT K PUCKY HENPABWIBHOIO NPUMEHEHHS
JIEKapCTBEHHOT'O Mpernapara NauueHToOM WIH MOTpeOUuTenem.

B nensx cocrtaBieHHs] KOMOMHUPOBAHHOIO JINCTKA-BKJIAJbIIIA 3agBUTEIb JIOJKEH
BKJIFOUUTH B 3asBJICHHE HA PETUCTPALNIO, TOATBEPKIECHUE perucTpanuu (epeperucTpalmio),

BHECCHHE U3MCHCHUU B PErucTpannoHHOC JOChC COOTBCTCTBYIOIICC 000CHOBaHME.

TTPUJIOXEnuE Ne 9
K TpeOOBaHUAM K HHCTPYKIIUH TIO
MEIUINHCKOMY TTPAMEHEHHIO
JIEKapCTBEHHOTO IIperapara u
o0l1eit xapakTepucTruke
JIEKapCTBEHHOTO Mpenaparta Jijist
MEIHUIUHCKOTO TIPUMCHEHUS
(B penakuuu Pemennst CoBeta



EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 21 ¢espans 2025 r. Ne 18)

ITPABHJIA

yKa3aHHA JO3HPOBKH (KOIMIECTBEHHOT'O CONEPIKAHUA JEHCTBYIOMMX BEIMIECTB) B HANMEHOBaHHH
JIEKapCTBEHHBIX IIPENapaToB

1. O6mue mookeHus

JlexapCTBEHHBII NpenapaT MapKUPYyeTCs B CIEAYIONIEM BUE: "'(TOProBO€) HAUMEHOBAHKE
+ no3upoBka + JekapcTBeHHas (opma'. Takoe ykazaHHe paccMaTpPUBAETCS B KauecTBE
MOJIHOTO HAaMMEHOBAHMSI JIEKAPCTBEHHOI'O0 Mpenapara, B CBSI3U C YEM HMCIOJIb3yeMOe Jaaliee
noHsATHE "HauMeHoBaHue" B HacTosmux [IpaBuiax moHMMaeTcs KaK MOJHOE HAMMEHOBAHUE
JIEKapCTBEHHOTI'O Mpenapara, cojiepxkaliee ykazaHHble 3 3JIEMEHTA.

B cooTtBercTBuu ¢ mynkTom 1 paznena Il TpeGoBanmii K MHCTPYKITUHU IO MEAUITTHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOrO IIperapara M oOIIedl XapaKTepPUCTUKE JIEKApCTBEHHOIO
npenapara il MEIUIUHCKOTO NPUMEHEHUs, YTBEpKIEHHbIX pemenuem CoBera
€Bpa3UNCKON SKOHOMUYECKOU KoMucchuU OT 3 HosiOpst 2016 1. Ne 88 (manmee — TpeboBaHuUs),
MOJ T03UPOBKOM B HAMMEHOBAHUM JIEKAPCTBEHHOTO Mperapara MOHUMAETCS KOJIMYECTBO (
coJiep>KaHue) ACHCTBYIOIIETO BEIIECTBA B €JAMHUIE JICKAPCTBEHHOU (OPMBI, a TaKke B
€IMHUIIE MAcChl WM 00BbEMa JIEKApCTBEHHOTO IMpenapara, 3HAaYMMOe ISl MpaBUIbLHOU
UJeHTU(UKAIIMY U TIPUMEHEHHUS JIEKapCTBEHHOTO Tpenapara. /[03upoBka B HAaWMEHOBAHUH
JIEKapCTBEHHOTI'O MpernapaTa A0 KHa COOTHOCUTHCS ¢ MH(pOpMallUel, ykazaHHOM B paznene 2
1 4.2 o0mIei XxapaKTepUCTUKH JICKAPCTBEHHOTO TIpernapara Jijisi MeTUITMHCKOTO MPUMEHEHHS (
nanee — OXJIIT).

ConeprxkaHue IEUCTBYIOIIETO BEIIECTBA B €IMHUIIE MACChI UM 00BheMa JIEKAPCTBEHHOTO
npernapara TAakK€ Ha3bIBAETCS KOHIIEHTpPALMEd M MPHUBOAUTCS MPEUMYLIECTBEHHO MJIs
HEJI03UPOBAHHBIX JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX IIPENapaToB.

JIJ1s1 HEeKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (DOPM T03MPOBKA BBHIPAKAETCS KOJIMUYECTBOM
NEUCTBYIONIET0 BEIIECTBA, BBICBOOOXKIAEMOTO W3 JIEKAPCTBEHHOW (POPMBI B E€IUHHUILY
BPEMEHH.

VYka3zanue J03UPOBKHM B HAMMEHOBAHHMH JICKAPCTBEHHOTO MpernapaTa 00ecrneunBacT
MPEICTABJICHUE MAIMEHTY HanOoiee 3HaYMMO HHGOPMAIIHH O KOJIMYECTBE JIEKAPCTBEHHOTO
npenapara Ipu ero MPUMEHEHHH, MO3BOJSET JIErKO UACHTU(MUIIMPOBATH JIEKAPCTBEHHBIN
npernapar U OTJIM4aTh €ro OT APYyrux (opM BBIMYCKA 3TOTrO Mperapara, a TaAKKE MO3BOJISIET
Bpayy Ha3HA4aTh JICKAPCTBEHHBIN MPEMAPAT C YUYETOM APYTUX aCIEKTOB Ipoliecca JICUEHUS U
MIPUMEHEHHUS 3TOT0 JIEKapCTBEHHOTro mpenapata. Llens ykasaHusi 103UpOBKHU B 3TOM Cllydae
otnuyHa ot neneit pazaena 2 OXJII u pa3aena 2 MapkKUpOBKH, B KOTOPBIX COjiepKaTcs Ooliee
MOJAPOOHBIC U aHATUTUYECKHE JaHHBIE O TOYHOM KOJUYECTBE Mpenapara Kak B OTHOIICHUH
(dapmareBTUYECKON CyOCTaHIMK (aKTUBHOM YacTH MOJIEKYJIBI JEHCTBYIOMIETO BEIIECTBA), TaK
U JIEKAPCTBEHHOTO Mpernapara. YKa3aHue JO3UPOBKHU JOJKHO OCHOBBIBATHCS HA KPUTEPHUSIX



yaoOcTBa NJii TOHUMaHMs MOTpeOuTesaeM (Ha3HAYAIONIUM JIMIIOM), @ HE Ha KPUTEPHUIX
KauecTBa JIEKAPCTBEHHOT'O Mpenapara (aHATUTHUYECKUX KPUTEPUSX).

Crenenb neranuzanuu Mexay paszaenamu 1 u 2 OXJII moxeTr paznuyarbesi, IO3TOMY
npu ykazaHuu no3upoBku B paznene 1 OXJIIl ne TpeOyercs BKIOYaTh M30BITOUHBIC
CBEJIEHUs, KOTOpBIE cojepkarcs B Apyrux paszzaenax OXJIII u MapkupoBKe JIeKapCTBEHHOTO
npenapata. Eciau 1o3upoBKa B HAUMEHOBAHHUM JIEKAPCTBEHHOTO MPENapaTa OTPaXaeT TOIbKO
oO11ee KOJMYECTBO ACHCTBYIOLIETO BEIIECTBA B MEPBUYHON YNAKOBKE, B IPYTUX pasienax
OXJIIT u mapkupoBKe JIEKAPCTBEHHOTO TMpenapara HeoOX0AUMO MPUBECTH YETKOE yKa3aHUE
oOmiero oobemMa M KOHIEHTpAluU Ha €AMHUIy 00beMa B COOTBETCTBUM C yKa3aHUSMH K
tabmnuie B myHkTe 2.3.5 nacrosmux [IpaBun. AHalorudHo, eciiv J03MpOBKa B HAUMEHOBAHHUH
JIEKApCTBEHHOTO MpernapaTa yKa3blBaeTCid B BUJE KOHILIEHTPALMM Ha €AUMHUIY 00ObeMa, B
npyrux paszaenax OXJIII u MapkupoBKe JEKapCTBEHHOTO Mpernapara HE0OXOJUMO YETKO
yKa3aTh 00Illee KOJIMYECTBO JIEUCTBYIOIIETO BellecTBAa U OOLIMNA 00bEM JIEKapCTBEHHOTO
npernapara B COOTBETCTBUM C yKa3aHUSIMU K TaOnuie B nmyHkTe 2.3.5 Hactosimux [IpaBu.
ToyHoe yKazaHue HTHUX KIIOYEBBIX JJEMEHTOB B IMpeAiaraeMoil MapKUpOBKE W Ha
YIIAKOBOYHOM MAaTEpHAJIE 3asIBUTEJIEM SIBJISETCS KIFOYEBBIM ACIEKTOM IMPHU IKCHEPTU3E
MaKeTOB M 00pa3lOoB JIEKAPCTBEHHOI'O Ipernapara, HANpaBJIEHHbBIM Ha CHUXXEHHE PHUCKa
omMOKKU Jo3upoBaHud. Jlu3allH MapKUPOBKH, HCIOJIb3yeMbIH (HapMaleBTHYECKUM
MPOU3BOJUTENEM, IOJKEH O0ecrneyuBaTh 3aMETHOCTb U OJHO3HAYHOCTh IMOHUMAaHHUS
KJIF0UeBOM MHGOPMAIIK 17151 TPaBUILHOTO MPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara.

J03upoOBKY (KOHIEHTpAILMIO0) YKa3bIBAIOT, KaK MPaBWIO, JJi OJHO-, ABYX- U
TPEXKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB. B OTAENBbHBIX Clydasx IOOMYCKaeTCs
yKa3aHue JO3UPOBKHU (KOHLIEHTPALUH) ISl YETHIPEX- U MATUKOMIIOHEHTHBIX JIEKaPCTBEHHBIX
IIpenaparos.

Hacrosmiee npusoxeHue no3BoJisieT 00ecneunTh rapMOHU3AUIO YKa3aHusl HH(popManuu
IUI CXOXKMX JIEKAPCTBEHHBIX MPENapaToB M JIEKAPCTBEHHBIX (OPM M COBEPILICHCTBOBAHHE
MapKUPOBKH JIEKAPCTBEHHBIX MPENapaToB sl 00ecreyeHus MPaBUIbHOTO U O€3011acHOr0 UX
NPUMEHEHUS U MUHUMH3AIUHN OIIHOOK JO3UPOBAHHUSL.

[Tonoxenns Hactosamux [IpaBuil pacrpoCTpaHSIOTCS UCKIIOUHUTENBHO Ha yKa3aHUE
NO3UPOBKM B HAMMEHOBAHUU JIEKAPCTBEHHBIX IPENApaTOB M HE 3aTParuBaroT IpPyTrUe
PEryJISITOPHBIE TPOLIEAYPHI (HampuMmep, MpaBUiia MPUCBOCHUS HOMEPOB PETUCTPALIMOHHBIX
YAOCTOBEPEHUH, pacyeTa BEJIMUMHbI MOLUINH, BBIOOpa MEXIY U3MEHEHUEM, TPEOYIOIIUM U HE
TpeOyIOIIMM HOBOM perucTpamnuu, u ap.).

2. YKa3aHH€e JO3UPOBKH B HAMMEHOBaHHUH JICKAPCTBEHHEBIX IPEIapaToB

Hanbonee moaxoasiinii BapuaHT yKa3aHUs JO3UPOBKH B HAUMEHOBAHUH JICKAPCTBEHHOTO
npenapara ONPEAECNIeTCs B HHAUMBUIAYyAIbHOM Tmopsake. Ecium B yMakoBKY BIJIOKEHO



COOTBETCTBYIOIIIEE JO3UPYIOIICEe M3JCNINE, U C TOMOIIbI0 HETO OyayT BBEACHBI OJHA WIIU
HECKOJIbKO (DPUKCUPOBAHHBIX 03, HEOOXOJMMO YyKa3blBaTh JIO3UPOBKY C YYETOM €Tro
UCIIOJIb30BaHUS.

B nononnenue k nmonoxkeHusM noapaszaena 1 pasaena Il tpedoBanuit, 1151 TpaBUILHOTO
OTpe/IeNICHUS] YKa3aHUsl JO3UPOBKU (HAmpUMEpP, AO3UPOBKU B MapKUPOBKE JIEKAPCTBEHHBIX
penapaToB, UCCIEAYEMbIX B KIMHUYECKUX MCCIEN0BAHUAX WU MPU HATMYHUH JO3UPYIOLIETO
U3J1enusl) HEOOXOIMMO YUUTHIBATh CIIEyOIUe (GaKTOPHI.

2.1. Ins yxa3aHus TO3UPOBKH (KOHUEHTPALMH) MPUMEHSIOT CIEAYIOIINE COKPAIICHUS
€UHULl U3MEPEHUS:

r — TpaMM
iy — MIJUTUTpPaMM
MKT — MUKPOTPaMM
M — MUJUTWJIATP

JIns ykazaHHs JO3UPOBKU TAaKKE MPUMEHSIOT YKa3aHUE 3HAUC€HUS aKTUBHOCTH
JIEHCTBYIOIIETO BEIIECTBA, MPUBEIeHHOE B mojpaznene 1 pa3aena Il tpeboBanuii.

[Ipu ykazaHuu MO3UPOBKM HAMMEHOBAHUE €AMHUIILI JIEKAPCTBEHHOU (HOpPMBI HE
npuBoautcs. Hanmpumep, 200 mr, a e 200 mr/tadnetka, 20 ME, a ve 20 ME/dakon.

2.2. KonuuecTBeHHOE YKa3aHUE JO3UPOBKU (KOHIICHTpAIUK).

2.2.1. Tlpu yxa3aHuu JO3UPOBKHU (KOHIIEHTPAIMH) €€ YNCICHHOE 3HAYCHHUE JOHKHO OBIThH
BBIPAKEHO B PallMOHAJIBLHOM BHJIE, UTO JOCTHTAETCS IMYyTEM BBIOOpAa COOTBETCTBYIOIIUX
SIUHUIl U3MEPEHUs] WM COOTBETCTBYIOIIMX IMPUCTABOK JJIsi 0Opa3oBaHMs JECATUYHBIX
KPATHBIX U JOJbHBIX €NHULl U3MEPEHUS.

2.2.2. llpu yka3aHuu NO3UPOBKU (KOHIIEHTPAIIMN) BHIOMPAIOT CIUHHIIBI U3MEPECHHUS,
MO3BOJISIIONINE MCIIOJIb30BATh 1IEJIbIe, a HEe JPOOHbIE YUCIa, WIH IIeJIble Yuciaa ¢ JPOOHBIM
paspsaoM 1-ro u 2-ro nopsiaka. Hanpumep, 50 mkr, a ve 0,05 mr, 200 mr, a ve 0,2 1, 1,5 ™mr, a
e 0,0015 r.

2.2.3. Ilpu ykazaHuu JO3UPOBKH (KOHIIEHTPAIIMU) BHIOMPAIOT €IUHUIIEI U3MEPECHUS,
MTO3BOJIAIONTHE N30eKaTh YKa3aHUs Yncia, cojaeprkamiero oomiee Tpex paspsaos (1000 u 6oiee
). Harmpumep, 1,5 1, a ue 1500 mr, 5 mr, a He 5000 MKT.

B ciyuasix ecnu n03upoBKa BbIpa)keHa HE B €IMHUIIAX Macchl (Hanpumep, B ME wiu
IPYTHX €JWHHUIAX), TOJBKO Ha YMaKOBKE JOMYyCKarloTCs cokparieHus "muH.", "mupa.",
Hanpumep 5 muH. ME, a B OXJIII m uHCTpyKIMM MO MEIMUUHCKOMY HNPUMEHEHHIO
JIEKapCTBEHHOTO Tpenapara (JIMCTKe-BKIIABINIE) OHU HE IPUMEHSIOTCS.

2.2.4. B ciy4yae eciau NPOU3BOJUTEND BBIIIYCKAET JEKAPCTBEHHBIN MpEnapar OgHOTO
HAaWMEHOBAHUS B OJTHOM JICKApCTBEHHOW (opMe C pa3sHBIM KOJIMYECTBOM JCHCTBYIOIIETO
BEIIECTBA, JO3UPOBKMU YKa3bIBAIOTCA B OJIMHAKOBBIX EIMHUIIAX ISl BCEH JIMHEHKHU
JekapcTBeHHOro npenapara. Hampumep, 0,75, 1ru 1,5, ane 750 mr, 1 ru 1,5 1, 250 mr,
500 mr 1 1000 mr, a ze 250 mr, 500 Mr u 1 1.



2.2.5. B ciy4ae uCIOJIb30BaHUS B KAYECTBE JICUCTBYIONIUX BEIIECTB d(PUPOB, COJICH,
COJIbBATOB YKa3bIBAETCS COJIEPKAHUE JICHCTBYIOIIETO BEIIECTBA B MEpecUeTe Ha aKTUBHYIO
4acTh MOJICKYJIbI (KHUCIIOTY, OCHOBaHHE, 0€3BOIHOE MJIM CyXO€ BemiecTBO). Hampumep, npu
UCIIOJIb30BAaHUU B KaueCTBE JCHCTBYIOIIErO BellecTBa KeToTu(eHa pymapara ykasblBaeTCs
coJiep>KaHue JIEHCTBYIOIIETO BEIIECTBA B IIEpecUeTe Ha KETOTU(EH.

B cnywae ecnu ucnosib3yembie cOM, 3PUPH OTIHYAIOTCS (PapMaKOJIOTHYECKUM
NeUCTBUEM JONMYCKAaeTCSd YKa3blBaTh JIO3UPOBKY B IepecueTe Ha BCIO MOJEKYIy
JICHCTBYIOIIETO BelecTBa (Hampumep, OCH3WINCHUITUININHA HATPUEBAS COJIb).

2.2.6. Jlnst NByXKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB COAEpKaHUE KaKJA0To U3
JBYX JICHMCTBYIOIIMX BEIIECTB YKa3bIBaeTCs, C HMCIOJb30BaHWMEM 3Haka "+" wmmm "/" u
OJIMHAKOBBIX €IMHUI] U3MEPEHUs, Hanpumep, "25 mr + 50 mr" unum "25 mr/50 mr".

JI71sT MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB COJEpPKaHUE KaXKIOro U3
JNEUCTBYIOIINX BELIECTB YKAa3bIBACTCS IOCIEIOBATEIBHO B MOPSAKE, COOTBETCTBYIOLIEM
IPyNIIMPOBOYHOMY (OOIIEIPUHATOMY ) HAMMEHOBAHUIO, C UCIIOIb30BaHUEeM 3Haka "+" umm "/"
. Hampumep:

"AmnogunuH + Bancapran + ['mppoxnoporuaszua” — "5 mr + 160 mr + 12,5 mr", rae 5 mr
— cogepkaHue amuonunuHa, 160 Mr — comepkanue BaicapTaHa, 12,5 Mr — conep:kaHue
TUAPOXJIOPOTHAZHIA,;

"AmmoaunuH / Bancapran / I'mapoxnoporuazun” — "S mr / 160 mr/12,5 mr", roe 5 mr —
coJepkaHue amijoaunuHa, 160 Mr — coaepxkanue BajicapraHa, 12,5 mr — cojepxaHue
TUAPOXJIOPOTHAZHUIA.

[Ipn 3TOM HMCHONB3YIOTCS OJWHAKOBBIE €IMHUIBI U3MEPEHUs s 0003HAYCHUS
coAepKaHUs KaxJ0Tro U3 JEHUCTBYIOIMIMX BEIIECTB (B CiIydae HCHOJIb30BAaHUSI MACCOBBIX
€UHULL BBIPAKEHUS ).

2.3. Yka3aHue KOHUEHTPALHH IS JJIEKAPCTBEHHBIX MPEMAPATOB.

2.3.1. Jlns yka3zaHus KOHIICHTPALMHU MPUMEHSIOT KOMOMHAIIMIO OTHOIICHUN €IUHHII
W3MEpEHUs, IPUBEACHHBIX B MOANYyHKTE 2.1 HacTosuux [TpaBus, nanpumep:

/M rpamMM Ha MUJUTUITUTP
MI/MI MUJUTUTPaMM Ha MUJLUTHITAT
MKTI/MJI MHUKPOTPaMM Ha MUJUTHIIATP
MI/T MUJUTUTPAMM Ha FpaMM
MKT/T MHUKpPOTPaMM Ha FpaMM
MKI/MI' MHUKPOTpaMM Ha MHJUTUTPaAMM
MEXyHapOIHAs eIUHHIA ONOJIOTHIEeCKON aKTHBHOCTH
ME/Mmn
Ha MUJUTHJIATP
ME/ MEXIyHAPOIHAS CIUHHIIA OMOJIOTHYCCKON aKTUBHOCTH
T
Ha rpamMM
ME/ MEXyHapOAHas eIUHUIA ONOJIOTHYECKONW aKTHBHOCTH
MI

Ha MAJUTUTPaMM.



2.3.2. Yka3aHue AO3UPOBKU B MPOILEHTAX HE JONMYCKAETCSA, 3a UCKIIYECHUEM
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenapatoB (WU HOBBIX JO3UPOBOK TaKUX
MpernaparoB), MO3UPOBKH KOTOPBIX TPATUIIMOHHO BBIPAXKAINUCH TAKUM CIIOCOOOM (B
YaCTHOCTH WH(Y3MOHHBIC M WHBEKIIMOHHBIC PACTBOPHI: M30TOHUYECKUN PACTBOp HATPUS
XJIOpHUIa, PACTBOPHI TIIOKO3bI U aIb,OYMUHA, B HEKOTOPBIX CIy4asX TBEPIbIE U MATKHUE
JeKapCTBEHHbIE (OpMBI B MHOTOJIO30BBIX YymakoBkax). I[Ipum sToM nomyckaercs
WCMOJIb30BaHUE 3HAKA MPOLEHTa "%" B CIIENYIOIIMX 3HAYCHUSIX:

MacCOBBIM MPOLEHT, BhIpaKaloIIUi KOJIMYECTBO IPAMMOB JIEMCTBYIoOIIEro BeniecTsa B 100
rpaMMax JEeKapCTBEHHOTO IIpenapara;

Macco-00BEMHBIN TPOIIEHT, BBIPAYKAIOIINN KOJIHMYECTBO T'PAMMOB JE€HCTBYIOIIETO
BemiecTBa B 100 MuymmiauTpax JE€KapCTBEHHOTO Mpenapara;

00BbEMHBIM MPOLEHT, KOJIMYECTBO MUJUIMIUTPOB JeilcTByrouero Bemiecrsa B 100
MUJUTWIIMTPAX JEKAPCTBEHHOTO Ipernapara.

2.3.3. Ilpu yka3aHuy KOHUEHTPAUHMHU JACHCTBYIOIIErO BEIIECTBA B €MHUIEC MACCHI UJIU
oObeMa JiekapcTBeHHOTO Tpernapara uudpy "1" He ykaswsiBaroT. Hampumep, 200 ME/mi, a He
200 ME/1 mx.

2.3.4. JlomyckaeTcsl yKa3blBaTh COJIEp>KaHUE JIEHCTBYIOIIErO BEIIECTBA B WHOM
KOJIMYECTBE MacChl WM 00beMa JIEKapCTBEHHOI'O Ipernapara, MpUBOJsS MPU 3TOM JaHHOE
KOJIMYECTBO Mpenapara, Harmpumep, 200 ME/0,5 m.

2.3.5. JIn1 MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENapaToB KOHLEHTPALHIO
YKa3bIBalOT C YYETOM IOJO0KEHUN MoAnyHKTa 2.2.6 HacTosmux [IpaBun Hanpumep, (25 mr +
50 mr)/5 mut unu (25 mr/50 mr)/5 mi.

VYkazaHue J03UpOBKHU (KOHUEHTPALMH) JIJISl PA3IMYHbIX JIEKAPCTBEHHBIX ()OPM MPUBEIECHO
B Ta0iuIe, TAE HCHOJB3YIOTCS CIEAYIONIME YCIOBHBIE O0OO3HaYeHWs: X MI/MI =
KOHIIeHTpalus; Z Mr = obliee cojep>xkaHue ACHCTBYFOIIEro BelecTBa; Y Ml = oOIIHH 00beM;
Z mr/Y mur = obliree coepkaHue AEHCTBYFOIIETO BEIIECTBa B 001eM oObeMe.

Crnoco6  BBIpaxeHUs
IIpeanouturensHoe

.HeKapCTBeHHaH q)opMa Tun HepBl/IlIHOﬁ yHaKOBKl/Il JO3UPOBKH (KOHHGHTpa]_[I/II/I
0003HaYCHNE TO3UPOBKU )3

JlekapcTBEHHBIE TIpETIapaThl JIs TpHeMa BHYTPhb

TBepable n03MpOBaHHBIE
JeKapcTBeHHbIe (HOpMBI ( OJHOIO30Bas
HampuMep, TaOJIETKH,  MHOrOH030Bas
KarCyJIbl)

KOJINYECTBO HAa EIWHUILY
JIO3UPOBAaHHOU Z mr
JIEKapCTBEHHOU (OPMBI

TBepable HEO3UPOBAHHBIE
JeKapcTBeHHbIE (OpMBI ( MHOTO0J1030Bast
HarpuMep, rPaHyJIbl)

KOJIMYECTBO Ha CIAMHUILY
X Mr/t
MacChl

o0Iee KOJHMYECTBO B

0JIHOJ1030Bas N Z Mr
Msrkue nexapCcTBEHHBIE MEPBHYHOI yIAKOBKE

¢dopmsbl (HampuMep, HacTa,

KOJNMYECTBO HAa EIWHUI]
resib JUIs IPUEMA BHYTPb)  MHOr0030Bast Y X wmrr
Macchl



Kunkue nexapcTBEHHBIE OJHOI030Bast
dbopmel  (Hampumep,
aMIIyJIbI, catie)

MHOT0/1030Bast
OJTHOJI030Bast
[Mopomku (rpanyinsl) s
TIPUTOTOBIICHHUS JKUIKHX
JICKaAPCTBEHHBIX q)OpM MHOI'0J030Bas

o0miee KOJMYECTBO B Z MI
MIEPBUYHOMN YITAKOBKE

KOJIMYECTBO Ha CAWHHUIY

JlexapcTBeHHBIE TIpENapaThl IS MAPEHTEPATHHOTO BBEICHHS

OJHOJI030Bas
€IMHOBPEMEHHOM
BBeI[eHI/II/I4)

Kunkue nexkapcTBeHHBIE
OJIHOI030Bas

(hopmbl 4
YaCTHYHOM BBEJACHHH ')
MHOT0/I030Bas
OJTHOJI030Bas

ITopomku oI5

TIPUTOTOBIICHUS KUAKUX

JIEKapCTBEHHBIX (1)0pM6 MHOI0/1030Bast
0JIHO1030Bast
(mpu  eTMHOBPEMEHHOM
BBez[eHI/H/I4)

Konnentparsr
OJTHOJI030Bas
(pu YaCTUYHOM BBEIACHUU
b

Konnentparsr MHOT0/I030Bas

MmmnanTatsl

MmMmnnaHTaTel

X Mr/min
o0beMa
o0liee KOIMYECTBO B 7
. MI
MEPBUYHOMN YIIAKOBKE
KOJINYECTBO Ha eI[l/IHI/IL[y
o0beMa mocie X Mr/mi
BOCCTAHOBJICHUS
o0Iee KOJMYECTBO B 7S
. MI
MIEPBUYHOHN YIIAKOBKE
KOJIMYECTBO Ha CIAMHUILY < st
MI'/MIJI
ob0beMa
KOJIMYECTBO Ha C}II/IHI/ILIy
X Mr/min
o0BemMa
o011ee KOJIWYECTBO B 7
. MI
MIEPBUYHOMN YIIAKOBKE
KOJINYECTBO HA EJUHUILY
o0beMa mocie X Mr/mit
BOCCTAHOBJICHUS
oblree KOJIMYECTBO B 7 2
. MT
MEPBUYHON YIIAKOBKE
KOJIMYECTBO Ha e)II/IHI/ILIy
ob0beMa nepen X mr/mr
pa3BelicHuEM
KOJIMYECTBO HA EMHUILY
o0beMa nepen MI/MII
[ X mr/
pasBelieHIEM
o0liee KOIMYECTBO B 7
MI

HUMIINIAHTaTe

.HeKapCTBeHHI)Ie npenaparbl AJ1d HAPYKHOI'0, TpaHCACPMAJIbLHOI'0, PEKTAaJIbHOTO,

BarnHaJbHOTO BBE/ICHHS, HAHECCHHUS Ha CIM3HUCTYIO 000JIOUKY TIOJIOCTH PTa, JeCeH

TBepasie NO3UPOBAHHEBIE
JIeKapCcTBEHHBIE (OPMBI ( OIHOM030Bast
HarpuMep, CyMIo3UTOPUH, MHOT0030Bas
TabJeTKa, Karncyia)

TBepable HETO3MPOBAHHEIC
JeKapcTBeHHBIE (OPMBI ( MHOTO030Bas
HaIpuMep, TTOPOIIOK)

TpaHcaepManbHbIe

npemnapaTsl IS

CHCTEMHOr0 TpUMeHEeHHUs ( OJHOI030Bast
HampuMep, IUIACTHIPb
TpaHCAECPMAIBLHBIN)

KOJINYECTBO
Ha eIMHUILY TO3UPOBAHHOW Z MT
JIEKapCTBEHHON (OPMBI

KOJIMYECTBO HAa CIUHUILY
X Mr/t
MacChbl

HOMMHAJIBHOE KOJUYECTBO,
BBEICBOOOXKImaeMoe Ha  Xwmr/Y u
€/IMHUILy BPEeMEHU



TpaHCcaepMaTbHbBIC

TpemapaTsl IUIT MECTHOTO
o0111e€e KOJIWYECTBO B

MpUMEHEHUsT (HAampuMmep, OJHO/I030Bast Z Mr
TUTACTHIPE

MIacThIPb

TpaHCIePMaJIbHBIHN )

Msrkue JICKApCTBCHHBIC
OJHOJ030Bast KOJIMYECTBO HAa CAMHHUILY

(opmbl (HampuMep, Kpem, X mr/r
MHOT'0/1030Bast Macchl
TeNb, Masb)
obmiee KOJMYECTBO B
OJIHOJI030Bast . AT
Kugkue nexapcTBeHHBIE NEPBUYTHOU YIIAKOBKE
opmbt KOJINYECTBO Ha EIUHMILY
MHOT'0/1030Bast X Mr/mn
o0bema

.HeKapCTBeHHI)Ie npenaparbl AJ1d I/IHFaJ'IHIlI/Iﬁ

NHransunuonHbIe
nekapcTBeHHble (GopMbl ( OJHOTO30Bas KOJIMY€CTBO B

= X Mr/mos3a
Hanpumep, TBEpAbIC MHOI'0J030Bast AOCTABJIICMOU J103¢€

KaIICyJIbl, a9PO30JIH, Ta3bl)

PactBop (cycmenswus,
o0liee KOJMYECTBO B

IMYJIbCHS) JUTSE OJTHOZI030Bast . Z Mr
. MIEPBUYHOHN YITAaKOBKE
HeOymaitzepa

PactBop (cycnensus,
KOJIMYECTBO Ha EIMHUILY

IMYJIbCHSA) LTS MHOT'0/I030Bas X mr/mi
. o0beMa

HeOymaizepa

OdranbMoI0rn4ecKue, yuHble 1 Ha3albHble JIEKapCTBEHHBIE TIPenapaThl

XKunkue nexapCTBEHHbIE OJHOMO30Bas KONMHeCTBO Ha eNUHMLY |
MI/MIJI

(hopmBI MHOI'0/I030Bast o0bema

Msrkue JeKapcTBEHHBIC OIJHOA030Bast KOMMYECTBO Ha CAMHMLY y
MI/T

(dhopMbI (HampuMep, Ma3b)  MHOTO030Bast MacChI

' Onnonososas NepBUYHAs YNAaKOBKa COJIEPKUT KOJUYECTBO IMpemnapara,
IpeIHa3HauYeHHOE JUIsl TOJTHOTO MJIM YaCTUYHOTO MpUMEHeHHus 3a 1 mpueM. MHoroao3oBas
NepBUYHAS YIAKOBKa COAEPKUT KOJMYECTBO Ipernapara, IPUTOJHOE JJid JBYKPATHOTO U
0oJee M03UpPOBAHUA.

2 KomnuecTso (dapmaleBTHUECKON CyOCTaHIIMU WJIM JACHCTBYIOLIETO BEIIECTBA
COOTBETCTBEHHO.
3 Kpome ykazanHbIX B Tabiuie cnocoOOB BBIPAKEHUS JO3UPOBKHU (KOHILIEHTPALIMH),
JOMYCKAaeTCs HMCIOJIb30BaTh JAPYTHUe MPUEMJIEMBbIE €IWHUIIBI M3MEPEHHUS MJIsl BBIPAKCHHUS
JIO3UPOBKH (KOHIIEHTPAIIUH).

4 E,Z[I/IHOBpeMeHHOC BBCIACHHUC: IPUMCHCHHNC BCCI'O KOJIMYCCTBA ,Z[@ﬁCTBYI-OHICFO BCIICCTBA,
COACPKAIILCTOCA B HepBI/I‘-IHOf/'I YIIAKOBKC CIWMHOBPCMCHHO B paMKaxX OJHOI'O BBCIACHUA.
YactuuHoe BBCIACHHUC. BBOAUMAA J03a PACCUUTHIBACTCA B MHAWBUAYAJIbHOM ITOPAOKEC (B MT/KT

MacCChI TCJia, B MF/Mz), a HCUCIIOJIb30BaHHAA 9aCTh JICKAPCTBCHHOI'O IIpCIIapaTa YHUYTOXKACTCA



> Eci B HaMMEHOBAHUH JIEKapCTBEHHOTO Tperapara JO03UPOBKA YKa3bIBACTCSA Kak
KOHIICHTpAIIUsl Ha yMaKOBKEe HEOOXOAMMO YETKO yKa3zaTh 00Ilee cojepkaHue B 0oOIeM
obveMe. Eciin B HauMeHOBaHHMH JICKapCTBEHHOTO TpernapaTa J03UPOBKA yKa3bIBAETCS Kak
o01Iee KOJWYECTBO JACHCTBYIOIICTO BEIIECTBA B IEPBHYHOM yrakoBke. Ha ymakoBke
HEOO0X0AMMO TakKe yKaszaTh oOmMil o0beM uiiu o0Iee cojaepkaHue B 00IIeM oObeme U
KOHIIeHTparuio. Eciiy B HamMeHOBaHWY JICKaPCTBEHHOTO TIperapara JO3UPOBKa YKa3bIBACTCS
KaKk oOIlee KOJMYECTBO B o0meM oObeMe Ha YIaKOBKE TaKKe CIIEAyeT YKas3aTh
KOHIICHTPAITHIO.

6 [Ipu Hamuuuu OTAETHLHON PEKOMEHJAIIMU B OTHOIICHWH 0ObeMa ISl PACTBOPCHUS
JO3MPOBKY B KAUECTBE AIbTEPHATHBBI JJOITYCKACTCS YKa3bIBaTh B BUJIE OOIIETO KOJNYESCTBA B
oO1iem o6beMe nocie pactBopeHus "Z mr/Y mi'.

2.4. OcoOble ciyvan yKa3zaHus JO3UPOBKH (KOHIICHTPAIIHH).

2.4.1. Jlns nekapCTBEHHBIX MpenapaToB AJis IpUeMa BHYTPb B MHOT'0/I030BOM YIIAKOBKE,
JeKkapcTBeHHas ¢opMa MPUMEHEHHS KOTOPBIX OTIMYACTCS OT MCXOIHOM JIEKapCTBEHHOMU
dbopmbl (Hanmpumep, TpeOyeTcs MpoBeAcHUE NpeoOpa3oBaHUs MyTEM pPacTBOPEHHS,
pa3BeieHus ), I03UPOBKA YKa3bIBACTCS ISl JIEKapCTBEHHOM (hopMbl mpuMeneHust. Hanpumep,
"MOPOIIOK JIJIsl MPUTOTOBIICHUS CYCIIEH3UU JIJIsl pUeMa BHYTPb 4 Mr/Mi" — IpH OTCYTCTBHUH
JTO3UPYIOLIETO YCTPOMCTBA, "MOPOILIOK JJisl TPUTOTOBIICHUSI CYCIIEH3UU JJIsl IPUEMa BHYTPb
20 mr/5 Ma" — Ipy KOMIUIEKTAIUK TIO3UPYIOIINM YCTPOHCTBOM.

2.4.2. lna paguodapMaileBTUUECKUX JICKAPCTBEHHBIX MPENapaToB yKa3bIBaeTCs 00Ias
PaANOaKTUBHOCTH, BBIPAKEHHAS PAIMOAKTUBHOCTHIO HyKHaa B Oekkepensx (I'bk, Mbk, kbk)
B E€IUHUIIE 03Bl (IJ1 JO3UPOBAHHBIX JICKAPCTBEHHBIX (HOPM) WM paJrMOaKTHUBHAs
KOHIIEHTpAaIs, BRIpaKeHHAs! paJuoakTUBHOCTHIO Hykiua B Oekkepensx (I'bk, Mbk, kbk) B
€AMHUIIE TIEPBUYHOMN YITAKOBKHU (J1sI HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX (DOPM).

2.4.3. lo3upoBKa (KOHLIEHTpAIUs) HE YKa3bIBACTCS ISl CAEIYIONMINX JICKAPCTBEHHBIX
MpenapaTos:

B JIeKapCcTBEeHHOM (hopme "ra3 MmeauuuHckuii", "Macio", ">»KuaKocTs";

B BUJIe (paCOBAHHOTO JICKAPCTBEHHOTO CHIPhS M MPEAHA3HAYCHHBIX ISl IPUTOTOBICHUS
BOJIHBIX M3BJICUCHUI;

CJIOKHBIX COJIEBBIX PACTBOPOB ISl UH()Y3MOHHOTO BBEICHUS;

rOMEOINATUYECKUX JIEKAPCTBEHHBIX MPENAPATOB;

MOJMBUTAMUHHBIX TpENapaToB U MPENnapaToB, COACPKAIIUX MOTUBUTAMUHBI B
KOMOMHAIIMU C MUHEPAJTIbHBIMU KOMIIOHEHTAMU U IPYTHUX.

2.4.5. Ha ynakoBke (3TUKETKE) KUJKHX JIEKAPCTBEHHBIX MPENapaToB JJisi UHbEKLIUM,
KpOME JO3UPOBKH, YKa3bIBAa€TCs KOHIUEHTpalus AeHCTByomiero Bemecrsa B 1 mu. [Ins
COJIEPKUMOT'O YITAKOBKM 00beMOM MeHee | Ml yKa3bIBaeTCsl COJiepKaHue JIEWCTBYIOIIETO



BelllecTBAa B 00meM oObeMe ymakoBKH, Hampumep, 12,5 mr/0,625 miu. B cnydae ecnu
Ha3HAUYCHUE JICKAPCTBEHHOTO Iperapara 3aBHCUT OT €ro KOHICHTPAIMH B TPOICHTAX,
JIOTyCKaeTCsl BMECTEe C Hel yKas3aTh COJIepKaHUE ACHCTBYIOIIETO BEIECTBA B 00IIeM 00beMe

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

IMPUJIOXEHMUE Ne 10
K TpeOOBaHUSIM K HHCTPYKLIUH MO
MEAULIUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO IIpenapara u
o01meit xapakTepucTuke
JIEKapCTBEHHOTO TIpenapaTa AJst
MEIUIMHCKOTO IPUMEHEHHS
(B penakuuu Pemenus Coseta
EBpasuiickoil 5KOHOMHUECKOH KOMUCCUHI
ot 21 ¢espains 2025 r. Ne 18)

IITABJIOH
o0miei XxapaKTepHUCTHKH JIEKapCTBEHHOTO IIpemnapara

B HacTosiiem ma6inoHe, NPUMEHSIOTCS CIIEAYIONIME TpaBUiia UCTIOIb30BaHHsI CKOOOK:
{TekcT} — B moJie MEXaAy CKOOKaMH BHOCUTCS WH(OpMAIUS UCXOIS U3 COCTaBa U
0COOEHHOCTEH JIeKapCTBEHHOT'O Npenapara;
<TEKCT>— B TIOJIE MEXIy CKOOKaMH TEKCT BHIOMPACTCS UIIH YAAJSETCS U3 MPEUI0KEHHBIX
CTaHAAPTHBIX (OPMYIUPOBOK (BBIAEIEHB KYpCHBOM) B 3aBHCHMOCTH OT JIEKAPCTBEHHOTO
npenapara (B TEKCTe OOIIeH XapaKTepUCTUKU JIEKapCTBEHHOI'O Ipernapara KypCUB He
MPUMEHSETCS).

OBLLASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

< JIaHHBIN JIEKAPCTBEHHBIN MpenapaT MOMJICKUT TOMOTHUTETLHOMY MOHUTOPUHTY. DTO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO MH(pOpMAIHIO MO Oe3omacHocTH. MBI oOparmaemMcs K
CHEIUAINCTaM CUCTEMBI 3[paBOOXPAHEHHUSI C MPOCKOOM cOOOIATh O JIOOBIX MOA03PEBAEMBIX
HEeXKeNaTenbHbIX peakiusax. [lopsaok cooOiieHus o HexenaTeIbHbIX peakusIX IpeacTaBICH
B pazzene 4.8.>.

<JlaHHBIN JTIEKAPCTBEHHBIN MpPENapar 3aperucTpUPOBaH MO MPOLEAYPE <pErucTpanus ¢
YCTaHOBJICHHEM JOTIOJTHUTEIBHBIX TPEOOBAHUIT™> <pErucTpalys B UCKIIOYUTEIBHBIX CIyUYasx
> <yCJIOBHasl PETUCTPALMS™> U IO HEMY OXHWJACTCS MPEACTABICHUE IOMOJHUTEIbHBIX
naHHbIx>. <{HanMmeHOBaHNE YIIOJHOMOYEHHOTO OpraHa rocyjapcrsa — wieHa EBpasuiickoro
PKOHOMHUYECKOTO COI03a}> OyJeT MPOBOJHUTH €XKETOJHO JKCIEPTU3Y HOBBIX CBEJACHUU O
npenapare, a gaaaas OXJII Oyaer 0OHOBIATHCS IO Mepe HEOOXOIUMOCTI>,

<JlaHHBIN JIEKAPCTBEHHBIW MpPENapaT 3aperucTPUPOBaH IO MPOLEAYPE PETUCTPALMU B
HCKJIIOYUTEIBHBIX CIy4YasX B CBA3U C <peIKUM 3a00JieBaHUEM™> <HAYYHBIMU COOOPAKEHUSIMHU
> <3TUYECKUMHU COOOpKEHUSIMI™>, BCE HEOOXOIUMbIE CBEJICHUS O JIAHHOM JICKAPCTBEHHOM
npenapare MmoJlyduTh HeBO3MOXKHO. {HanmeHoBaHMe yOJTHOMOYEHHOTO OpraHa rocy1apcTBa



— uneHa EBpa3uiickoro »KOHOMHUYECKOTO cOr3a} OyAeT MPOBOAUTH DKCIEPTHU3Y HOBBIX
CBEJICHUH, KOTOPbIE MOTYT MOSIBJISIThCA exeroano, a aanHas OXJIIT Oyaet oOHOBIATHCS 1O
Mepe HEOOXOTMMOCTI>.

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
{(ToproBoe) HauMeHOBaHUE, JO3UPOBKA, JIEKapCTBEHHAs opma }

2. KAUECTBEHHbIN Y KOJIMYECTBEHHBIN COCTAB

{HanmeHoBaHue IEMCTBYIOIIETO BEIIECTBA (UM BEIIECTB)}

2.1. O6mee ommcanue (IPUBOIUTCS TOJIBKO JJIs IPEMapaToB Te€HHOW Tepanuy, KIETOYHOI
Tepanuy 1 NpernapaToB AJisi TKAHEBOU UHKEHEPHUH ).

2.2. KageCTBEHHBIN H KOIMIECTBEHHEBIN COCTaB (IIPUBOJUTCS TOJBKO JJIA MpenapaToB

TeHHOW Tepamnuu, KJIEeTOYHOU Tepanuu U NpenapaToB AJis TKAHEBOU UHKEHEPHUH ).

<BelecTBa, HAJIHYUE KOTOPBIX HA/0 YYUTBIBATH B COCTABE JEKAPCTBEHHOIO Mpenapara: {
M1epevdHCIUTD BEI[eCTBA }>.

<[losHbI} IepedeHb BCIIOMOTaTeJIbHBIX BELIECTB NIPUBEJIEH B pazjeie 6.1>.

3. JEKAPCTBEHHASI ®OPMA

<Jlunus paznoma (pucka) npeaHa3HaueHa UCKIIOUUTENBHO IJI pa3iaMbIBaHUs TaOJIETKU
C IIeJIbI0 OOJIeTYeHUs TPOTJIaThIBAHMS, @ HE JJIA pa3/ieJICHUs] Ha paBHbBIC JO3BL.>.

<JIunus paznoma (pucka) He MpeHa3HaAYeHA JJIsI pa3AeICHUS TAOJICTKU.>.

<TabneTKy MOKHO pa3IeuTh HA PABHBIC TO3bI.>.

4. KIMHNYECKHNE JAHHBIE

4.1. ITokazaHus K MPUMEHEHUIO
<JlekapCTBEHHBIH MpenapaTr NPUMEHAETCSI HCKJIFOYUTEIbHO B JHATHOCTHYECKHUX LETAX.>.
<{X} mnokazaH K NPUMEHEHHIO y <B3POCJbIX, HOBOPOXJACHHbBIX, MJIaJCHIICB, JCTEH,
roapocTkoB B Bo3pacte {oT X 1o Y} <ier, mecsieB>.>.
4.2. PexxuM A03UpOBaHUS U CIIOCOO MPUMEHEHUS
Pexum no3upoBanus
Oco0bie rpynIbl NalMeHTOB
Hetn
<<bezonacHocTb> <u> <s¢pextuBHOCTE> {X} y nereii B Bozpacte {oT X no Y} <
MecAleB, JeT> WIN y JIOO0bIX APYTUX 3HAYMMBIX MOJATPYII, HAIpuUMep, MO Macce Tela,
MIOJIOBOM 3PEJIOCTH, TTONNY <HA JaHHBIH MOMEHT> HE <yCTaHOBJICHBI>>.
</laHHBIE OTCYTCTBYIOT>.
<HUmeromuecs Ha CeroqHAIIHUH ACHb JaHHbIe IPUBECHBI B pazaeiae <4.8> <5.1> <5.2>,
OZIHAKO HEBO3MOXKHO J1aTh PEeKOMEHIAIIHH 110 PEXXUMY JO3HPOBAHUS ™.



<{X} He cienyer HazHa4aTh (IPHMEHATH) y AcTeH B Bo3pacte {oT X no Y} <uer,
Mecs1eB> 100 UHbIE 3HAUUMBbIE TTOKA3aTeNu, HapuMep, Macca Tena, myoepTaTHbI BO3pacT,
MOJI B CBA3H C PHCKOM, CBS3aHHBIM C OMACEHHEM(SIMH) OTHOCHTEIBHO <0€30MacCHOCTH> <
a¢peKTHBHOCTH>>.
<[lo noka3aHusaMm {yka3aTh nokazanus} {X} y <zgereH, gerei B Bo3pacre oT {oT X 10 Y}
<MecsLeB, JIET>> <HE IPUMECHAETCS ™.
<{X} mporuBomnokazaH y jgere#i B Bo3pacte {oT X no Y} <iuer, mecsaineB> {npu
MoKa3aHuM (MOKa3aHusXx)...} (cM. pazaen 4.3).>.
B oTHoOI1IEeHNH TBEPBIX JIEKAPCTBEHHBIX (HOPM, (PUKCUPOBAHHOUN JO3UPOBKH YKA3bIBACTCS

<{X} He cienyer Ha3zHayaTh (IpUMEHATH) y nAeted B Bo3pacte {oT X o Y} <uer,
MecsIeB> WIH y J00bIX APYTUX 3HAYUMBIX NOATPYIII, HAIPUMED, IO MAcce Tella, MOJIOBOMI
3peNoCTH, NMONy <14 JaHHOH JIEKapCTBEHHOH (pOpMb> <B CBA3H C HEBO3MOXHOCTBIO
o0becrieynuTs peKUM JIO3UPOBAHHUS .
Crioco6 npumMeHeHust
<MepbI npeaoCTOPOKHOCTH, IPUHUMAEMBIE MIEPE] IPUMEHEHHEM MPENApaTa HIH MPH
pabote ¢ HUM>
<HHCTpyKUHH 110 <OPUT'OTOBJIEHHIO> <pPACTBOPEHHIO> <...> JICKAPCTBEHHOI'O IIPEIapara
nepes IpUMEHEHHEM CM. B paszjesie <6.6> <u> <[2>>
4.3. ITpoTuBONOKAa3aHUs.
<[ unep4yBCTBUTEIBHOCTh K {ACUCTBYIOLIEMY BEIIECTBY (ICHCTBYIOIIMM BEIIECTBAM )}
HIH K JII0OOMYy H3 BCIIOMOIaTEJbHbBIX BELIECTB, MEPEUYHUCICHHbIX B paszjene 6.1 <wuim {
Ha3BaHUE OCTATOYHBIX MPOU3BOJICTBEHHBIX PUMECEH | >.
4.4. OcoOble yka3zaHUusi U MEPhI MPEJOCTOPOIKHOCTH MPU TPUMEHEHU N
<BcrnomorarejibHbI€ BELIECTBA™>
</letn>
4.5. B3aumoAeiCTBUE C IPYTMMH JIEKAPCTBEHHBIMH MpENapaTamMyu U JIPyrue BUIBI
B3aMMOJICHUCTBHUS.
<HccaenoBaHus B3aUMOJACHCTBHA HE MPOBOAUIIACE. ™.
<Oco0ble rpyniipl NaHEHTOB>
<Jlern>
<HccnenoBaHusa B3aHMOJICHCTBHA MPOBEACHBI TOJIBKO Y B3POCIBIX.>.
4.6. ®epTUIBLHOCTD, OEPEMEHHOCTD U JIAKTAIUs
<KeHIIHHEI ¢ JeTOpOAHBIM IIOTEHI[HAIOM~>
<KoHTpauenuus y My>X4uH H XKE€HI[HH>
<)KeHIHHBI ¢ IETOPOAHBIM MOTEHIHAIOM (KOHTpaLeL s Y MY>KYUH H KCHIIIHH)>
<bepeMeHHOCTE>
<Jlaktanus>
<®DepTHIIPHOCTE>



4.7. BnusHue Ha CIOCOOHOCTH YMPABIATh TPAHCIIOPTHBIMHU CPEJICTBAMU U pabOTaTh C

MEXaHU3MaMH

<{ToproBoe HaMMEHOBaHHNE} <HE OKAa3bIBACT> <OKAa3bIBACT HECYII[€CTBCHHOE BJIUIHHE™> <
OKa3bIBAeT cjaboe BIUAHHE™> <OKa3bIBAeT YMEPEHHOE BIHAHHE> <OKAa3bIBAECT BHIPAKCHHOE
BIHSHHE™> HA CIOCOOHOCTH YIPABJIATh TPAHCHOPTHBIMH CpPEACTBAMH H paboOTaTh C
MEXaHHU3MAaMH.>.

<He npuMeHHMO.>.

4.8. HexenarenbHbIE peakiuu

<Pe3zrome npopuis 6€30MacHOCTH>

<TabmuyHoe pe3roMe HEeKeJIaTeIbHBIX PeaKIHi™> HIIH <Pe3roMe HeKeJTaTeabHbIX PEaKIHH

<OnrHcaHHe OTAEAbHBIX HEXETATETIbHBIX peaKLU/IP”P

<Ocobkle rpymnibl NalHEHTOB>

</letn>

CooO1ieHue o nMoao3peBacMbIX HEKEIATETbHBIX PEaKIUIX

<BaxHO c000I]aTh O M0/J03PEBAEMbBIX HEKEJATECIbHBIX PEAKLHAX M0C/Ie PErHCTPaluHu

JICKAPCTBEHHOTO TIpernapara ¢ HeJbl0 o00ecriedeHus HeNpepbIBHOIO MOHHTOPHHTA
cooTHouIeHud "mosib3a — pucK" JIeKapCTBEHHOro npenapara. MeauluHCKUM pabOTHHKAaM
PpEeKOMEeHOyeTCs coo0IaTh O JIOBIX I0J03PEBAEMbIX HEKEIATEIbHBIX PEaKIHAX
JIEKAPCTBEHHOI'0 MpeENapara 4yepe3 HalJHOHAJIbHBIE CHCTEMbI COOOIICHHS O HEKEJIATEIbHbIX
PpeaKUsIX rocy1apcTB — YWIEHOB EBpa3suiickoro 3KOHOMHYECKOIro COr3a.>.

4.9. Ilepeno3upoBka

<CHMIOTOMBI>

<Jleyenune>

</letn>

5. DAPMAKOJIOTUYECKHE CBOIMCTBA

5.1. ®apmakoIMHAMHUYECKHE CBOMCTBA

dapmakoTepaneBTHUYeCKasi rpynmna: {rpymnmna;.

Kon ATX: <{xom}>.

<{(ToproBoe) HaMMEHOBaHUE} ABJIIETCS OHOAHATIOroM (OHOIOJOOHBIM JIEKAPCTBEHHBIM
npenaparom).>

<MexaHu3M JeHCTBUI>

<®apmakoauHaMHIECKHE I(PPEKThI>

<Knunudeckas 3()peKTHBHOCTb U 6€30IaCHOCTH>

</letn>

<VnosHOMOYEHHBIEC OpraHbl rocyJapCcTB — 4IeHOB EBpa3uiickoro 3KOHOMHYECKOIO

c0r03a OCBOOOTHIIM JepXKaTejs pPEerucTpalHOHHOIO YJOCTOBEPEHHUS JIEKapCTBEHHOIO
rnpenapara oT O0SI3aHHOCTH MPEACTABJIATh PE3yJabTaThl HCCICAOBaHHH <{HAaWUMEHOBaHUE



JIEKapCTBEHHOTO Tpernapara}> 1u0o JJIsi BOCIIPOU3BECHHBIX JEKAPCTBEHHBIX MpENnapaToB <
pedepeHTHbIH JIeKapCTBEHHBIH MNpenapar, coAepkaliuii {HauMEHOBaHUE JACHCTBYIOIIETO
BeIleCTBa (JICHCTBYIOIIMX BEIIECTB)}> BO BCEX MOATPYNIAax JeTeH MpH {COCTOsHUE,
COOTBETCTBYIOIIEE PEHICHUIO MO IUJIaHY HCCJIENOBAHUS y JETeH MO YTBEPKJICHHOMY
MOKA3aHUIO K MPUMEHEHUIO}. (cM. pazaen 4.2 paznen "Jletu").>;
<VnosHoMo4YEeHHBIE OpraHbl rocyapcTB — 4I€HOB EBpa3uiickoro 3KOHOMHYECKOIO
CO03a OTJIOXHIH 0043aTEJIbCTBO JIEPKATENA PErHCTPALHOHHOTO YJIOCTOBEPEHHS
JIEKAPCTBEHHOI0 Mpernapata MHpeCTaBasATh pe3yJbTaTbl HCCACAOBaHUH <{HaUMEHOBaHUE
JIEKapCTBEHHOT0 Mpenapara}> J1u00 Jjisi BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX MPENapaToB <
pegepeHTHbBIH JeKAPCTBEHHBIH TMpenapar, coAep kaluii {HauMeHOBaHUE JEHCTBYIOIIETO
BellecTBa (JIEHCTBYIOIMMX BEIIECTB)}> B OAHOH WM OoJiee MoArpynnax AeTed npu {
COCTOSIHME, COOTBETCTBYIOIIEE PEIICHUI0 MO IUIaHYy MWCCIEeAOBaHUS y JIeTe 1o
YTBEPKIACHHOMY TOKa3aHUIO K IPUMEHEHUIO }. (cM. paznen 4.2 paznen "Jletu").>.
5.2. ®apMaKOKMHETUYECKUE CBOMCTBA
<Abcopouus>
<Pacnpenenenne>
<buotpaHcpopmarus>
<DnauMuHaALASI>
<JIuHeHHOCTh (HEIUHEHHOCTh )>
<®apmakoKHHETHYECKAasA-(hapMaKoJHHAMHYECKAs 3ABUCUMOCTE™>
<OcobsIe rpynmnbl NalHEHTOB>
</letn>
5.3. JlanHBIC JOKIMHUYECKOM OC30IaCHOCTH
<B DOKJITHHHYECKHX JaHHBIX, IOJIy4EHHBIX 110 pe3yJIbTaTaM CTAHAAPTHBIX UCCIE]OBaAHUH
(papmakosornyeckof 06e30MacCHOCTH, TOKCHYHOCTH IPH MHOTOKPATHOM BBEJCHHH,
TeHOTOKCHYHOCTH, KaHI[EPOT€HHOr0 MOTEHIHAJIa U PernpoAyKTHBHOH H OHTOT€HETHYECKOH
TOKCHYHOCTH, OCOOBIH BpeJT /IS 1€I0BEKA HE BHISABICH™.
<B TOKTHHHYECKHX HCCIENOBAHHUIAX HAOTIOAATUCH S((PEKThI TOJIBKO NPH BO3ACHCTBHH
JIEKAPCTBEHHOIO Mpenapara B J03aX, CYIIECTBEHHO NPEBOCXOMAIIMX MaKCHMAJIbHbBIE, YTO
SABJIAETCS KIHHHYECKH HE3HAYUMBbIM™,
<HUmerorcs caenyroniue HEXeJIaTeJIbHbIC PeaKIud, He OOHAPYKEHHbIE B KIIHHHYECKHX
HCCIIEJ0BaHHUAX, HO BBISBJICHHBIC Y XHBOTHBIX IIPH BO3/ICHCTBUH JIEKaPCTBEHHOIO MIPEnapara
B J1033aX, CXOXHX C J103aMH, IPUMEHEHHbBIMH B KJIHHHUYECKHX HCCJIEJOBAHHUAX, YTO MOKET
HMETh KJIHHHYECKYIO 3HAYUMOCTD.>

6. DPAPMAIIEBTUYECKUE CBOMCTBA

6.1. [Iepeyenp BCioMOraTeabHbIX BEIIECTB
<OTCyTCTBYIOT.>
6.2. HecoBMeCcTUMOCTD



<He npumeHHMO.>
<B cBA3H ¢ OTCYTCTBHEM HCCICJOBAHHH COBMECTHUMOCTH, JAHHBIH JIEKAPCTBCHHBIH
npenapar He cjaeayeT CMEIIUBAaTh ¢ APYTHMHU JIEKapCTBEHHBIMHU TIPENapaTaMu™.
</laHHBIH JE€KapCTBEHHBIH Mpenapatr HE CaeAyeT CMEIIUBAaTh C JAPYTHMH
JIEKAPCTBEHHBIMH MPENApaTaMH, 3a HCKJIFOYEHHEM YKA3aHHBIX B pazjesne <6.6> <u> <[2>.>.
6.3. Cpok rogHoCTH (CpOK XpaHEHHUS)
<...> <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 MHKpOOHOJIOTHYECKOH TOYKH 3PEHHA, €CJH METOJ BCKPBITHA (BOCCTaAHOBJICHHA,
paszBeleHHs) He MNPEHATCTBYET MHKPOOHOH KOHTaMHHAILMM, JICKapCTBEHHBIH Ipernapat
MOUIEKUT HEMEJICHHOMY NPHMEHEHHIO.™;
<Ecau JeKapCTBEHHbIH Mpenapar HE BBEJIEH HEMEJICHHO, XpAHEHHE TOTOBOTO K
NPUMEHEHHIO JIEKapCTBEHHOIr0 Mpernapara U o0ecredeHHEe YCJIOBHH XpaHEHHS SABJIACTCA
00513aHHOCTBIO MOJIb30BATENA.>. <...>
6.4. OcoOble Mepbl NPETOCTOPOKHOCTH MPU XPAHEHHH.
<VcioBusg xpaHeHHA Mo0cjie <BOCCTAHOBJICHHSI™> <pa30aBJIeHHS™> <[TIEPBOTO BCKPBITHI>
JIEKAPCTBEHHOI O IIPENapata cM. B pazaesie 6.3.>.
6.5. Xapaktep U colepkaHuE YNAaKOBKU <H cIelHaIbHOE 000pyJOBaHHE JUISA
HCIIOJIB30BAHHUS, BBEJICHHS HJIH UMILUIAHTALIHH>
<He Bce pa3Mepsbl YIIaKOBOK MOTYT OBbITh JOCTYIIHBI JUIS PEaTH3alHH.>.

6.6. OcoOble Mephl MPEAOCTOPOKHOCTU MPU YTUIU3AIMUU HCIOJIH30BAHHOTO
JIEKapCTBEHHOI'O Mpenapara Wik OTXOA0B, IOJIYYEHHBIX MOCIIE€ IPUMEHEHNS JIEKAPCTBEHHOTO
npemnapara, u Apyrue MaHUMyJSALUY C IpenapaToM

<IIpumeHeHHe y geren>
<Hert 0co0bIX TpeOOBaHHH <K YTHIH3AI[HH>.>.
<Becp ocTaBIIHICA JIEKAPCTBEHHBIH Npenapar U OTXOJbl CJIEAyeT YHHYTOXHUTh (
YTHJIH3UPOBATH) B YCTAHOBJIEHHOM MOPSJIKE.™.
<Becp ocTaBIIHICSA JIEKAPCTBEHHBIH Npernapar U OTXOJbI CJIeAyeT YHHUYTOXHTh (
YTHJIH3UPOBATh) B COOTBETCTBHH C TPEOOBaAaHHUAMH 3aKOHOJATEIbCTBA IOCYapCTB — YJIEHOB
EBpa3uiickoro 5KkOHOMHY€ECKOIO COK03a.>.
<Oco0kble TpebOBaHHUS OTCYTCTBYIOT.>.

7. AEPXXATEJIb PETUCTPAITMOHHOI'O YIOCTOBEPEHUS

{Ha3Banue cTpansbl Ha si3bIke u3aoxeHus: Tekcra OXJII}
{HaumeHoBaHuUe AepxKaTelsi peruCTPAlMOHHOTO YIOCTOBEPEHMUS |
{lOpunnuecknii (hpakTuueckuit) aapec}

<{Ten}>

<{Paxc}>



<{azapec ANEKTPOHHOMN MOYTHI } >

7.1. IIpencraBuTens qepaKaTend PETHCTPAIIOHHOTO YIOCTOBEPEeHHA
[IpeTeH3uu noTpedUTeNe HAIPaBIATh MO APECY:

{Ha3Banue cTpaHbi}.

{HammeHoBaHue AepKaTessi perUCTPAMOHHOTO YIOCTOBEPEHHUS | .
{FOpuanyeckuii (paxkTraecKuii) aapec}.

<{Temn}>.

<{daxc}>.

<{azapec ANEKTPOHHOMN MOYTHI }>.

8. HOMEP (HOMEPA) PETYICTPAITMIOHHOI'O YIOCTOBEPEHN A
<9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOI'O ITPETIAPATA

<JlekapCTBEHHBIN MpemapaT OTHOCUTCS K KaTeTOPHHU OTIycKa <0e3 perenTta> <o
penenTy>, <B yCIOBHUAX JICU€OHO-NPOPUITAKTUUECKUX YUPEIKICHUI>.

<10. JOSUMETPHU > (ecii pUMEHHUMO)

11. THCTPYKIIUH I1O ITPUTOTOBJIEHHIO PAITMUOPAPMAIIEBTUYECKHUX
ITPEITAPATOB> (3anonaseTcA Ipu He00X0IUMOCTH)

<Bech HEUCNOJB30BAHHBIM JIEKAPCTBEHHBIM Mpenapar MWW OTXOJbl CIEIYET
YTUJIM3UPOBATH B YCTAHOBJIEHHOM MOPSIAKE.>.

<12. YCTAHOBJIEHUE ITOCPETMICTPAIIMIOHHBIX MEP> (ecim mprMeHEnMO)

<JlaHHBIA J€KapCTBEHHBIH IMpemnapar 3aperucTPUpPOBaH C YCTAHOBIECHUEM
JOTIOJIHUTENBHBIX TPEOOBAaHUM W IO 3TOMY JIEKAPCTBEHHOMY Ipenapary OKHAAaeTcs
NpeJCTaBICHUE JOMOJHUTENbHBIX JaHHBIX B TeueHue 1 roma. {HaumeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyJapctBa — wieHa EBpa3suiickoro sKOHOMHUYECKOr0 COI03a}
OylleT NpOBOJMUTH HKCHEPTU3Y HOBBIX CBEIEHHMH O mpenapare, a JAaHHas oOmas
XapaKTepUCTHKA JIEKApCTBEHHOTO npemnapara OyAeT 0OHOBIIATHCS MO Mepe HEOOXOIUMOCTH.>.
<JlaHHBII JIEKapCTBEHHBIN MpenapaT 3aperucTpUPOBaH MO Mpoleaype "perucTpanuu B
UCKJIIOUMTENbHBIX ciydasx" B CBS3M € <pelIkuM 3abosieBaHMEM™> <HAy4YHBIMU
COOOpaKEHUSIMHU> <ATUYECKUMU COOOPAKEHUSIMI>, BCE HEOOXOJMMbIE CBEICHUSI 00 3TOM
JIEKApCTBEHHOM TIperapare MOJy4YUTh HEBO3MOXHO. {HamMeHOBaHHE YMOJIHOMOYEHHOTO
opraHa rocyJapctsa — wieHa EBpa3suiicKoro 3KOHOMHUYECKOr0 cOr3a} OyJIeT MPOBOJIHTH
€XXEr0JIHO PKCIIEPTU3y HOBBIX CBEJCHHI, a JaHHAs oOlIas XapaKTepUCTHKA JIEKAPCTBEHHOTO
npenapara 0ysieT 0OHOBISATHCA [0 MEPE HEOOXOIUMOCTH.>.
<JlaHHBIW JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO Ipoueaype 'yciaoBHOM
peructpauuu, U MO STOMY JIEKAPCTBEHHOMY IIpernapary OXHUIAeTCs MpeACTaBIICHHE



JIOTIOJTHUTENBHBIX JaHHBIX. {HanMeHoBaHME YIIOTHOMOYEHHOTO OpraHa rocyapcTBa — YieHa
EBpa3uiickoro s5KOHOMHUYECKOr0 COr03a} OyJeT MPOBOJUTH €KEr0JHO AKCIEPTHU3y HOBBIX
CBEJICHUH O Tpermapare, a JaHHas 0011as XapaKTepUCTUKA JIEKApCTBEHHOTO MperapaTa Oyier
OOHOBJISITHCSA MO MEPE HEOOXOAMMOCTH.>.

<PedepenTHblii TeKapCTBEHHBIN MpenapaT, CoAepKaluil {HanMEHOBaHHUE JEHCTBYIONIETO
BEIIECTBA (JIEHCTBYIOMIMUX BEIIECTB)}>, ObUT 3apErUCTPUPOBAH IO MPOIEAYpE ""perucTpanuu
B HCKJIIOUMTEIbHBIX caydasx" B CBS3M C <peakuM 3aloJjieBaHHEM™> <HAyYHBIMHU
COOOpaKEHUAMN> <ATHYECKUMH COOOpPaKCHUSIMHU>, BCE HEOOXOJUMBIC CBEIACHUS O
pedepeHTHOM JIEKapCTBEHHOM IMpemnapare IMoJy4yuTh HEBO3MOXKHO. {HaummeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyJapctBa — wieHa EBpa3uiickoro "KOHOMHUYECKOTO COI03a}
OyJleT IPOBOJUTH IKCIEPTU3Y HOBBIX CBEIICHUI, KOTOPhIE MOTYT MOSBIATHCS €XKETOJHO, a
nanras OXIJIII Oyaetr OOHOBIATHCS TO Mepe HEOOXOIUMOCTH B COOTBETCTBHH C
oonoieausMu OXJIIT pedepenTHoro npemnapara>

B xonne OXJIIT nonmyckaeTcs UCHoOnIb30BaHue cieaytome hopmynupoBku: "OOmas

XapaKTepUCTHUKA JIEKAPCTBEHHOTO IIpernapara {TOproBoe HaMMEHOBAaHUE } IOCTYIHA B €JMHOM
peecTpe 3aperucCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpPAa3HiICKOTO 3KOHOMHYECKOTO
COI03a ¥ Ha O(PUIMATIHLHOM CalTe YIMOJHOMOUYEHHOTO OpraHa (dKCHEpTHOW OpraHu3aiuu) {

CalT yImOJIHOMOYEHHOI'0 OopraHa (caiT opranuzaiuu)}".

IMTPUJIOXEnue Ne 11
K TpeOOBaHUSIM K MHCTPYKLIUH MO
MEAULUHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa u
o01Ie XxapaKTeprCTHKE
JIEKapCTBEHHOTO TIpeTapara Jis
MEIHULMHCKOTO IPUMEHEHUS
(B penakuuu Pemenust Coseta
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 21 ¢espans 2025 r. Ne 18)

IMTOPAOOK
3a0JIHEHH Ma0I0Ha 00ImIe XapaKTepHCTHKH JIEKapCTBEHHOTO IIPemapaTa

Hcnonbp3oBanrne KOMOMHUPOBAHHBIX OOIIMX XapaKTEPUCTUK JIEKAPCTBEHHBIX MIPETapaToB,
COCTaBJICHHBIX Ha Bcex s3blkax (manee — OXJIID) anst pa3snuuHbIX AO3UPOBOK TOM JKe
JIEKapCTBEHHOH (hOpMBI 000CHOBAHO (JIJ1s1 IKCIIEPTU3bI M MOCIEAYIONIETO MPUHATHS PEIICHUS)
B Tex ciyyasx, eciid OXJII nosHOCThI0O UAEHTUYHBI, 32 UCKIIIOUEHHEM HEOOIBIIOro yucia
cnenuGUIHBIX I JO3UPOBOK cBefeHWU. Ecnu moka3zaHusl K MPUMEHEHUIO IS Pa3HbIX
no3upoBok He coBnaaaroT, OXJIII komOuHUpOBaTh He nomyckaercs. [Ipu ucnosb3oBaHUU
koMOuHUpoBaHHbIX OXJIIT HE0OX0AUMO UCTIONB30BATH TOJBKO MEPBUUHYIO JICKAPCTBEHHYIO
dbopmy, HarpuMep, BO3MOKHO KOMOMHHUPOBaHKE "pacTBOP I MHBEKIUN BO ¢iakone" u "
pacTBOp IS MHBEKUHUN B MPEABAPUTEIBHO 3amojHeHHOM Mmmnpuie". I[lpu ycrnoBuu
BBITIOJTHEHUS BBHIIIENIEPEYNCICHHBIX YCIOBUN o0OOcCHOBaHue He Tpedyercs. [lpaBumma



COCTaBJICHUSI €AUHBIX TUCTKOB-BKIabieid 1 OXJIII Ha pa3Hble HJO3UPOBKU U3JIOKEHBI B
npusiockeHun No 8 K TpeOOBaHMSAM K HHCTPYKIMU MO MEIUIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHOTO TIpemapaTa M OO0IIell XapaKTepHCTHKE JEKapCTBEHHOTO Ipemapara s
MEJIUIIMHCKOTO TNpUMEHEHUs, yTBepxkAeHHbIM Pemennem CoBera eBpa3uiickoi
PKOHOMHUYECKOUW Komuccuu OT 3 HOsOps 2016 1. Ne 88 (manmee — TpeboBanmMs).

Ecnu pasnuuHble JO3UPOBKU HE YAOBJIETBOPSAIOT BBINICONUCAHHBIM KpUTEpUIM (
HarpuMep, MpU Pa3IUUMAX B MOKA3aHUSAX K NPUMEHEHHIO JUIS Pa3IMYHBIX JO3UPOBOK),
3asBuTenu Brapase mnpenctaButh OXJIII Ha paznuynbie 103MpoBKU B Buje eauHoit OXJIII
TOJBKO JUISI LeJeld SKCIEepTU3bl, yKa3blBas 3arjaBHbIMU OyKBaMH JIO3UPOBKY WU
JIEKapCTBEHHYIO ()OpPMY, B OTHOIIEHHWU KOTOPOU CYIECTBYIOT aJIbTEPHATUBHBIC TEKCTOBBIC
anemMeHThl. OAHAKO ISl KaXI0M JTO3UPOBKHU U JIEKAPCTBEHHON (DOPMBI 3asiBUTENb JOJKEH
npeactaButh oTaenbHY0 OXJIII, comepkariyio cBeneHus 000 BCeX BO3MOKHBIX BapHaHTaX
COJIEP/KMMOTO YIIAKOBKHU, OTHOCAIIMXCS K PACCMATPUBAEMOW JO3UPOBKE U JIEKAPCTBEHHOM
dbopwme.

CrannapTHbie GOpMYJIMPOBKH MPUBEACHBI B 11A0JIOHE, TPEAYCMOTPEHHOM MPUIIOKEHUEM
Ne 10 x TpeOoBaHUSAM, KOTOpPBIE CIAEAYET UCIOJIB30BaTh B KaXKJIOM OTAEIbHOM ciiydae. Eciu
3asIBUTENb BBIHYKJIEH OTKJIOHUTHCS OT CTaHJAPTHBIX (hOPMYITUPOBOK C IIEJIbIO yueTa 0COObIX
TpeOOBaHUMN, OTHOCSIIMXCS K JIEKapCTBEHHOMY IIpenapary, ajdbTepHATHUBHbBIC WU
JIOTIOTHUTENbHBIE (DOPMYTUPOBKHU OYIyT pACCMOTPEHBI HA MHANBUAYATHLHON OCHOBE.

B cnywae ecnu cranmapTHbie (OPMYIMPOBKU corjlacHO npuiioxkeHuto Ne 10 k
TpeOOBaHUSAM HE HYXKAAIOTCS B MOSICHEHHUSIX WM PEKOMEHAALUAX MO 3aM0JIHEHUI0, TO 3TOT
pasnen mabdimona OXJIIT nmpomyckaercs B HacToseM [lopsake.

TonbKO 115 IEKapCTBEHHBIX MPENnapaToB, TPEOYOUUX AOMOTHUTEIIBHOTO MOHUTOPUHTA
0€301acHOCTH, YEPHBI CUMBOJI U (POPMYIUPOBKUA K HEMY JIOJDKHBI pa3MENIaThCA TOJIBKO
nepen pazaenom 1 OXJIII. YepHblii cUMBOJI TOMKEH IMPEACTABIATh COOOM MEepeBEepHYTHIN
PaBHOCTOPOHHUM TPEYrOJBHUK YEPHOTO I[BETa: pa3Mep CHMBOJIa JOJDKEH OBITh
MPONOPIMOHAIBHEIM pa3Mepy wpudTa claeayroolero 3a HUM THIOBOrO TEKCTa, a
MHUHUMAJIbHAS JIJIMHA KaXXJIOW CTOPOHBI TPEYTroJIbHUKA JOJKHA COCTaBISTH 5 mM. Jlus
NOATOTOBKM MPWIOKEHUNH ¢ HHPOpMALMEHd O JIEKapCTBEHHOM IIpernapare MOKHO
MCITI0JIb30BaTh YEPHBII TPEYTOJIbHUK, IPEACTABICHHBIN B JAHHOM IIa0JIOHE.

< /laHHBI} JIeKapCTBEHHBIH Npenapar NoAJIEKHUT JONOJTHUTEIEHOMY MOHUTOPHHTY. DTO
M03BOJIUT OBICTPO BBIABUTH HOBYIO HH(popMaluro mo 6e3omnacHoctH. Mbl obpamjaemcsa K
CITENHATTUCTAM CHCTEMBbI 3/IpaBOOXPAaHEHHS ¢ MPOChOOIH co00MaTh O JFOOBIX MOJ03PEBAEMBIX
HexeJaTeabHbIX peakquax. Ilopsaaok cooOUIeHUS 0 HeXKeJIaTeAbHbIX PEAKIHAX MIPeJCTaBICH
B pazzaeine 4.8.>.

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O ITPETIAPATA

[IpaBuiia ykazanusi JO3UPOBOK MPUBEICHBI B MpUIIokKeHUU Ne 9 Kk TpeOOBaHUSAM.
{(ToproBoe) HauMeHOBaHuKE, JO3UPOBKA, JIEKAPCTBEHHAs (hopMa }



™
B nacrosimiem pasaene u gainee CUMBOJIBI "®", " " K TekcTy He J00aBisAIOTCA, caoBa

TabneTku" u "Karcynbl" yrnoTpeOastoTcs BO MHOKECTBEHHOM YHUCTIE.
2. KAUECTBEHHbIV Y1 KOJIMYECTBEHHBIN COCTAB

VYKka3bIBaloTCs HAUMEHOBAHUS JICUCTBYIOIIETO BEIIECTBA (JIEMCTBYIOIINX BEUIECTB) HA
A3bIKe, Ha KOTOpoM coctaBieHa OXJIII.

JI71s1 BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX MPENapaToB, €CIU BRICOKOTEXHOJIOTMUHBIN
JIEKapCTBEHHBIM Tpenapar COJEPKUT KIETKM WM TKaHU, HEOOXOJUMO MPEICTaBUTH
MOJAPOOHOE OMHCAHUE PTUX KIETOK WM TKaHEW M UX KOHKPETHOE MPOUCXOXKICHUE, B TOM
YUCJIE BUJbI )KUBOTHBIX B CIIy4YasX UX HEUEIIOBEUECKOIO MPOUCXO0XKICHUA. B 3TOM ciiydyae B
HACTOSIIIEM pa3zeie CIAEAYET BbIACINUTh Pa3/ICIbl:

<2.1. O6mee ommcanue> [IpUBOAMTCA TOJBKO JJIsS BBICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPENAPATOB.
<2.2. KadeCcTBeHHBI# M KOJIMYECTBEHHBIH COCTaB> [IpuBOAMTCA TONBKO s
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX MPEMapaToB.
Kpome Toro, B OTHOILIEHHU BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENApATOB MPHU
HEOOXOJIMMOCTH MOTYT MPUBOUTHCS MOSICHUTEIbHBIE U300PAKEHHUS.

<BemecTBa, HAJIHYUE KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOIO MPEIApara:™.

<[loJiHbII mepeYeHb BCIIOMOTaTeIbHBIX BELIECTB IIPUBE/CH B pazjeie 6.1.>.

3. JEKAPCTBEHHASI ©OPMA

<JIunus pasznoma (pUcka) IpeaHa3HauY€HAa UCKIOYUTEIBHO I pa3jJaMbIBAHUS C LEIbIO
oOJieryeHus nporiaTbiBaHus, a He JUIsl pa3/ieJIeHUs] Ha paBHbIE JJO3bI.>.

<Jlunusg paznoma (pucka) He IpeIHa3HAYCHA JIJIS pa3/AelICHUs TaOIeTKU. >,

<TabneTKy MOXHO pa3/ieJuTh Ha paBHbBIC JO3BL.>.

4. KSINHUYECKHME TAHHBIE

4.1. ITokazaHusi K TPUMEHEHUIO
VYka3zaTh, eciu 3TO HeoOXoaumo: <JlekapCTBEHHBIH mnpenapar HPHMEHAETCA
HCKJIFOYHTEIBHO B JHArHOCTHYECKHUX LEIAX.>.
<{X} mokazaH K NPUMEHEHHIO Yy <B3POCJbIX, HOBOPOX/ICHHbIX, M4/ CHIIEB, JCTCH,
MOJPOCTKOB, B Bo3pacte {oT X o Y} <uer, mecsaieB>.>.
4.2. Pexxum 103upoBaHus U CIOCO0 TPUMEHEHHUS
Pexum no3upoBanus
OcoOble TpynIbl MalMEeHTOB
JlonoysHUTENBHBIE 3ar0J0BKH, TaKUe Kak "JInma noxxunoro Bo3pacra” wnu "llanueHTsl ¢
MOYEYHOM HEJIOCTATOYHOCTHIO" BKIIOYAIOTCS NMPU HEOOXOIUMOCTH.
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>>,
Heo6xoaumo takxke 100aBUTh OJHO U3 CICAYIOIINX BBIPAKCHUI:
</laHHBIE OTCYTCTBYIOT>.
<HUmeromuecs Ha CerogHALIHUH AC€Hb JaHHbIe IPUBECHBI B pazaeie <4.8> <5.1> <5.2>,
OZIHAKO HEBO3MOXKHO /]aTh PEKOMEHIAI[HH 110 PeXXKUMY JO03UPOBAHHS ™.
<{X} He ciexnyer Ha3Ha4yaTh AeTaM B Bo3pacte {oT X no Y} <uer, MecsaieB> Win 'y
JOOBIX JPYTUX 3HAYMMBIX TOATPYII, HaPUMED, MO Macce Telia, MOJIOBOM 3PesIOCTH, MOy B
CBS3H C ONACEHUEM(IMH) OTHOCHTEIbHO <be30macHOCTH> <appexruBHocTH>>. [Ipn s3TOM
MIPUYMHBI JOJDKHBI YKa3bIBATHCS C MEPEKPECTHBIMU CCBHUIKAMH Ha Pa3feibl C MOAPOOHBIM
JNaHHbIMU (HanpuMmep, pazaen 4.8 wim 5.1).
<[Ilo moka3aHurO {yKa3aTh Nokazanue)} {X} y <gerer> <mgere# B Bozpacte oT {oT X 10 Y
} <mecsreB, j1eT>> Unu y J00BIX JPYyTUX 3HAYMMBIX MOATPYII, HAIPUMEpP, IO Macce Tela,
MI0JIOBOM 3pENIOCTH, TIONY <HE MPUMEHIETCS ™.
<{X} nporuBomnokasaH y aetrei B Bozpacte {0T X 10 Y} <JIeT, MecALeB™> WiIu y J00bIX
JIPYTUX 3HAYMMBIX TOJATPYIIN, HAIPUMEp, IO Macce Telsa, MOJIOBOU 3PEIOCTH, MOy {IpHu
MoKa3aHuM (MOKa3aHMsX)...} yKa3aTh MokazaHue (1mokazaHus) (cM. pazaen 4.3).>.
B oTHOMICHNM TBEPABIX JIEKAPCTBEHHBIX (HOPM, GUKCUPOBAHHOMN JO3UPOBKHU YKA3HIBACTCS

<{X} He cimexyer HazHayaThb (OPHUMEHATH) y AeTedH B Bo3pacte {oT X no Y} <uer,
MecA1eB> WIN Y JIIOObIX IPYTruX 3HAYUMBIX MOATPYIII, HAPUMEP, IO Macce Tela, MOJI0BON
3peNoCTU, NONy <MJIA AaHHOH JIEKAPCTBEHHOH (YOPMBI> <B CBA3H C HEBO3MOXHOCTHIO
obecrieqnuTrs peKUM JJO3HPOBAHHUST .

Cnoco06 nmpuMeHeHust

<MepsbI IpeoCTOPOKHOCTH, IPHHAMAEMbIE MEPE] IPUMEHEHHEM IIPENapaTa Hid IpH
pabote ¢ HUM>

[IpuBoasATCS yKa3zaHus MO MPAaBUJIBHOMY IPUMEHEHHIO JIEKAPCTBEHHOIO Ipemnapara
MEIULMHCKUMHU paOOTHUKAMU WM HallUEHTOM.

B nuctke-BKIi1aaplie npu HE0OOXOAUMOCTH MPUBOIATCS AOTOTHUTENbHBIE CHIEI[UATbHbIE
pPEKOMEHJAMU 10 MPUMEHEHUIO JIEKApCTBEHHOIO Ipemnapara (B Ciaydyae HHIaJIATOPOB),
CaMOCTOATENLHOTO MOJKOXHOTO BBEICHHSI JIEKAPCTBEHHOT'O Mpenapara NalueHToM, a TakKe
MTOSICHUTEJIbHBIE PUCYHKH (JIJ11 BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IPENAapaToB).

<HUHCTpyKUHH 110 <OPHUT'OTOBJIEHHIO> <pACTBOPEHHIO> <...> JICKAPCTBEHHOIO IIPEIapara
nepes] IpUMEHEHUEM CM. B paszjesie <6.6> <u>pazzeie <12>.>.

4.3. IIpoTuBOMOKa3aHUA



<['unep4yBCTBUTENBHOCTD K {/IEHCTBYIOIIEMY BEIIECTBY (/IEHCTBYIOIIUM BEIIECTBAM)}
UM K JI000MYy M3 BCIIOMOTATEIbHBIX BEIIECTB, MEPEUMCICHHBIX B pazuene 6.1 <unu {
Ha3BaHWE OCTATOYHBIX MPOW3BOJICTBEHHBIX MPUMECEH }>.>.

4.4. Oco6rle yka3aHHs U MEPHI IPEIOCTOPOKHOCTH MPH IPUMECHEHUA

JIoKHBI OBITH BKJIFOUEHBI TIPH HEOOXOAMMOCTH, JJIS YIPOIICHUS TOUCKa HHPOPMAITHH

3arojoBku (Hampumep, "BuusHue Ha ceponoruueckue Tecthl", "lleueHouHas
HenocTaTouHoCTh", "Y mnHenue unreppaia QT", "BenoMoraTtensHble BelecTa').
</letn>

4.5. BzanMopeicTBHe C IPYTMMH JIEKapCTBECHHEIMH IIpeapaTaMH B ApyTHe BUALI B3aHMOACHCTBUA

<HccnenoBaHus B3aMMOJICCTBUS HE MPOBOJAUIIUCH.>.
<Oco0bi€ IpyIIibl MAlMEHTOB>
<Jletn>

<HccnenoBaHus B3aMMOJICHCTBHS MPOBEJACHBI TOJIBKO Y B3POCIBIX.>.
4.6. ®epTHILHOCTH, OEPEMEHHOCTD M JIAKTAIAA

CranpapTHbeie (QOPMYJIUPOBKH, HCHOJIb3yeMbIe IS OMUCAHHUS TPUMEHCHUS
JIEKapCTBEHHOI0 Mpenapara nNpu OEPEMEHHOCTH U JIAKTAlUKU TPUBOASTCA B IPUiIokeHUU No 5
K TpeOOBaHMSM.

JlonomHUTENBHBIE 3arOJIOBKH, TaKUE Kak ' JKEHIIUHBI ¢ JETOPOJHBIM MOTECHIMaIOM", "
Kontpauenius y My>X4HH U KEHIIUH'", BKJIIOUYAIOTCS TPU HEOOXOJUMOCTH.
<)KeHImHEI ¢ JeTOpOAHBIM IIOTEHI[HAIOM~>
<KoHTpauenuus y My>X41H H )XCHIIHH>
<J)KeHIHHBI C TETOPOJHBIM MTOTEHIHAIOM (KOHTPAI[CIIIIHSA Y MY>KUHH H >KCHII[HH)>
<bepeMeHHOCTh>
<Jlakrauus>

<QepTHIbHOCTH>

4.]. BmusiHEE Ha CIOCOOHOCTD YIPABIIATh TPAHCIIOPTHEIME CPEICTBAMH H pab0OTAaTh C
MeXaHH3MaMH

<{ToproBoe HaMMEHOBaHKE} <HE OKa3bIBACT> <OKA3bIBAECT HECYILIECTBEHHOE BIUSIHUE™> <
OKa3bIBAET cliaboe BIUSHUE™> <OKa3bIBAET YMEPEHHOE BIIUSIHHE™> <OKa3bIBAE€T BBHIPAKEHHOE
BIIMSIHUE™> HA CIOCOOHOCTh YNPABISATh TPAHCIHOPTHBIMU CpPEACTBAMU M paboTaTh C
mexanuzMamu.>. [Ipu HeoOxoauMocTu cienyeT onucatb 3QPEKT BIUSHUA.

<He npumeHnmo.>.

4.8. HexxenarenbHbIe peakuu



YcnoBHble 0003HAUEHUSI YACTOThl HEXKENATENbHBIX peakui U Kiaccuukamus
HEXeJaTeNbHbIX PEAKUUA B COOTBETCTBHU C CUCTEMHO-OpraHHbIMU kiaccamu MedDRA
U3JI0’KEHBI B MIPHII0KeHUU Ne 4 K TpeOOBaHUSAM.

CoOTBETCTBYIOIIME MOJ3aT0JI0OBKH JIOJKHBI UCIIOIB30BATHCS sl 0OJErYeHus] OMCKa
uH(GOpPMaLIUU O HEXeNaTeIbHON Peakluu U IS KaKIOW COOTBETCTBYIOIIEH 0CO00M TPYIIIIbI
nonynainuu, HampuMmep: "Pestome mnpoduns OezomacHoctu", "TabmuuHoe pestome
HE)KEJIaTeNbHBIX peakuuil’', "Pe3roMe HexenaTenbHbIX peakuui', "OnmcaHue OTAEIbHBIX
HEXEJATeNbHbIX peakiui" (Takke pasziesl MOXKET ObIThb o03arjaBlieH Ha3BaHUEM
COOTBETCTBYIOIICH HEekenaTeIbHOU peakiiun), "OcoObie rpynibl MaMeHToR" .

</letn>

Hacrosimmii pa3nen gomkeH ObITh MCIOJB30BaH JJIs1 BCEX JIEKAPCTBEHHBIX MPEMapaToB.
B xoHI1Ie HacToAmIEro pasaena J0KEH pacioiaraTbesi CIEAYOMMM 3aroJIOBOK paszena.

CooO1ienue o noAo3peBacMbIX HEKEIATETbHBIX PEaKIUIX

<Ba)xHO co00IaTh O M003PEBAEMBIX HEXEJIaTCIAbHBIX PEAKIHAX MOCIE PErHCTPAaLuH
JICKAPCTBEHHOTO TMIpernapara ¢ HeJbl0 o00ecredeHus HeNpepbIBHOIO MOHHTOPHHTA
cooTHolIeHHd "mosib3a — pHCK" JIeKapCTBEHHOr O npenapara. MeauluHCKUM pabOTHHKAaM
peKoMeHayeTcsas coobuath o JI0ObIX MOJ03PEBAEMbIX HEXEAAaTCAbHBIX PEaKIHAX
JIEKAPCTBEHHOI'0 MpeNnapara 4epe3 HalJHOHAJIbHBIE CHCTEMbI COOOIICHHUS O HEXKEJIATeIbHbIX
PpeaKHAX rocyapcTB — WiE€HOB EBpa3uicKkoro 3JKOHOMHYECKOIrO COr03a.>.

B ony6nukoBanno# Bepcuu yrBepxkaeHHbIX OXJIIT ¢ nundopmanueit o 1ekapcTBEHHOM
mpenapaTte yKas3blBalOTCA (paKTHUeCKue MOAPOOHBIE JaHHBIE CHCTEMBI COOOIICHHUS O
HEXEJATEIbHBIX PEAKUHUSIX JEKapCTBEHHBIX MPENapaToOB COOTBETCTBYIOLIETO rOCYAapCTBa —
ywieHa EBpa3uiickOro 3KOHOMHYECKOTO CO03a (COOTBETCTBYIOIIMX TI'OCYJAapCTB — YICHOB
EBpa3niickoro 5KOHOMHUYECKOTO COK03a) B CIEAYIOIIEM BUJIE:

<T'ocynmapcTBo — wieH EBpa3suiickoro 3KOHOMUYECKOT0 COK3a>
<YnomHOMOYEHHBIH opraH (YHOJHOMOYEHHas OpraHu3anus) rocynapcrBa — wieHa EBpaswuiickoro
9KOHOMHYECKOTO COI03a>
<Anpec: HHAEKC, TOPOJ, YU, HOMED 3JaHUsS>
<Tenedon>
<®dakc>
<OnexTpoHHas Mo4Ta>
<CaiiT B M"H()OPMAIIMOHHO-TEIEKOMMYHHKAITMOHHOM ceT "MHTepHeT">
JIuarBUCcTHYECKUE KOPPCKTUPOBKU B 3aBUCHMMOCTHU OT IpaMMAaTHYCCKHUX IIPpABHII
rocygapCTBCHHEIX SA3BIKOB IroCcyaapCTB — YJICHOB EBpEBHﬁCKOl"O 9KOHOMHYECCKOT'0O COI03a

BHOCSTCS MTPU HEOOXOJIMMOCTH.
4.9. Ilepeno3npoBka

[Ipu HEOOXOAUMOCTH TPUBOISATCS TOMIOTHUTEIBHBIE 3ar0JI0BKH, Takue Kak "CUMITOMBI"
nunu "Jleuenne" ("TakTuka ycTpaHEeHUs CHMITOMOB NIEPEAO3UPOBKU").
</lertu>



5. DAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakogHaAMUIECKHE CBOHCTBA

dapmakoTepaneBTHUYeCKas rpynmna; {rpymnmna;.
Kon ATX: <{xon}>
J{ns1 mekapCTBEHHOTO Mpernapara, 3aperucTpUPOBAHHOrO Kak OroaHanor (0nonogo0HbIN
JIEKapCTBEHHBIN Mpernapart), He0OX0IUMO BKIIOYUTH CIEIYIONIUE CBEICHUS:
<{(ToproBoe) Ha3BaHUE} ABJIICTCI OHOAHATIOroM (OHOMOAOOHBIM JI€KAPCTBECHHBIM
npenaparom).>.
JlonmyckaeTcsi MCIOJb30BaHUE MpeAcTaBieHne HHGOPMAIMU O KIMHUYECKOU
s dexTuBHOCTH U O6e30MacHOCTH B (hopme TabuIl.
<MexaHu3Mm JIeHCTBHI>
<®apmakoauHaAMHIECKHE I(PPEKTHI>
<Knuuudeckas 3(ppeKTHBHOCTb H 6€30IaCHOCTH™>
</letn>
Ecnn ynnoiHOMO4Y€eHHbIE OpraHbl rocy1apCcTB — YWiICHOB EBpa3uicKoro 3KOHOMHYECKOTO
coro3a OCBOOOJHIIH JI€pXKAaTesd PEruCTpaJHOHHOIO YJIOCTOBEPEHHS JIEKapCTBEHHOIO
rpenapara oT HeOOXOAUMOCTH KIHHHIECKHX HCCJICAOBAHUH B MEIHATPHICCKOH MOMYIAIIHH
HJIH OTJIOKHJIH HX, HEOOXOJIHUMO YKa3aTh CIEAYIOIee:
a) Ipu OCBOOOKICHUH OT HEOOXOIMMOCTH MPOBEJACHUS KIMHNYECKUX MUCCIIEIOBAHUIA BO
BCEX MOATPYIIIAX:
<YnomHOMOYEHHbIE OpraHbl TOCYAapCTB — YiICHOB EBpa3uiickoro 5KOHOMHYECKOTO
coro3a O0CBOOOJHIH JIepXKaTessd PEeruHCTpallHOHHOTO YJIOCTOBEPEHHS JIeKapCTBEHHOTO
npenapatra oT O00SI3aHHOCTH MPEACTABIATH pPe3yJbTaThl KIMHHYECKHX HCCICAOBaHHH <{
HAaMMEHOBAHHUE JIEKAPCTBEHHOTO TIpenapara} > JH00 111 BOCIIPOU3BEACHHBIX JICKAPCTBEHHBIX
rnpenapatoB <pe@pepeHTHbIH JeKapCTBEeHHbIH Mpenapar, coAepKallui {HauMEHOBaHHE
JICHCTBYIOIIETO BEUIECTBA (ACHCTBYIOIHX BEI[ECTB)}> BO BCEX MOATPYMNAax JeTeH mpu {
COCTOSIHME, COOTBETCTBYIOLEE PEUIEHUI0 MO IUIAHY MCCIENOBAHUS y JE€TEed 10
YTBEPKJIEHHOMY MOKa3aHUIO0 K IPUMEHEHUIO } . (cM. pazaen 4.2 paznen "/lern").>;
0) Mpu OTJIIOKEHHBIX 00S3aTENHCTBAX, PACIIPOCTPAHSIONINXCA KAK MUHUMYM Ha OJHY
NOATPYIIY:
<YnoiHOMOYEHHbIE OpraHbl rOCyAapCTB — YiICHOB EBpa3uiickoro 3KOHOMHYECKOTo
CO03a OTJIOXHJIH 0043aTEJIbCTBO JIEPKATEAA PErHCTPALHOHHOTO YJIOCTOBEPEHHUS
JIEKAPCTBEHHOTO TIpernaparta HpeACTaBIATh PE3yaAbTaThl KIHHHYECKHX HCCAENOBaHUH <{
HAaMMEHOBAaHUE JIEKAPCTBEHHOTO MIpenapara} > JH00 19 BOCIIPOU3BEACHHBIX JICKAPCTBEHHbIX
npenapaToB <pe@QepeHTHBIH JIeKapCTBEHHBIH TMpenapat, COACpKaIllfHi {HaNMEHOBAaHWE
JEHUCTBYIOIIETO BeIlleCTBa (ACHCTBYIOIIHX BEIIECTB)}> B OJHOH WM 0oJiee MOATPYNIax
JeTeH NpH {COCTOSIHUE, COOTBETCTBYIOILIEE PEIICHHUIO MO IUIAHY UCCIEAOBaHUS y IETEH 10
YTBEPKIACHHOMY TIOKa3aHUIO K IPUMEHEHHUIO }. (cM. paznen 4.2 paznen "/letu").>.



5.2. ®apMakOKMHETHYECKUE CBOHCTBA

<AOGcopOnus>

<Pacmpenenenue>

<buotpanchopmarus>

<DiIuMuHALUS>

<JIuHENHOCTh (HETMHEHHOCTH)>

<dapmakoknHeTHYECKas-hapMaKoJMHAMHUYECKasi 3aBUCUMOCTh>

<Oco0pbI€ rpymnIbl NaueHTOB>

B macrosimuii pazaen MoryT, mpu HEOOXOJAMMOCTH BKIIIOUATHCS JIOMOJHUTEIBLHBIN

MMOJ3aroJI0BOK MJIM MOJ3arojoBKH, Takue kKak "Iloueunas HemocTtaTouHocTs', "IleueHounas
HelocTaTouHoCTh", "JInia moxuaoro Bo3pacra"

<Jletu>

5.3. JlanHEIe JOKJIMHNIECKOH 6€30IacHOCTH

MoryT OBITh BKJIIFOUCHBI IPH HEOOXOUMOCTH JIOTIOJHUTEIBHBIC ITO3ar0JIOBKH, TAKHE KaK
"UccnenoBanusa Ha MOJIOQHSIKE )KUBOTHEIX'".
<B DOKJTHHHYECKHX JaHHBIX, TOJIYICHHBIX 110 pe3yJIbTaTaM CTAHAAPTHBIX HCCICIOBaAHUH
(papmakosornyeckoi 0€30acCHOCTH, TOKCHYHOCTH IPH MHOTOKPATHOM BBEJCHHH,
T€HOTOKCHYHOCTH, KaHI[EPOT€HHOIO0 MOTEHIIHAIA H PEeNnpOAYKTHBHOH H OHTOT€HETHUYECKOH
TOKCHIHOCTH, OCOOBIH BpeT A1 9eJ0BEKa HE BHIABICH ™.
<B JOKTHHHYECKHX HCCJIEJOBAHHAX HAOII0ATHCH 3((YEKThI TOJIBKO MPH BO3ACHCTBHH
JIEKAPCTBEHHOI'0 Mpernapara B /03aX, CYIECTBEHHO NPEBOCXOAAIIHX MAKCHMATbHBIC, YTO
ABJIAETCA KIHHHYECKH HE3HAYHMBIM >,
<UmeroTcs ciaeayroine HexeaaTeJbHbIe peakiiuu, He 0OHapyKeHHbIE B KIHHHYECKHX
HCCJICTOBAHHUSX, HO BBIABJICHHBIC Y )KHBOTHBIX MPH BO3ACHCTBHH JICKAPCTBEHHOIO MPENapara
B J103aX, CXOXHX C J]03aMH, PHMEHCHHBIMH B KJIHHHYECKHX HCCJICJOBAHHUSAX, YTO MOXKET
HMETh KTHHHIECKYI0 3HAYHMOCTb. >

6. DPAPMALIEBTUYECKHUE CBOMICTBA
6.1. IlepedeHp BCIOMOTaTENbHEIX BEMIECTB

[IpuBOMTCS Ha3BaHUE BCIIOMOTaTEIBLHOTO BEIIECTRA.
JIs1 BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IMpENnapaTtoB HEOOXOIUMO OMHUCATH
KOHCEPBUPYIOIIUE CUCTEMBL.
<OTCcyTCTBYIOT.>

6.2. HecoBMecTHMOCTBH



<He npumeHumo.>. J|aHHO€ yKa3zaHHE HUCIIOJIb3YEeTCS B Clydae HEO0OXOJMMOCTH,
HaIpUMep, JUIsl TBEPJIbIX MEPOPATBHBIX JEKAPCTBEHHBIX (HOPM.
JIns NeKapCTBEHHBIX IpenapaToB Uil NApEeHTEPAIBHOIO NPUMEHEHUS yKa3bIBACTCSA
cleyroniee:
<B CBA3HM C OTCYTCTBHEM HCCICAOBAHHH COBMECTHMOCTH, JAHHBIH JICKapCTBECHHBIH
rpenapar He CJIeJyeT CMEIIHUBATh C APYTHMH JIEKapCTBCHHBIMH IIPENapaTamMu.>
</laHHBIH JE€KapCTBEHHBIH IMpenapar HE CaeayeT CMEIIHBAaTh C JAPYTHMH

JIEKAPCTBEHHBIMH MPENAapaTaMH, 34 HCKJIFOYEHHEM YKA3aHHBIX B <pazzesie 6.6> <u> <pazjeie
12>>,

6.3. Cpok rogHOCTH (CpOK XpaHEHH)

VYka3biBaeTcsi HHPOpMAILIUS O CPOKE TOJHOCTU (CPOKE XpaHEHHUs) JEKaApCTBEHHOIO
npernapara U CTaOUJIbHOCTH BO BpeMsl MPUMEHEHHS MOCJE €ro MEePBOro BCKPBHITUS U (HJIH)
BOCCTaHOBJIEHUA (pa3BeneHus). YKa3bIBa€TCs TOJIBKO OJMH OOIIMI CPOK T'OJHOCTH (CpOK
XpaHEHHUs1) JICKApCTBEHHOTO Mpernapara, JaXke €CIU €ro pa3juyHble KOMIOHEHTBhl UMEIOT
pa3HbIi CPOK TOAHOCTH (HAMpPHUMEP, MOPOIIOK M pacTBOpUTEINb). [laTa mcTeueHusl cpoka
TFOJIHOCTH TaKOr0 KOMIUIEKTa (JI€KapCTBEHHBIM MpemnapaT C pacTBOpUTENIEM) WUiu Habopa (
KOMIUJIEKTa U3 JIBYX M Oo0Jiee JIEKapCTBEHHBIX MPEMapaToB) ONpeesieTcss mo 0osiee paHHEH
JlaTe UCTEUEHUsI CPOKa TOJTHOCTHU (CpOKa XpaHEHHUsI) KOMIIOHEHTa JIEKapCTBEHHOIO Mpenapara,
BXO/IAIIETO B KOMIUIEKT (Habop).

CrangapTabie GOPMYITUPOBKH, UCIIOIB3YEMbIC JIJISI ONMKMCAHUS CPpOKa TOJHOCTH (CpoKa
XpaHEHUs ), TPUBEICHBI B MpuiioskeHUn Ne 7 k TpeOoBaHUsM.
<...> <6 mecaneB> <...> <] rog> <18 mecaieB> <2 roga> <30 mecameB> <3 roga> <...>.
<Xummuyeckas U (puznieckas CTaOuIbHOCTh FOTOBOTO K IMPUMEHEHHIO JIeKapCTBEHHOTO
rpernaparta noAaTBep:xaeHa B redeHue X 4acoB (aHei) npu Y C.>;

<C MHKpOOHOJIOTHYECKOH TOYKH 3PEHHS, €CJH METOJ BCKPBITHI (BOCCTAHOBJICHUA,
pa3BedeHHs) He MNPEHsSITCTBYET MHKPOOHOH KOHTaAMHHAIIHH, JI€KapCTBEHHBIH Ipernapat
MOIC)KUT HEMEJICHHOMY MPHMEHEHHIO.™,

<Eciu JnexkapcTBeHHbIH Mpernapar HE BBEJIE€H HEMEIJICHHO, XpaHEHHE TOTOBOTO K
MIPUMEHEHHIO JIEKapCTBEHHOI 0 Ipernaparta u obecriedeHue ycaoBHH ABIIeTC 0093aHHOCTBIO
[O0JIb30BaTeIA.~>. <...”>

6.4. Oco0Obie MepHI MPEIOCTOPOKHOCTH IPH XPAHCHUH

CrangapTabeie GOpPMYJIHPOBKU, UCTIOJIb3yEMbIC ISl OMUCAHUS JIS YCIOBUM XpaHEHMUS,
npuBeeHBI B npuiiokeHuu Ne 6 k TpeboBaHusM.

OO6mue ycinoBHUs XpaHEHHUs JEKapCTBEHHOTO IMpernapaTa yYKa3bIBalOTCs C MEPEKPECTHOM
CCBUTKOM Ha pazzein 6.3 mpu He0OXOIUMOCTH:



<YciaoBus xpaneHus nocjie <BOCCTaHOBJIEHHA™> <pPa3BEACHHUS> <IIEPBOTO BCKPBITHI>
JIEKAPCTBEHHOI O MIPENapara cM. B pazjesie 6.3>.

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

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 YTHIIM3AIHH HUCIIOIE30BAHHOIO JIEKAPCTBEHHOTO
Ipemnapara Wik OTXOZ0B, IOTy9IeHHHIX I0CIIe IPUMEHEHH JIEKapCTBEHHOTO NIpenapara, ! Jpyrae

MAaHHITYJIAOUH 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. IEPXKATEJIb PETUCTPAIIIOHHOT'O VIIOCTOBEPEHIS

{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. IIpeacTaBATENS AepiKAaTEId PETHCTPAIHOHHOTO YAOCTOBEPEHUA

[Iperen3un moTpedUTENEH HAMPABIATH 1O AAPECY:

{Ha3BaHHE CTpaHhbI}.

{HanmeHoBaHHE JiepKaTesId pETHCTPALIHOHHOTO YIOCTOBEPEHHS } .
{iOpuandeckuii (pakTnueckuit) aapec}

<{rem}>.

<{dakc}>.

<{anpec 3JIeKTpOHHOH MOYTHI}>.
8. HOMEP (HOMEPA) PETUCTPAITMOHHBIX VJIOCTOBEPEHUI
9. KATET'OPH S OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

VYka3pIBaeTCsl NPUHAIJICKHOCTD JIEKAPCTBEHHOI'O Npenapara K OAHOW U3 CIEAYOLIUX
KaTeropui OTIyCKa:

<JlekapcTBeHHBIN IpenapaTr OTHOCHUTCS K KaTEropuu OTIycka <0e3 peuenta> <mo
peuenty>, <B yCJIOBHUAX JIEUEOHO-NPOPUITAKTUUECKUX YUPEIKICHUN>.>.

VYKa3pIBalOTCS yCJIOBUS WM OIPAHUYEHMS, KAcArOIMeEcs MOCTABKU M UCIIOIb30BAHUS
JIEKapCTBEHHOr0 Mpemnaparta (npu Haiuuuu). EciM perucTpaniioHHOE yAOCTOBEpPEHUE
JIEKapCTBEHHOT'O Tpernapara OblJI0 BBIAHO MPHU YCIOBUH BBIITOJHEHUS ONPEAEICHHBIX 0COOBIX
00s13aTeNIbCTB, PacCMAaTPUBAEMbI JIEKAPCTBEHHBIA IMpeEnapar MOXET MPUMEHSTHCS B
ONPEJEIEHHBIX CIIy4asiX, TOJBKO IMOJA CTPOTMM MEAULMHCKUM HaOII0JeHUEM (B YCIOBUAX
1e4eOHO-MPOPUIAKTUUECKUX YUpPEXKIEHUN), a B ciydae paguopapMaleBTHUECKUX
IIpenapaToB — M0 HaOIIOAEHUEM UMEIOLIETO COOTBETCTBYIOLIEE pa3pEIICHUE JINLA.

<10.JOBUMETPUSI> (ecmm mpaMeHHMO)

<11. HFHCTPYKIHA 110 ITPUT'OTOBJIEHUIO PAINOPAPMAIIEBTUYECKHUX
ITPEITAPATOB> (3anonHseTcs IpA He0OXOAUMOCTH)

<Bech HEUCIOIB30BAaHHBIN JIEKAPCTBEHHBIM Ipenapar WJIM OTXOAbl CIEIYET
YTUIU3UPOBATH B YCTAHOBJIEHHOM ITOPSAKE.>.

<12. YCTAHOBIJIEHME IIOCTPETUCTPAITMOHHBIX MEP>

B cnydae ecinm JIEKapCTBEHHBIM Hpenapar 3aperucTpUPOBAH C yCTAHOBJICHUEM
NOCTPETUCTPALIMOHHBIX MEp, HEOOXOAUMO YKa3aTh CIEAYIOLIEE:
IJI JIEKApCTBEHHBIX MPENAPATOB, 3aPETMCTPUPOBAHHBIX C YCTAHOBJIECHUEM
JOTIOJIHUTENBHBIX TPEOOBaHUI:



<JlaHHBIM JIEKAPCTBEHHBIM Npemnapar 3aperucTPpUpPOBAH C YCTAHOBIIEHUEM

JIOTIOJTHUTEJILHBIX TpPeOOBaHUM, M MO ATOMY JICKAPCTBEHHOMY IMpemnapaTry OXHJaeTcs
Mpe/CTaBICHUE JOTOJHUTENBHBIX JaHHBIX B TedeHue 1 rtoma. {HammenoBanme
YIOJHOMOYEHHOTO OpraHa rocyJapcTBa — ujieHa EBpazuiickoro 3KOHOMHUYECKOIO COr03a}
OyZeT MPOBONUTH DKCIIEPTU3Y HOBBIX CBEJACHUN O Mpemapare, KOTOPhIE MOTYT TOSBISTHCS
€XeroJHo, a JaHHas 0011as XapaKTepUCTUKA JIEKAPCTBEHHOIO MpernapaTa OyJ1eT 0OHOBISATHCA
0 Mepe HEOOXOAUMOCTH.>.

JUIS1 JIEKAPCTBEHHBIX MPENapaToB, 3aPErUCTPUPOBAHHBIX 1O MPOLENYPE PETUCTPALINU B
UCKJTFOUUTEIBHBIX CITydasx:

<JlaHHBII JIEKapCTBEHHBIN MpenapaT 3aperucTpUpoBaH Mo Npoleaype "perucTpanuu B
HUCKIIIOUUTENBHBIX clydasx" B CBS3M ¢ <peakuM 3abolieBaHUEM™>, <HAyUYHBIMH
COOOpKECHUAMI™>, <ATUYECKUMH COOOPKCHUSIMI>, BCE HEOOXOIMMBIEC CBEACHUS 00 3TOM
JIEKApCTBEHHOM TIperapare MOJy4YUTh HEBO3MOXHO. {HamMeHOBaHHE YNMOJIHOMOYEHHOTO
opraHa rocyJapctBa — wieHa EBpa3suiicKoro 3KOHOMHYECKOr0 cOr3a} OyIeT MPOBOIHTH
€XKETOoHO IKCIIEPTU3Y HOBBIX CBEJICHUI, a JaHHAs O0Ias XapaKTepUCTUKA JIEKAPCTBEHHOTO
npenapara 0yieT 0OHOBIISATHCA 110 MEPE HEOOXOAUMOCTH.>.

JJ1sl JIEKApCTBEHHBIX MPENapaTroB, 3apErUCTPUPOBAHHBIX MO MPOLEAYPE YCIOBHOU
perucTpauu:

<JlaHHBIW JIEKapCTBEHHBIN MpenapaT 3aperucTpUpOBaH MO Hpoueaype 'ycIoBHOM
peructpanuu’, ¥ MO 3TOMY JEKAPCTBEHHOMY IIPENapary OXHUIAETCS IpPEICTABICHUE
JOTIOJIHUTEIIbHBIX JaHHbIX. { HauMeHOoBaHUE yIOJIHOMOYEHHOIO0 OpraHa rocy/1apcTBa — 4jieHa
EBpasuiickoro s5KOHOMHYECKOTO COr03a} OyJeT MPOBOJUTH €KETOJHO AKCIEPTU3y HOBBIX
CBEJICHUH O Ipenapare, a JaHHas 00111as XapakTepUCTUKA JIEKApCTBEHHOIO MpernapaTa 0y ier
OOHOBJIATHCA IO MEPE HEOOXOAUMOCTH.>.

OO6mias xapakTepUCTUKa JIEKapCTBEHHOro mpemnapara {ToproBoe HauMEeHOBaHHE}
JOCTYIHA B €AUHOM PEECTPE 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACcTB EBpaszuiickoro
HKOHOMHUYECKOTO COI03a U Ha O(UIMAIIBHOM CalTe YIOJIHOMOYEHHOTO OpraHa (3KCIepTHON
OpraHU3allu) {CallT yIMOJHOMOYEHHOTO OpraHa (CaT opraHuzamumn)}".

TpeboBarns k opopmieruro mpoekra OXJIII
O6mmue TpeboBanms

Pasmep u opueHTanus ctpanuiisl: popmar A4, opueHTaIUs KHUKHASL.

[Tons: mo 2 ¢M ¢ Ka)XJa0i CTOPOHBI.

Mpudt: Times New Roman, pazmep 12 nrt, cTiiib 0OBIYHBIN, MEXKOYKBEHHBIN HHTEPBAT
OOBIYHBI, I[BET YEPHBIN, B TAOIUIIAX AOMYCKACTCS MCIIOIB30BaTh MIPU(T MEHBIIIETO pa3Mepa.
CHocku, ToANHCH K Tpadukam, TuarpaMmmam BBITIOTHSIOTCS ¢ pasMepoM mpudra 10 mr.



BripaBuuBanue: 3aronoBok "OBIJAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O
ITPEITAPATA" pacnioniaraercs no HeHTpY, BCE OCTaJIbHBIE 3ar0J0BKH M MIOBECTBOBATEIIbHBIM
TEKCT — 10 [IUPHHE.

WNurtepBanel: ab3annbiii oretyn 0 cM, MEXCTPOUYHBIM UHTEpBAJI OJAMHAPHBINA, HHTEPBAI
Mexay ad3amamMu 6 NT, HHTEPBAJI MEXJY 3aroJIOBKOM M TEKCTOM — CM. HH(POPMAIHUIO IO
0(OpMIIEHUIO 3ar0JIOBKOB HUXKE, MHTEPBAJl MEX/Ly CUMBOJIaMH (KEPHUHT) — YTOOBI H30€XKaTh
pa3pbIBOB B TEKCTE. B HEKOTOPBIX Cilyyasx NPUMEHSETCS HEpa3pbIBHBIN Mpo0en (Hanpumep,
MEXy YMCJIaMHM M OTHOCSALIMMUCS K HUM €IMHHUIIAMHU U3MEPEHUS, MEKIY 3HaKaMH %, Ne u
OTHOCSAILIUMUCS K HUM LIU(PpaMH) U HEpa3pbIBHBIN Jaeduc.

HymMmepanust cTpaHuil: HyMepyrTCs BCE CTPaHULBI KPOME MEPBOM, HOMEPA CTPaHULL
MPOCTABIIAIOTCS apaOCKUMU U pamMu 03 TOUKU B LIEGHTPE HUHKHETO KOJIOHTHUTYJIA.

TpeGoBanms kK 0GOPMIIEHHIO 3aT0JIOBKOB

3aronosok "OBIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITTPEITAPATA"
oopmIsieTcs 3arinaBHBIMU OyKBamMu, CTHJIb IpU(Ta MOTYKUPHBINA, pazMep mpudra 14 nr.

Ha3Banus yacteit oQopMIISIIOTCS 3aryiaBHBIMU OyKBaMu, CTHIb MIPUPTA TOTYKUPHBIH,
WHTEpBaIbl 24 NT mepej 3arojioBKOM M 12 mT mociie 3arojgoBkKa. 3arojlOBOK HYMEPYETCS
apabckumu 1udpamu mo nopsaky (B ¢opmare 1., 2., 3. u T. 1). Mexay HOMEpPOM H
Ha3BaHUEM YACTH MPUMEHSETCA Hepa3phIBHBIN MpoOer.

Ha3Banus paznenoB opopmMIisitoTcs CTpouHbIME OyKBaMu (KpoMe MEePBOI), CTHIIb MIpudTa
NOJIY)KUPHBIA, HHTEPBAJbBI 12 OT nmepen 3aroJoBKoM M 12 nT mocie 3arojioBka. 3aroJioBOK
HyMepyeTcs apabckumu mudpamu 1o nopsaaky (B ¢opmare 4.1., 4.2. u 1. 1). Mexny
HOMEpPOM U Ha3BaHHEM pa3jiesia MPUMEHSETCSl HEPa3pbIBHBINA MTpoOe.

HaszBanus noapaszaenoB opopMIIsSIFOTCST CTPOYHBIMU OyKBaMH (KpoMe MEPBOM), CTUIIb
mpudTa nmoguepKkruBaHue, 6€3 HyMepaluu.

[TyHKTBI OPOPMISIOTCS CTPOUHBIMU OyKBaMu (KpoMe MEpBOM), CTUIIb MIpU(Ta KypCHB,
0e3 HyMepaluH.

[ToamyHKTBI 0OPMIISIOTCS] CTPOYHBIMU OyKBaMH (KpOMeE NIEPBOIA), CTUIIb MIPU(PTA KYpCUB
C NOJYEPKUBAaHUEM, O€3 HyMEPALIMH.

B koHIIe 3aroj0BKOB TOUKH HE CTaBSITCS.

IIpn HEOOXOIMMOCTH AalbHENIIEH pyOpUKaIMU TEKCTA JAOMYCKAKOTCS UHbIE BApHAHTHI
oopMIIEHUS 3aT0JIOBKOB WK OopopmiieHre nHOpMaIuU ¢ MPUMEHEHHEM MapKUPOBAHHOTO

CIIMCKa.

ITPUJIOXEHue Ne 12
K TpeOOBaHUSAM K HHCTPYKIIHH TIO
MEIUINHCKOMY TTPAMCHCHHIO
JIEKapCTBEHHOTO IIperapara u
001Ielt XapaKkTepUCTHKE
JIEKapCTBEHHOTO TIpemapara Jijis
MEUITMHCKOTO TPUMEHEHHSI
(B penakuuu Pemenust CoBera



EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 21 ¢espans 2025 r. Ne 18)

TPEBOBAHMA

0 IIOATOTOBKE TEKCTa HHCTPYKIHH IT0 MEJUIIMHCKOMY IPAMEHECHHIO JIEKapCTBEHHOTO IIpemapara
(JrICcTKA-BKIIAABIINA)

1. O6mue mookeHus

Hacrosimmie TpeGoBaHusi comepikaT yKazaHUs IO MPEICTABICHUIO WH(DOpMAIMU 0
JICKapCTBEHHOM Ipemnapare MalyueHTaM, a TaKXkKe JIMIaM, 3aHUMAarIuMcs 0hopMIICHUEM U
COCTaBJICHUEM HWHCTPYKIIUH IO MEAUITMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO Tpemnapara (
JUCTKA-BKJIAJbINIA) (Jlajiee — JTUCTOK-BKJIAAbINI) JUisl manueHTa. Hacrosmue tpeGoBaHuUs
BKJIFOYAIOT B c€0s OMMCaHNe HAJJIC)KAIIEH MPAKTUKU B 00J1aCTH HHPOPMAITMOHHOTO JU3aiHA
JIMCTKA-BKJIAIBIIIA C IIEJIbIO TIPEIOCTABICHUS MAllUEHTaM BO3MOXKHOCTH MMPUHUMATH PEIICHUS
OTHOCHUTEILHO 0e30MmacHoro U 3¢p¢GHEeKTUBHOTO NMPUMEHEHUS Ha3HAYCHHBIX JICKapCTBEHHBIX
MpemnaparToB.

Hacrosimue TpeboBanus chopMUpOBaHBI B IENSAX YIOBICTBOPCHHUS MOTPEOHOCTH
MEIUIIMHCKUX pPaOOTHUKOB ¥ TAIIMEHTOB OTHOCHTEIBHO TIPEJCTABICHUS UM
BBICOKOKaYECTBEHHON MH(POPMAITUH O JICKApCTBEHHOM Ipernapare.

JIMCTOK-BKJIAJIBIII SBIISICTCS TOCTYITHBIM U JJOCTOBEPHBIM, a JIJIsl HEKOTOPHIX MAIIHCHTOB —
€IMHCTBCHHBIM TMHUCHMEHHBIM HCTOYHMKOM HH(OpMAIMU O JIEKAPCTBEHHOM IMperapare.
[TaneHThl UCIONB3YIOT JUCTOK-BKJIAJBIII, TOCTABISIEMBI BMECTE C JICKAPCTBEHHBIM
mpenapaToM, Kak HamboJiee BaXKHBIA TOCHE Bpaded U (hapMarieBTUUECKUX pPaOOTHUKOB
UCTOYHUK WHPOpMAIKMHU. YKa3aHHAs B JIMCTKE-BKJIAJbIIIEe WH(OOPMAIUSA TIO3BOJISICT
MalMeHTaM y4acTBOBAaTh B MPUHATHH PEIICHUS O MPUMEHEHUH IMpenapaToB, Ha3HAYCHHBIX
WJIA PEKOMEHIOBAaHHBIX METUITTHCKUMHU paOOTHUKAMHU, a TAK)KE TIPH OKa3aHUU CaMOTIOMOIITH.

[Ipu mpuoOpeTeHUM JIEKapCTBEHHBIX IpEmapaToB, OTIIYCKaeMbIX O€3 perenTta
B3aMMOJICHCTBHE MEX]y MAIMEHTOM U MEIUIIMHCKUM paOOTHUKOM MOKET OBITh OTPAaHUYCHO
WJIU CBEJICHO K HYIII0. B mocnennem ciydae nuchMeHHas HHGopMaius mpuoopeTaeT oco0yro
[IEHHOCTH JIJIs1 0€30MaCHOTO MPUMEHEHHS JIEKApCTBEHHOTO Mpernapara.

2. Cdepa npumMeHeHHS

Hacrosimue TpeboBaHus MO3BOJSIOT 00ECIIEUNTh PEryaupoBaHue (hapMareBTUICCKON
OTpacild MPU BHECEHUM JEPKATEISIMU PETUCTPALIMOHHBIX YAOCTOBEPEHUN U3MEHEHUU B
TuCTOK-BKIIAbI. [[puMeHeHne HacTOSIMX TPpeOOBaHUM MO3BOISET 00ECHIEYUTh SICHOCTh U
JOCTYIHOCTh [JIi TAlUMEHTa NpeJCcTaBiasieMo HHPOpPMALMU B JHUCTKE-BKIIAJIbIIIE
JIEKApCTBEHHOTO Tpenapara, 4TO CO34A€T MPEANOCHUIKK IS MNPaBUJIbHBIX JECUCTBUU
MALMEHTOB 10 IPUMEHEHHUIO ATOTO Ipenapara.



[lepen mogayeil NUCTKAa-BKIAAbIIIA B YIIOJTHOMOYEHHBIE OPTraHbl TOCY/IapCTB — YJIECHOB
EBpa3zuiickoro sKOHOMHUYECKOTO COr03a (Jnajnee — rocyaapcTBa-uiieHbl, Co3) B IEIIX
BBITIOJIHEHUSI TPOLEAYDP, CBSA3AHHBIX C PETUCTpallMel, MOJATBEPKACHUEM peructpanuu (
nepeperucTpaim), BHECEHUEM W3MEHEHUN B PETUCTPAIMOHHOE JOChEe M MPHUBEICHUEM
PETUCTPALIMOHHOTO JIOChE JIEKAPCTBEHHOrO IMpernapara, 3aperucTPUPOBAHHOrO MO
HAllMOHAJILHOW MPOLEIype B rOCYIapcTBaxX — ujieHax EBpa3uiickoro 5KOHOMHUYECKOTO COr03a
B cooTBeTcTBHE C [IpaBuiamu peructpanvii ¥ 3KCHEPTU3bI JEKAPCTBEHHBIX CPENICTB JIs
MEIULMHCKOIO NPUMEHEHUs, yTBepkIeHHbIMU Pemenuem CoBera EBpa3suiickoit
AKOHOMMUYECKON Komuccuu oT 3 HosgOps 2016 r. Ne 78 (nanee — mpuBeiIeHHE B COOTBETCTBUE
c TpeboBanmsimu Coro3a) (apmaleBTUYECKUE TMPOU3BOJUTENN JIOJHKHBI BBITTOJHUTH
HacTosIIue TPeOOBaHMS, MOCKOJBKY JI000€ HECOOTBETCTBUE MM TpeOyeT 0OOCHOBaHMS
OTCYTCTBHUSI BIIUSIHHSI TAKOTO HECOOTBETCTBUS Ha 0€30MacCHOE MPUMEHEHHUE JIEKAPCTBEHHOTO
npenapara.

Hacrosimue TpeboBaHusl MPUMEHSIOTCS K JIGKAPCTBEHHBIM Mpenaparam, OTIYCKaeMbIM 110
penenty u 6e3 pelenTa, a TakkKe K JISKApCTBEHHBIM IperapaTaM, KOTOpble IPUMEHSIOTCS B
YCIOBUSX JIeueOHO-NMPOPUIAKTUUECKUX yupexaeHuidl. B pamkax 3KCHepTU3bI
PEeTUCTPAIIMOHHOTO J0Che W Mmpu paboTe ¢ kamobaMu Ha JIHCTKU-BKIAJBIIIN
YIIOJTHOMOYEHHBIE OpraHbl (PKCIEPTHBIE OpraHU3alllMi) TOCYJapCTB-UJIECHOB aHATU3UPYIOT
0€30macHOCTh MAIMEeHTA UCXO/IS U3 OIbITa MPUMEHEHHS JIEKApCTBEHHOTO Tpenapara U BCex
COOOIICHHBIX HEXKENATEIbHBIX SBJICHUH.

4. Tpe6oBaHHUA K JIACTKY-BKJIA IBIILY

[IpencraBinenue uHPopManMu U €€ COAEpkKaHUE ISl BCEX JIMCTKOB-BKJIAJbIIIEH
OMPENEINACTCS B COOTBETCTBUU CO CIIEIYIOIIUM MOPSIKOM:

4.1. JIucTOK-BKIAIBIII COCTABISIETCS HAa OCHOBAaHUM OOIIEH XapaKTEPUCTUKU
nekapcTBeHHoro mpenapara (manee — OXJIII). On pobkeH BKJIHOYATh B cels
CTPYKTYPHUPOBAHHYIO HHPOPMAIIHIO, PACTIOIOKEHHYIO B CIEIYIONIEM TTOPSJIKE.

4.2. Unentudukaius JeKapCTBEHHOTO Mpenapara B BUJIe HAUMEHOBAHUS JICKAPCTBEHHOTO
mpenapara, 3a KOTOPhIM CJIEIyeT JO3UPOBKA, JIeKapcTBeHHAss opMa u (€cii MPUMEHHMO)
crenuaibHble yKa3aHus (HanpuMep, OTMETUTh MpeHAa3HAYEH JIM JICKaPCTBEHHBIN mpenapar
JUTSl IPUMEHEHHUSI Y MJTIQJICHIIEB, €T WM JIUIL MMOXKUIIOTO (CTapUYEeCKOro) BO3pacTa):

4.2.1. Heob6xoauMo yka3aTh TOJBKO OJIHO HAMMEHOBAHUE JIJISl KAXIOTO JEHCTBYIOIIETO
BEILIECTBA HA OTACJIHLHOM CTPOKE MO/ TOPrOBHIM HAMMEHOBAHUEM JIEKAPCTBEHHOIO Mpenapara
B CJIEIYIOIIEM TMOPSIIKE BBIOOpA:

a) MEXTyHapOJHOE HEMATEeHTOBaHHOE HauMeHoBaHue (nanee — MHH);

0) mpu orcyrctBun MHH — nHammenoBanme mo ®apmakomnee EBpasuiickoro
AKOHOMHUYECKOTO COI03a, yTBepKAeHHOM Pemennem Komnerun EBpa3uiickoil 5KOHOMUYECKOM
komuiccuu ot 11 aBrycra 2020 1. Ne 100 (mamee — dapmaxomnes Coro3a), hapmakomnesm
rocy/1apCTB-4ICHOB WM OCHOBHBIM (apmakomnesM B cooTBeTcTBUU ¢ Konnenmuen



rapMoHu3aIuu (hapMakore rocynapcts — wieHoB EBpa3uiickoro s5KOHOMHUYECKOTO COH03a,
yTBepxkaAeHHOW Pemennem Komnermm EBpasuiickoli SKOHOMHUYECKOM KOMHMCCHHM OT 22
ceHtsiops 2015 1. Ne 119 (nanee — Konnenius rapMoHu3anuu GpapMaxorneil);

B) NpPH OTCYTCTBUHU (HapMaKONEHHOTO HAUMEHOBAHHUS — OOIICNIPUHATOE WU
IPYNINHUPOBOYHOE HAUMEHOBAHUE;

') IpU OTCYTCTBUH OOIIEPUHATOTO WM TPYIITMPOBOYHOIO HAMMEHOBAHUS — HAy4YHOE (
XUMHYECKOE) Ha3BaHHUE;

4.2.2. papmakoTreparneBTUUECcKas Tpyma B COOTBETCTBUH C AHATOMO-TEPANEBTUUYECKUM U
XUMUYECKUM Kinaccupukaropom Coro3a Uiy ONUCAaHUE aKTUBHOCTH, B 3aBUCHUMOCTH OT TOTO
9TO 0OJIee JIETKO MOHUMAETCS TTAIUEHTOM.

4.3. [loka3zaHus K IPUMEHEHUIO.

4.4. llepeueHb cBeleHUN, HEOOXOIUMBIX O Hayajaa MPUMEHEHUS JIEKAPCTBEHHOIO
npenapara:

4.4.1. npOoTUBOIIOKA3aHUS,

4.4.2. He0OXOAMMBIE MEPHI MPEJOCTOPOKHOCTH MPU MTPUMEHEHUH;

4.4.3. BUIbI B3aUMOJICUCTBUS C IPYTHUMU JEKAPCTBEHHBIMU NIPENAPATAMHU U APYTHE BUIBI
B3aUMOJICHCTBHS (HAmpuMep, ¢ ajJKoroyieM, TabakoM, MUIEH), CIIOCOOHBIE MOBJIHATH HA
JIeIICTBUE JIEKaPCTBEHHOr'O MpernapaTa;

4.4.4. cnenyanbHbIC TPEAYTPEKICHUS.

4.5. HeoOxoaumble W CTaHAAPTHBbIE MHCTPYKIUHU MO HAJIEKAIIEMYy NPUMEHEHUIO, B
YaCTHOCTH:

4.5.1. pexxum 103UpPOBAHUS;

4.5.2. MeToa ¥ MyTh BBEJICHUS (MIPU HEOOXOAUMOCTH);

4.5.3. yacToTa IPUMEHEHUS C YKa3aHUEM BPEMEHHM, KOTJa JIEKapCTBEHHBIN MpenapaT
MOXET WM JIOJKEH MPUMEHATHCA (MpU HEOOXOJUMOCTH), a TAaKXKE€ B COOTBETCTBYIOIINX
ClIy4asx, B 3aBUCHMOCTH OT CBOMCTB JIEKAPCTBEHHOTO Ipernapara:

4.5.4. IJIUTENBHOCTD JICUCHHUSI, €CJIM €€ HEOOXOUMO OTrPaHUYUTh;

4.5.5. Mepsbl, KOTOpble HEOOXOIUMO TMPHUHATH B Cllydyae NEpPe03UPOBKU (CUMITOMBI,
HEOTJIOXKHBIE TTPOLIETYPHI);

4.5.6. Mepbl, HEOOXOIUMBIE TIPU MPOMYCKE OJTHOM HIJIM HECKOJIBKUX J103 JIEKAPCTBEHHOTO
npenapara;

4.5.7. ykazaHue Ha HaJU4Yue PUCKa CUMITOMOB OTMEHBI (MPpU HEOOXOAUMOCTH);

4.5.8. pekOMEeHIalluK TI0 OOPAIICHUIO 32 KOHCYJIbTAIMEeH K MEIUIIMHCKOMY PAOOTHHUKY
JUISL pa3bICHEHMSI CIOC00a MPUMEHEHHUS JIEKAPCTBEHHOTO MIpenapara.

4.6. OnucaHue HEXKENaTelbHBIX pEaKlUil, KOTOpble MOTYT HPOSABIATHCS MPHU
CTaHJAPTHOM ITPUMEHEHUH JIEKAPCTBEHHOTO MPENapaTa U MEPbI, KOTOPBIE CIEAYET PUHSTH B
ATOM citydae (Ipu HEOOXOUMOCTH).

4.7. Yka3aHue Ha 1aTy UCTEYEHUSI CPOKA FOJIHOCTH (CpOKa XpaHEHHUs ), IPUBEJICHHYIO Ha
YIIAKOBKE JIGKAPCTBEHHOIO Mpenapara co Cleayronei JOMoJIHUTEIbHOU HHMOpMAaIUei:



4.7.1. ykazaHue 3ampera OpUMEHEHHs JIEKapCTBEHHOTO Mpernapara Mo UCTEUEHUU CpOKa
TOJTHOCTH (CPOKa XpaHEHUs);

4.7.2. cnenuanbHbIe YCIOBUS XpaHEHUs (B COOTBETCTBYIOIIUX CIy4asiX);

4.7.3. npeaynpexaeHue 00 OnpeaeeHHbIX BUANMBIX NMPU3HAKAX YXYIIIEHUS KauecTBa (
MPU HEOOXOIUMOCTH);

4.7.4. moNHBIA KauyeCTBEHHBIM COCTaB (aKTUBHBIX (hapMalleBTUYECKUX CYOCTaHIIMM U
BCIIOMOTATEIbHBIX BEIIECTB) M KOJMYECTBEHHBINM COCTAB aKTUBHBIX (hapMaleBTUYECKUX
cyOCTaHIIMI C MCMOJIb30BAHHEM HX OOIICIPUHSATHIX HAMMEHOBAHUM IJISI KaXKIOH (HOPMBI
BBIITyCKa JIEKAPCTBEHHOT'O Mpenapara;

4.7.5. nexapctBeHHas popMma Kaxaou (popMbI BeITyCKa JIEKapCTBEHHOTO Mperapara 1 ee
coJiep KaHus 0 Macce, 00beMy WIIM KOJIMYECTBY /103 B JIEKAPCTBEHHOM Ipenapare;
4.7.6. ykazaHue KaTeropuu OTIyCKa JIEKApCTBEHHOIO MPEnapara;

4.7.7. Ha3zBaHME W aJpec AEpikKaTeis PETUCTPALMOHHOTO YJAOCTOBEPEHUS H, B
COOTBETCTBYIOIIMX CIy4asX HAMMEHOBAHUE IMPEACTABUTENS JAEPKATENs PErUCTPALMOHHOIO
YAOCTOBEPEHMUS, B KAXKJIOM FOCY1apCTBE-UJICHE;

4.7.8. Ha3BaHUE U aJpec MPOU3BOIUTENS, OTBETCTBEHHOI'O 32 BBIIYCKAOIINI KOHTPOJIb
KauecTBa.

4.8. IlepeyeHb HAMMEHOBAHUM JEKAPCTBEHHOTO Mpenapara, 3aperuCTPUPOBAHHBIX B
KaXJOM M3 TOCYJapCTB-WICHOB (€ClM JEKapCTBEHHBIN MmpemnapaT 3aperucTPUPOBAH MO
pa3ITUYHBIMU HAUMEHOBAHUSIMHU).

B oTHOIIEHWH JIEKapCTBEHHBIX MPENapaTroB, TPEOYIOIIMX JOMOJHUTEIBHOTO
MOHUTOPHUHIA, YKa3blBaeTCs ciienyromiee: "JlaHHbIN JIEKapCTBEHHBIN Ipenapar MOJJIEKUT
NOIOJHUTEABHOMY  MOHMTOPHHTY'.  YKa3aHHOMY MNPEAYNPEKICHUIO  JTOJDKEH
IIPEIIECTBOBATh YEPHBIA CHUMBOJ, 32 KOTOPBIM JOJDKHO CIIE0BAaTh COOTBETCTBYIOILEE
CTAaHJAPTHOE Pa3bsICHCHHUE.

Jlnst Bcex JeKapCTBEHHBIX MpernapaToB HEOOXOAUMO yKa3biBaTh CTaHJIAPTHBIN TEKCT,
PEKOMEHIYIOIIMN MalMeHTaM MPU BO3HUKHOBEHUU KaKUX-TMOO HEXKeIaTeIbHBIX peaKuuin
oOpalaThCsi K MEIULUHCKOMY pabOTHUKY, (hapMaIleBTUU€CKOMY PaOOTHUKY MU HAIPSIMYIO
4yepe3 CUCTEMY COOOILIEHUN TOCYJapCTB-YJICHOB, M YKa3bIBAIOUIUMN Ha pa3IU4HbIC MYTH
TaKOro cOOOIIEeHUs (3IEKTPOHHOE COODIIEHHE, TOYTOBOE OTIPaBJIeHUE U (UJIU) APYToe).

4.9. TlepeueHnb cBeleHUN HEOOXOIMMBIX IO Hadalla MPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, yKasaHHbIN B TOANYHKTE 4.4 HACTOSIIIIUX TPEOOBAHUM, TOJKEH TaKKe COACPIKATh:

a) YCIOBHUS NMPUMEHEHHS B OMPEACIICHHBIX TPyNmax (IeTu, OepeMeHHbIE U KOPMSIIUE
IPYAbIO KEHIIMHBI, TOKUIIBIE, JTUIA C ONPEACIEHHBIMU NaTOJOTUYECKUMH COCTOSTHUSIMU );

0) cBeleHUs O BO3MOXKHOM BIIMSSHUM Ha CIOCOOHOCTH YIPABIATH TPAHCTIOPTHBIMH
CpelicTBaMH UM paboTaTh C MEXaHU3MaMU (€CJIU IPUMEHUMO);

B) MEpEeUYEHb BCIIOMOTATEIbHBIX BEIIECTB, CBEJACHUSI O KOTOPHIX HEOOXOAMMBI Jist
6e3onacHoro U 3¢G(HEKTUBHOTO NMPUMEHEHUS JIEKapCTBEHHOTO Mpernapara, ONUCAHHBIX B
npusiockeHun No 1 Kk TpeOOBaHMSAM K HHCTPYKIMU MO MEIULIMHCKOMY MPUMEHEHUIO



JEKapCTBEHHOTO TpenapaTa M OO0IIeil XapaKTepHUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEIULIMHCKOTO NPUMEHEHUs, YyTBepxkaAcHHbIM Pemenuem CoBera EBpasuniickoi
SKOHOMHYECKON KoMHUCcCHH OT 3 HOsIOps 2016 1. Ne 88.

4.10. Ilo ycMOTpeHHIo 3asBUTENS B IEAX 00ecriedeHus Y1I000UUTaeMOCTH, TIOHATHOCTH
W JICTKOCTH BOCIPHUATHS JMCTKA-BKIJIAJBIIIA MOXET OBITh MPOBEACHO IMOJIH30BATEIHCKOE
TECTUPOBAHUE JINCTKA-BKIAbIIIA.

4.11. TIpy HE0OXOAMMOCTH YIOJTHOMOYEHHBIMU OpraHamu (3KCIEPTHBIMU
OpraHu3alMsIMHU) TOCYJaPCTB-WICHOB B EBpa3uiickyt0 SKOHOMUYECKYI0O KOMUCCHIO (Janee —
Komuccus) npeacrasinsercs: cBogHast HHPoOpMaIus 00 UMEIOIMNX CUCTEMAaTHYECKHUI XapaKTep
Henocratkax OXJIIT u NUCTKOB-BKIIAABIIIEN JIEKAPCTBEHHBIX MPEMAPATOB, HAXOMASIINXCS B
oOpallleHuy, U aHAJIN3€ BO3MOXKHBIX MEp ISl YCTPAHEHUs TaKUX HeIOoCTaTKoB. JlaHHas
cBonHas wuHpopmauus nyonukyercs Ha odunuanbHoM caite Komuccun B
nH(}OpMaIIMOHHO-TEIEKOMMYHUKaMOHHOU ceTu "WuTepHer", B memsx oOecrnedyeHus
NOCTYITHOCTH JJs 3aUHTEPECOBAHHBIX IMMAIMEHTOB, MNAIIMCHTCKUX OpraHu3alud |
MEIUITMHCKUX PAOOTHUKOB.

DKCIEPTHBI KOMUTET MO JIEKAPCTBEHHBIM CPEICTBAM HAa OCHOBAaHUU CBOJHOU
uHpopMaIMu U, €CIU NPUMEHHMO, KOHCYJIbTAllMM C 3aWHTEPECOBAHHBIMH JIUIIAMH,
pa3pabarbiBaeT PEKOMEHJAIMU MO YJIYUYIICHUIO YyA000UMTAEMOCTU, H3JIOKECHUIO U
coaepxxanuro OXJIIT u nmucTKa-BKIIAIbIIIIA.

4.12. B cnydae nmpoBEIEHHUS MOJIb30BATENBCKOTO TECTUPOBAHUS UX PE3YJIbTAThI JOJKHBI
OBITH TIPENICTABIICHBI YMOJHOMOYEHHOMY OpraHy (PKCHEpPTHOW OpraHu3aIluM)
rocyJ1apcTBa-4J€Ha, KOTOPOE OCYLIECTBIIIET PACCMOTPEHHUE U IKCIIEPTU3Y PETUCTPALIMOHHOTO
JOCKE.

4.13. Bce npennaraeMble U3MEHEHUS JIUCTKA-BKIIA/IbIIIA, OMHUCAHHBIE B HACTOSIIEM
paszene, HO He cBs3aHHble ¢ OXJIII, mOmKHBI MOJAaBAaTHCS B YIMOJHOMOYEHHBIE OPraHbl (
AKCHEPTHBIE OPTAHU3ALNH) TOCYAAPCTB-UICHOB.

4.14. JIMCTOK-BKJIAJIBIII MOKET COJIEPKaTh CUMBOJIbI U IUKTOIPaMMBbI, PEeIHA3HAYEHHbIC
JUTSL TPOSICHEHU S ONIPEJICTICHHBIX CBEJICHUM, YKa3aHHBIX B MyHKTE 4.1 HacTosIMX TpeOOBaHUI
, 1 MHBIX cBeAeHui, cornacytomuxcsi ¢ OXJIII, mose3npix aig nanueHTa. Takue CUMBOJIBI U
MMUKTOTrPaMMBbI HE TOJKHBI BKITFOYATh 3JIEMEHTHI PEKJIAMHOTO XapakTepa.

4.15. JIMCTOK-BKIAABIII JOJIKEH OBITh HAMMCAH JOCTYIHBIM ISl TOHUMaHUS MAlMeHTOM
SI3BIKOM SICHO Y TOHSITHO, U CBEPCTaH TakK, YTOOBI MO3BOJISATH MOJB30BATENISIM JEHCTBOBATH
HaJJIeKAIIMM 00pa3oM, MPU HEOOXOJMMOCTH C TMOMOIIBI0O MEIUIMHCKUX PAOOTHUKOB.
JIMCTOK-BKJIAQABIII JOJDKEH OBITh yJA0004YHMTaeM Ha TOCYJapCTBEHHBIX S3BIKax
rocy/1apcTBa-4j€Ha, Ha TEPPUTOPUU KOTOPOro oOpamiaercsi JIeKapCTBEHHBIA Ipernapar.
VYKa3aHHbIE CBEACHHUS [OIMYCKAaeTCs NPUBOJIUTh HA HECKOJBKHUX S3BIKAX IPU YCIOBUU
MTOJIHOTHI U3JIOKEHUS TAKAX CBEACHHUM HA KaXJOM U3 UCIIOJIb3yEMBIX SI3BIKOB.

4.17. Ecnu nexkapCcTBEHHBIN MpenapaT HE MpeaHa3HA4YeH ISl MPSIMOTO MPUMEHEHUS
MaueHTaMu WM  SBJSIETCS  TPYAHOJOCTYIHBIM, YIHOJHOMOYEHHBIE  OPraHbl



rOCyJIapCTB-4JICHOB BIIpaBe (PyKOBOJCTBYSICh MepaMu, HEOOXOAUMBIMU JIS 3allUThI
3I0POBbsI YEJIOBEKA) pa3pelliuTh HE YKa3bIBaTh OIMpPEJEICHHbIC CBEACHUS Ha YMaKOBKE WU
TUCTKe-BKIaapie. OHU TakKe BIIPABE pa3pellinTh HE YKa3bIBaTh YACTh UJIM BCE CBEJCHUS Ha
rOCYJIapCTBEHHBIX SI3bIKAX TOCY/IapCTBA-UJIEHA, B 000POT KOTOPOTO BBOJUTCS JICKAPCTBEHHBIM
npemnapar.

4.18. Ecnu TpeOoBaHUSI HACTOSIIErO pasjesia HE BBIMOJHSIOTCA U JIEPKATENb
PErUCTPAIMOHHOTO YJOCTOBEPEHUS HE OTBEYAET HA YBEIOMJICHUS, YIIOJTHOMOYEHHBIE OPTaHbl
roCyJapCTB-4JICHOB BIIPaBE MPUOCTAHOBUTH JEHCTBUE PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JI0
MPUBEJICHUS JINCTKA-BKJAJbIIIa pPACcCMaTPUBAEMOTO JIEKApCTBEHHOI'O IIpernapara B
COOTBETCTBHE C TPEOOBAHMSIMHU HACTOAIIETO pa3jena.

4.19. IlomuMoO yKa3aHMs CJIOB 'TOMEONATUYECKHH JIEKApCTBEHHBIN INpenapar', B
MapKUPOBKE M B JUCTKE-BKJIAJbIIIE TOMEONAaTHYECKOr0 JIEKAPCTBEHHOI0 mnpenapara (mpu
HE0OXOJAMMOCTH), 3asBJICHHOTO Ha YHPOUIEHHYIO MPOUEAYPY PETHCTPALUU, TOHKHBI ObITh
yKa3aHbl CIEAYIOIINE CBEJICHUSA:

a) HAy4YHOE HaMMEHOBaHUE MATPUIbI WM MATPHI] C MOCJIEAYIONIUM YKa3aHUEM CTEIICHU
WX pa3BeIeHUs, UCTIONb3ys cuMBOIbl DapMakonen Coro3a. B ciyuae eciu romeonaTu4ecKuii
JEKapCTBEHHBIA TpemnapaT COCTOMT M3 JABYX W Oojee MaTpull, HAydHOE€ HAaWMEHOBaHUE
MaTpHIl Ha MAPKUPOBKE JIOMYCKAECTCS JOMOJHUTh TOPIrOBBIM HAUMEHOBAHUEM;

0) Ha3BaHHE U aJ[peC JAepKaTelsl PErUCTPAIIMOHHOTO YIOCTOBEPEHUS U TPOU3BOAUTENS (
py HEOOXOUMOCTH );

B) ClI0CO0 BBEJICHUS U MTyTh BBEJACHUS (TIpU HEOOXOAMMOCTH);

I') laTa UCTEUCHHS CPOKa TOJTHOCTH (CpoKa XpaHeHUs1) (MeCAI/Tox);

1) JiekapcTBeHHas (hopma;

e) popma BbITycKa;

) CIielMalIbHbIC YCIOBUS XpaHeHus (TIPU HAJTUYUN);

3) crienuaIbHOE MPeaynpexaeHue (P HeOOXOAUMOCTH);

1) HOMEP PETUCTPALIMOHHOTO YIOCTOBEPEHUS,

K) MPeayNpexkIeHNE "TOMEOMaTHIEeCKUN JIEKapCTBEHHBIN Mpemnapar 0e3 0100peHHOTO

NOKa3aHus K TPUMEHEHHIO";

) IpeaynpexaeHue 0 He0OX0IMMOCTH O0palleHus K Bpady MpU COXpPaHEHUU CUMIITOMOB

4.20. JlonyckaeTcsi UCIOIb30BaTh KOMOMHUPOBAHHBIE JTMCTKHU-BKIAABIIIN IJIs1 PA3TUYHBIX
J03UPOBOK U (WiH) (HOpM JIEKapCTBEHHOTO TpernapaTa (B COOTBETCTBUU C MPUIIOKEHUEM Ne
16 x TpeOboBaHUSIM K HMHCTPYKUHUH MO MEAUIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara M oOlIed XapaKTepUCTHKE JIEKapCTBEHHOrO Ipernapara il MEIULHHCKOIO
IPUMEHEHHS ).

[IlaGnoHBl HE YYHUTHIBAIOT BOMPOCHI AU3ailHA W BEPCTKHU, a TAKXKE HE COAEpKar
pEeKOMEH1alluil IO 00eCTIEUEeHUIO TOHSITHOCTH MPECTABICHHON HHPOPMAIUK 171 TAl[UEeHTA.
[Ipu ucnonap30BaHUM MIA0JIOHOB HEOOXOJIMMO OOOCHOBAaTh BHIOpaHHBIM MH(OPMAIMOHHBIH



Iu3aiiH. 3asBUTEINSIM HEOOXOMMO BBITIOIHATEH MOJIOKEHUSI HACTOSIINX TPEOOBaHMM, YTOOBI
00€eCIeunTh SICHOCTh U MOHSATHOCTH M3JIOKCHHUS M Ka4eCTBO BEPCTKH MaKeTa JUIsd yA00CTBa
MaIyeHTa.

OO6mume yka3aHus MO TPOBEICHHIO MMOJIb30BAaTEILCKOTO TECTUPOBAHUS U HHBIM (hopMaMm
KOHCYJIBTAllMA C TIEJICBBIMU TPYIIIaMHU TAIMEHTOB, MPUBEACHBI B pasfeie 7 HACTOSIINX
TpeOOBaHUM.

5. ITopsapmok npeacTaBiieHUSI HHQOPMAIIMK U €€ COACPIKaHNE

5.1. Tlopsimok npencraBienus nHGopmaiuu.

B cooTBercTBUM C pa3aenoM 4 HACTOSIIMX TPeOOBaHUN MpPEeayCMOTPEHBI 6 OCHOBHBIX
pa3zeioB JIMCTKa-BKIIAAbIIIa (HEOOXOJUMO BKIIIOUNTh CBEACHUS B KXK/bIA U3 HUX):

pazaen "UnenTudukaimoHHbIe TaHHBIC JIEKAPCTBEHHOTO IMpernapara’.

Heobxonumo yka3zatsb:

HAaMMEHOBaHUE JIEKapCTBEHHOTO IIpenapara, akTUBHYIO (papMalleBTUYECKYIO CyOCTaHIIUIO
(HEe00X0IMMO yKa3aTh TOJILKO | HAMMEHOBAaHHME aKTUBHOM (papMalleBTUYECKON CyOCTaHIIMU B
CIEYyIOlIeM NOpsAKe: HauMeHoBaHHE B coorBeTcTBUM ¢ (Dapmakoneeir Coro3a, a mnpu
OTCYTCTBUHU B HEM — B COOTBETCTBUU € (DapMaKoIesMH rocy1apcTB-wieHoB nin Konuenuuein
rapMOHU3AIMH (papMaKoneil, OOMIENPUHATOE WIH TPYIITUPOBOYHOE HAUMEHOBAHUE);

JIEKapCTBEHHYIO (hOpMY U JO3UPOBKY JIEKAPCTBEHHOIO Mpenapara;

paszen "llokazaHusi K TPUMEHEHUIO".

HeoOxonumo ykaszaTh COCTOSIHMSI, NPU KOTOPBIX pa3pelieH0 MNPUMEHEHHE
JIEKapCTBEHHOT'O Iperapara. JTOT pa3zea AOJDKCH BKIIIOYATh B ce0s Bce 00OCHOBAHHBIC B
PETUCTPALIMOHHOM JOChE CBEJICHHUS O MOJIb3€ JICKAPCTBEHHOT'O Ipernapara;

pazaen "CBeneHus, 3HaHUE KOTOPBIX HEOOXOAMMO MEPE] HAadyajloM IPUMEHEHUS
npemnapara'.

Heobxoaumo yka3ath ciaydad, IpU KOTOPBIX TPUMEHEHHE JEKapCTBEHHOIO Mpernapara
HEIO0IMyCTUMO, BCE 0COOBIE YKa3aHUs, MEPHI MPEJOCTOPOKHOCTH, B3aUMOJCHCTBUS C IPYTUMHU
npenaparaMd M MNUIIEBBIMU TMPOJAYKTAMH, CBEIECHHUS JJIsi OCOOBIX TpyHn HAalUEHTOB (
OepeMeHHbIE WM KOpPMSIIME MaTepu), a TakKe BIHSHHE IMpernapara Ha CIOCOOHOCTH
HaueHTa ynpaBisTh TPAHCIOPTHBIMH CPEJCTBAMU U pabOTaTh C MEXaHU3MaMU;

paszaen "PekomeHanuu Mo mpuMEHEHHIO" .

Heobxoaumo ykaszaTh crocod mpuMeHEeHHUs JIEKapCTBEHHOTO Mpernapara, BKItouas myTh
BBeJIeHUs (CrOCO0 MPUMEHEHHUsA), YacTOTYy HPUMEHEHHs, MNPOJOKUTEIBHOCTh Kypca
IIPUMEHEHUS, MEPBI, NPUHUMAEMbIEe IIPH MPOIYCKE JO3bl U IpHU IEPEIO3UPOBKE (MpH
HE00OXOIMMOCTH) U PUCK CUHIPOMA OTMEHBI;

pazzaen "Onucanue HexenaTeIbHbIX peakui'.

Heo6xoauMo ykaszaTth Bce peakilMu, KOTOpPble MOT'YT BO3HUKHYTb IPH CTaHIapTHOM
MIPUMEHEHUH JIEKAPCTBEHHOT'O Mpenapara, a TAKKe Mepbl, IPUHUMAEMbIE TALIUEHTOM IIPHU UX



BO3HUKHOBEHMH. HexenarenbHble peakuuy HEO0OXOAMMO YKa3blBaTh MO CTENEHH UX
CEPbE3HOCTH U JIajiee MO YaCTOTE€ BOBHUKHOBEHUS;
pazaen "JlomogHUTEIbHBIC CBEICHUS "

HeoOxonumo yka3zaTh CBEJEHUS O BCIOMOTaTENbHBIX BEIIECTBAX, OMUCAHUE
JIEKapCTBEHHOIO TpernapaTta, (OpMbI BBIITyCKa, YCIOBUS XPAHEHUS, HAUMEHOBAHHUE U aJpec
JEepkKaTeNsd PErUCTPAllMOHHOTO YJIOCTOBEPEHUS W IPOU3BOJUTEINS, OCYUIECTBIISIOIIETO
BBIITYCKAIOIIUK KOHTPOJIb KA4eCTBA.

JlepkaTeiab perucTpalMOHHOIO YAOCTOBEPEHUs JOJKEH BhIOpaTh JIy4IIMH crocod
MpPEACTaBJICHUS CBEICHUIN B JMCTKE-BKJAJbINIE, IPH 3TOM OH BIIPABE U3MEHUTH MOPIAOK
pa3zesnoB BHYTPH pa3eioB JIMCTKA-BKIaAplma. Ecin pas3aensl, ykazaHHble B pasnene 4
HACTOSIIIMX TpeOOBaHUM, HEMPUMEHUMBI K ONpPEIeICHHOMY JIEKApCTBEHHOMY Ipernaparty, B
MAaKeT JIMCTKA-BKJIa/IbIIIa BKJIOYATh TAKOE YKa3aHue He TpeOyeTcs.

5.2. Conepxanue (MHOOPMAIIMOHHOE HAIIOJHEHUE).

JIucTok-BKIaAbI AOJKEH ObITh cocTaBiieH B coorBeTcTBUM ¢ OXIJIII. Cnocob
U3JI0KCHUS CBEJCHUMN B JIMCTKE-BKIIAJIBIIIE BAXKEH ISl OOECIeYeHUs TOHUMAaHUsl OCHOBHOM
uHpopmanuu 1O Oe30macHOMY TPHUMEHEHHUIO JIEKapCTBEHHOro nmnpenapata. llepen
HaIlpaBJCHUEM JIMCTKa-BKJIAJbIIa Ha I[0JIb30BAaTEIbCKOE TECTUPOBAaHUE HEOOXOIUMO
yOenUuThCsl, UTO OBLI YUTEH CIIOCO0 M3JI0KEHUSI CBEICHUI U UCIIOJb30BaH MEPEI0BOM OMbIT B
COOTBETCTBYIOLIEH 00MacTH MeauUUHCKOM Hayku. CTUIb H3JI0XKEHHS HEoOXOAMMO
npoAyMarh J10 Hadajia I0Jb30BAaTEIbCKOrO TECTUPOBAHUSA B LEISIX €ro YCHEIIHOro
IIPOBE/ICHHUS.

NudopmalimoHHOE HAMOJHEHUE JUCTKA-BKJIAAbIIIA HE MOXKET OBbITh UJICHTUYHBIM
cBenenusM, npeactasieHHbiM B OXJII, u TpeOyeT nepeBojia Ha roCy1apCTBEHHBINA S3BIK
rocyapcra-uieHa. JT0 OO0eCHeYUT COOTBETCTBHE MOJYUYEHHBIX MaKeTOB TPEeOOBAaHUIO
ACHOCTH M TIOHATHOCTH, a TaKXe yJ000UYMTAeMOCTH Ha TOCYJapCTBEHHOM S3bIKE
rocyJapcTBa-uieHa.

Jlonyckaetrcsi mepeBOJl JTUCTKa-BKJIAJbllla Ha JApyrue oOleynoTpeOumMbie B
rocyJapcTBax-4wIeHax SI3bIKH IPU YCIIOBUU TOTO, YTO MPEICTABICHHBIE CBEACHUS UACHTHYHbI
Ha BCEX fA3bIKaxX. B KauecTBe NJOKYMEHTA PErUCTPAMOHHOTO 10ChE YTBEPKICHUIO MOIJIEHKUT
TOJIBKO JINCTOK-BKJIAJIBIIL, COCTABICHHBIN HA TOCYIAPCTBEHHOM $SI3bIKE IOCY1apCTBA-UJICHA.

DKCIEPTHOW OLEHKE IMOJJIEKUT BEPCHUS TEKCTA JUCTKA-BKIAAbIIIA HA PYCCKOM SI3BIKE,
COTJIaCOBaHHAs YIMOJIHOMOYEHHBIMU OpraHamMu (PKCHEPTHBIMU OpPraHHU3alMsIMU) BCEX
roCyAapCTB-4IEHOB, KOTOPBIE OCYIIECTBISIOT PErUCTPALIMIO JIEKAPCTBEHHOI'O Mperapara. JTo
MO3BOJISIET YIOJHOMOYEHHBIM OpTraHaMm (3KCHEPTHBIM OPTraHU3aLUsSIM) TOCYIapCTB-YJICHOB
pu HeOOXOIMMOCTH MEPEBECTU JTUCTOK-BKIIAIBIII Ha CBOM TOCYJapCTBEHHBIE S3BIKH.

[IpaBuna obecriedeHuss ya000YMTAEMOCTH JHUCTKA-BKJIAJbIIIA U MapKUPOBKU
JIEKapCTBEHHOTI'O Mpenapara NpyuBeiIeHbl B puiiokeHnu Ne 17 kK TpeOoBaHUAM K UHCTPYKIUU
0 MEIUIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapata U oOuied XapaKTepUCTHUKE
JIEKapCTBEHHOTI'O Mpenapara Jyisi MEIUIIMHCKOTO IPUMEHEHHUS.



B nensix obGecrieueHus y10009UTaeMOCTH JIMCTKA-BKJIQIbIIIA:

HEOO0XOIUMO YCTPAHUTh MPOTUBOPEUHMS JIMCTKA-BKJIAJIbIIIA C OOIIEH XapaKTepUCTUKOM
JIEKapCTBEHHOTO MpernapaTa U MOATBEPAUTh COOTBETCTBUE HH(POPMAIIMK B HEM TOJIOKEHUSIM
paznena 4 HacTOsIIKMX TPeOOBaHUIA, a TaKXKe MOJIOKEHUIM npriiokeHust Ne 15 k TpeboBaHUAM
K WHCTPYKIIMU TI0 MEIUIIMHCKOMY TPUMEHCHHIO JICKapCTBEHHOTO IMpernapara U oOIIe
XapaKTePUCTUKE JIEKAPCTBEHHOTO Mpernapara Jijisi MEAUIIMHCKOTO TPUMEHEHUS;

HEO0X0AMMO HM30eraTh CI0KHOTO M3JI0KEHUS M HMCIOJIb30BaHUS MEIMIIMHCKON
TEPMUHOJIOTHH, KOTOPBIE 3aTPYIHSIOT MOHUMAHKE MAIIMEHTaMH HH(POPMAIIUU;

HE00X0AMMO o0ecneyuTh M3J0KEHHWE BCe HMHPOPMALMHM Ha S3bIKE, MOHSITHOM
HECTIEIUATHUCTY;

UCIIOJIb30BaTh Pa3rOBOPHBINA CTUIIb TOCYIAPCTBEHHOTO S13bIKa IOCY1apCTBA-WICHA;

UCITOIb30BaTh KOPOTKHE MPEITIOKEHUS W (MJIM) MapKUPOBAHHBIC CIIMCKH B TEKCTE
JIMCTKAa-BKJIA/IBIIIA;

JONyCKAeTCsl MCIOJb30BaTh NPUBBIYHBIE I MAallMEHTOB TrOCYyJapCTBa-yjeHa
bopMyIHpOBKHU, B ciiydae eciau (pasbl, NMpUBEACHHbIE B MIA0JIOHE, MPENyCMOTPEHHOM
npuioxkeHueM Ne 15 k TpeOoBaHMUSIM K WHCTPYKIIMU TIO0 MEIWIIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHOTO TpemnapaTa M OO0IIeil XapaKTepHUCTHKE JEKapCTBEHHOTO Mpemnapara s
METUITUHCKOTO TPUMEHEHHS, MOTYT BBOJAUTH MAIIUCHTOB B 3a0JIyKICHHCE;

HE JIOMYCKAETCs UCTIOIh30BaTh CUCTEMHO-OPTaHHYIO KJIAaCCU(PUKAIMIO HEXKEIaTeIbHbIX
peaKkuuii, MOCKOJbKY MalMeHTaM MOXET OBbITh CJIO0XXHO CJIeIOBaTh JTOW JIOTHKE.
HexenaTtenpHble peaknuy HEOOXOIUMO CTPYIIIUPOBATH MO UX CEPbE3HOCTH, YTO MO3BOIUT
nanueHTaM MOHSTh, KOTJ]a M KAKKE MEPHI CIIeyeT IPUHUMATH;

HE00X0AUMO YOEIHUThCA, YTO MALMEHThl YETKO NMPOUH(POPMUPOBAHBI O PHUCKAX.
OObsicHeHHsT (BKJIIOYAasi YacCTOTY BO3HUKHOBEHHSI COOTBETCTBYIOIIMX HEXKEIATEIbHbBIX
pEaKInii) TOJIC3HBI YUTAIONUM U MOTYT JIY4IIIe XapaKTepHU30BaTh BO3MOKHBIA PHUCK.

5.3. Ucnonb30BaHue 11a0I0HOB.

[ITa6G10H MO3BOJIAET 00ECHIEUYUTh MPEICTABICHUE TPEOYEMbIX CBEACHUIN B MPABUIHLHOM
MOPAJKE, HO HE MO3BOJISIET C MOMOIIBIO AW3aliHa M PACHOJOKEHHS CJOB IMOJYYUTh
BBICOKOKAYECTBEHHBIH JOKYMEHT, KOTOPBIH CMOTYT MpPOYECTh U TMOHSTH MalMEHTHI.
CoOTBeTCTBYIOIIIEE yKa3aHWE NPUBOAUTCS B mpuiiokeHun Ne 16 k TpeOoBaHUIM K
MHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHUIO JIEKApCTBEHHOTO IIpernapara W oOIien
XapaKTePUCTUKE JIEKAPCTBEHHOTO MpernapaTa s MEAUIUHCKOIO TPUMEHEHUSI.

Pe3ynbTaThl HMccleIOBaHUN CBUIETEIBCTBYIOT, YTO MAlMEHTHI MOTYT HE MOHUMATh
(GbOpMyIUPOBKM 3arojlOBKOB M T0/3arojoBKoB mmaOnoHa. [lpm moarotroBke Makera
JTUCTKA-BKJIAJIBINIA ISl TOJIB30BATEIBCKOTO TECTHUPOBAHHS HEOOXOAMMO YOEIUTHCS, YTO
TEKCT JUCTKAa-BKJIAJbIIIa COCTABJIEH HA TMOHATHOM [UJI MalMeHTa S3bIKE C LEJbI0
oOecrieueHusI MOHUMAaHUS TEPMUHOJIOTUH TTAIIUCHTOM.

Heo6xonumo ocoOeHHO BHMMATEIbHO OTHECTHCH K pa3jieiaM JIMCTKa-BKJIAbIIa, B
KOTOPBIX MPHUBEACHBI MPOTUBOMOKA3aHUsA, 0COObIE YKa3aHUSI U MEPbl TPEAOCTOPOKHOCTH, a



TaKXke HexenaTenbHble peakuuu. OHM, KaK MPaBUio, SBISIIOTCS TPOMO3JIKUMU U U3JI0KEHBI
CJIOKHBIM sI3bIKOM. HeoO0Xxoaumo HCIoyib30BaTh MPUBEJCHHBIC HUKE PEKOMEHJAIUU 0
NWA3aiiHy, MO3BOJISIIOIIME CHHU3UTHh BEPOSTHOCTh BO3HUKHOBCHUS 3aTPYIHEHHH IPU
TECTUPOBAHUM.

6. [In3aiin u pacmonoxxeHne nHGopManuu (BEpCTKa)

JIMCTOK-BKIIQ I C MPOCTHIM AU3aHOM TapaHTUPYET, YTO MAKCUMAJIbHOE KOJIHMYECTBO
MAlMEHTOB CMOXET BOCIOJIb30BaThCs MH(OpMaIue, HEOOXOIUMOM JUIsl IPUHSITHS PEILICHUS
0 MPUMEHEHHUH JIEKAPCTBEHHOTO IMpemnapara HaubOosiee Oe30macHbIM U A(PGHEKTUBHBIM
CIOCOOOM.

Opraauzanus MpeJCTaBIIEMbIX NaHHBIX (MH()OpPMAIMOHHBIA NU3aliH) 00ecreurnBacT
JIETKOCTh MCHOJIb30BAaHUSA U MOHUMAHUS CIOXHOM MH(OpMauuu. ITO OAUH U3 KIHOYEBBIX
aCIeKTOB MpH pa3pabOTKe JOKYMEHTA: PUCK HEBEPHOI'O MOHUMAHHUSA MOXKET MPUBECTH K
CEPBhE3HBIM MOCIEACTBUAM, YTO MPOUCXOAMUT JTOBOJBHO YAaCTO B 00JIACTH MPECTABICHUS
MH(popMalUu O JEKApCTBEHHBIX Npemnaparax. Pa3paboTka MH(OPMALMOHHOTO Au3aiiHa —
polecc, Ipu KOTOPOM MOXKET MOTPEOOBATHCS PACCMOTPETh HECKOJIBKO BApUAHTOB JU3aiiHA U
UX MOJIU(DUKAIUI JJ11 KOHKPETHOTO JTUCTKA-BKJIA IbIIIIA.

6.1. UapopmManoHHEIH qu3aiiy.

BHe 3aBucuMOCTH OT 00BbeMa ONbITA B COCTABICHUU M MPOCKTUPOBAHUHU
JUCTKA-BKJIAJIBIIIA 3agBUTEISIM HEOOXOIUMO TPUACPKUBATHCS HAWIYUlIed MNPaKTHKU
COCTaBJICHUS JINCTKA-BKJIaAbIIA (MHOOPMAIIMOHHOTO TU3aliHA).

NudpopmanmoHHbIil AN3aiiH BKIIOYAET B C€0s CAEAYIONIEE:

6.1.1. Ha(opMarHoHHAS apXHTEKTYpA.

Cnoco6 pacnonoxxeHuss ”HGOpMaLUU B JOKYMEHTE C HCIOJIb30BAHHEM 3JIEMEHTOB,
MOMOTAIOIUX OPHEHTHPOBATHCI B TEKCTE€ CIOCOOCTBYET VYIOPSJAOYMBAHUIO U
CTPYKTYPUPOBAHUIO TOKyMEHTa. B cBA3M ¢ TeM, uTo nH(pOpManus peaKo MPOUYNUTHIBAETCS OT
Hayaja M J0 KOHIA MalMeHTOM WJIM JIMLOM, OCYIIECTBIISIONIMM 3a HUM YXOJ, CIOC00
pacnoiokeHus: UHPOPMaLUU SBJISETCSA BaXKHBIM aClEKTOM, 00eCeunBatoOUM CIIOCOOHOCTh
MaIMeHTa OPUCHTUPOBATHCS B TEKCTE U JIETKO MOJIH30BATHCA MPEACTABICHHON HH(DOpMaIuei.

6.1.2. Tunorpaguxa.

ITon Tunorpadukoil moHumaercs MmWpUPTOBOE OPOPMIIEHUE MPEACTABIIEMON
nHdopManu. BeiOop TrapHUTYphl U MPOYUX DIEMEHTOB TPaPUUYECKOro HUCIHOTHEHUs (
HarpuMmep, LBET TEKCTa), HEOOXOAUMO OCYIIECTBIATh, OPHEHTUPYSICh Ha IEIEBYIO
aynutoputo. [lpu HammexarieM HCMOJb30BAHUM 3TH ACMEKThl OPraHU3yIOT U JIOBOJAT
nHpOpMaIUIO CITIOCOOOM, YJIOBJIETBOPSIONIUM MOTpeOHOCTH unuTaromero. Ecinu mapameTpsl
TUTIOTPaUKU 3aTPYAHSIOT MPOYTEHUE, BHE 3aBUCUMOCTH OT KaueCTBa M3JIOKEHUSI TEKCTa B
JIUCTKE-BKJIAJIBIIIE, MAJIOBEPOSATHO, YTO MAIIUEHTHI OYIyT €r0 YUTaTh.

WNHTepBanbsl MEXAY 4YacTSIMU TEKCTa MO3BOJSIOT CO3/1aTh OLIYUIEHHWE OTKPBITOCTH
npeacTaBisiemMoil uHbopmanuu. Mcnonb3oBaHHEe KOJIOHOK TEKCTa, XOPOIIO 3HAKOMBIX



MHOTHM U3 Ta3€THBIX MaTE€pUaJIOB, MO3BOJSET YATAIOIIEMY JIETKO yCBauBaTh WH(GOPMAITHIO.
JImuHa CTPOKM M MEXIYCTPOUYHBIM HHTEPBAJ — BaXXHbIC ACMEKThl JW3aiiHa, KOTOPHIE
HEO0OXOMMO YYHUTHIBATH MTPU BBIOOPE MOIXOAIICH BEPCTKH.

B nmpunoxenun Ne 17 k TpeOOBaHUSAM K MHCTPYKIIUU TI0 MEIUITMHCKOMY TTPUMEHEHHUIO
JIEKapCTBEHHOTO TIpemapaTa M OOIIel XapaKTepHCTHKE JEKapCTBEHHOTO Tpemapara s
MEJIUIIMHCKOTO TPUMEHEHUS] TPHUBEICHbl YyKa3aHUA OTHOCUTEIbHO MHUHHUMAIBHO
JOTYCTUMOTO KerJisi mpudra.

6.1.3. IIOHATHOCTh H3JI0KEHHUAL.

Ecau nmuCTOK-BKIAIBIII WMEET MpPHUBJIEKATEIbHBI BHEIIHUN BUI, W MOHSITHOCTH
W3JIOKCHUS M KayeCTBO WMH(POPMAIUM HU3KOE HWIW B TEKCTE IMIMPOKO HCMOJb3YIOTCS
y3KOCIeIIMaTbHbIE MEAUIIMHCKUE TEPMUHBI, TO BO3MOHOCTh JOHECEHUS WH(pOpMAIUU 10
naryeHTa OyJIeT moTepsHa.

6.2. IleneBas rpymma u CBeIeHHI, HEOOXOUMEIE AJIA HAUIC)KAMETO yAOBICTBOPCHUS
moTpeGHOCTEH JaHHOM IPYIIIEI B HHGOPMAIIUH O JIEKAPCTBEHHOM IIPEIIapare.

[lepen HanmucaHueM TEKCTa W pa3MEIIEHHEM €r0 B JIMCTKE-BKJIAbIINIe HEOOXOIUMO
onpenenuTh 00J1acTh TPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara, 1ejieBble IpyMIbl U YaCTHbHIC
BOIPOCHI, TpeOytomue perieHusi. Bopnedenue B mpoliecc MOTEHIUATBHBIX MAIlMEHTOB Ha
paHHEM »JTale COCTaBJICHUS JMCTKA-BKJIAQJbIINIA IMOMOTAeT O0ECHeYUTh YCIEIIHOCTh
MOCJICTYIOIIETO TECTUPOBAHMS ¥ IPUMEHEHHUS JTNCTKA-BKJIQ IbIIIIA.

HeoOxoaumo ydecTh MOTpeOHOCTH JUIl MOXKUIOrO BO3pacTa, JUIl, AJ1 KOTOPBIX
rOCYJIapCTBEHHBIN SI3bIK TOCYAapCTBA-WICHA HE SIBISICTCS POAHBIM, JIUIL C 3aTPYAHEHUSIMU B
oOy4eHHUH, a TaKKe JIMI ¢ 3a00JIeBaHUSMHU, CIIOCOOHBIMU MPUBECTU K HAPYIICHUIO 3peHUs (
HampuMmep, caxapHblii quadeT). OCHOBHBIE TPYINBI MAIMEHTOB, HA KOTOPHIE CIEAYET
o0OpaTUTh BHUMaHUE, IEPEUUCIIEHBI HIKE.

6.2.1. Jletu u moJtozabie Jiroqu (MOJIOAEKD).

Ecnu nexkapcTBeHHBIN TIpenapar npeaHa3HadeH narueHTaM U3 3TOW TPyIIbl, HEOOXO0IUMO
ONpeNeIuTh, KaKUM 0O0pa3oM JMCTOK-BKJAABIINI IO3BOJUT YJOBJIETBOPUTH HX
nH()OPMAITMOHHBIC TTOTPEOHOCTH.

B psine ciydaeB cienyeT peKOMEHI0BAaTh YUTAIOIIEMY OOpPaTUTHCS K IPYTUM UCTOUHHUKAM
nH(pOpMaIK, CIIEHHATIBHO COCTABIECHHBIM JIJIsl €F0 BO3PACTHOU TPYMIIbI, WM MPEAYCMOTPETh
OTPBIBHOM KOPEIIOK JIMCTKA-BKJIAJABIIIA, KOTOPBIA COACPKHUT KIIOYEBBIE CBEACHUS IO
0€30IMacHOMY NMPUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara, MpeCTaBIeHHbIE TAKUM 00pa3oM,
9TOOBI 00€CTICYUTH JICTKUI JOCTYN K HH(pOpMAIIHH.

6.2.2. JlekapcTBeHHbIE MpPENnaparthl I NPUMEHEHHA B J1e4eOHO-IPOPHIaKTHIECKHX
VUpEKTCHHUSAX.

Eciu nexkapcTBeHHBIM mpemapar BBOJUTCS WM MpPUMEHSIETCS
Ne4eOHO-TTPOPUITAKTUYECKUX YIPEIKICHUAX, B pa3feiie M0 MPUMEHEHHUIO JIEKApCTBEHHOTO



npenapaTa HeoOX0UMO ONpPEAENIUTh CIOco0 pa3/ieleHHs CBEACHUM, peJHa3HaYeHHbIX IS
MEIMLIHUHCKOTO MEepCcoHaja U MalMeHTa, 4ToO0bl o0ecrneuynTb UHPOPMUPOBAHUE ATUX JIMII
HeoOxoauMon UM nHpopmaIuen.

JIisi MEMUIMHCKOTO MepCcOoHalla CBEJEHUS, KOTOPbIe OHU JOJIKHBI YUYHUTHIBATh MpPHU
BBEJCHUM IIpenapaTa, JIOIMYyCKaeTcs MNpPeACTaBUTh Ha OTJEJIbHON OTPBIBHOW YacTu
JMCTKa-BKJIA IbIIIA.

[TanyeHTy HEOOXOIMMO MPEAOCTABUTH JOCTYI K MH(POpMALUHU, cOIAepik auencs B
JUCTKE-BKJIAAbINIE U HEOOXOAMMOW nJig 0e30macHOro MPUMEHEHHUS JIEKapCTBEHHOTO
npenapara ¢ BO3MOXHOCTbIO €€ COXPAHEHHs Y JAHHOTO MalueHTa.

6.2.3. O¢rampmonoruieckue JeKapCTBEHHBIC MPErnapaThl.

Ecnu nexkapcTBeHHBIM mpenapaTr fABAsSETCS OPTaTIbMOJOTHYECKUM, HEOOXOAUMO
yOenuThCs, UYTO Keryib mpu(Ta TEKCTa JOCTATOUYHO BEJIMK M MO3BOJSET MAIMEHTaM C
HapyUIEHUEM OCTPOTHI 3PEHHS C JIETKOCThIO O3HAKOMUTBCSA C HUM. JTO MPEAINOJaraet
HE00XOAMMOCTh MCHOJb30BaTh JMCTOK-BKIABIII OOJIBIIEr0 pa3Mepa WU albTEPHATHUBHBIE
nu3aiiael ero odopmieHus (Hampumep, aab00MHAs OpHEHTALMs CTPAHMIIBI) C IIEJIbIO
MaKCHUMAaJIbHOT'O UCTIOJIb30BaHUS TOCTYITHOM TIOLIAIH.

6.3. KimoueBrIe 1)1 MalMeHTa CBEICHHU.

[lepen HanmucaHMEM TEKCTa U Pa3MEILIEHUEM €r0 Ha CTPaHUIIE HEOOXOIUMO ONPEIEIUTh,
KaKhe CBEJCHHUS SBIAIOTCA KIIOUYEBBIMU [ O€30MacHOr0 MPUMEHEHUS KaKJI0ro
JIEKapCTBEHHOI'0 Mpemnapara. IJTO MO3BOJSET ONPEAeTUTh WH(OpMalHio, TPeOYIOIIyIo
OTpPaXXEHUS B 3ar0JIOBKaX, a TAKXKE OTJEIbHBIE CBEACHMS, TPEOYIOIINE BBIICICHUS B TEKCTE B
MHTEpECaxX YUTAIOLLIETO.

OnpenenuB KIKOYEBbIE CBeAEHUs s 0€30MacHOr0 NPUMEHEHMS KaKI0ro
JIEKApCTBEHHOTO Ipenapara, CiaeAyeT MPUCTYNUTh K COCTABIECHUIO OIPOCHOrO JINCTA IS
M0JIb30BATENIBCKOT0 TECTUPOBAHHUS (€CIU OHO MPETyCMOTPEHO 3asBUTEIIEM).

6.4. CopelicTBHE MalicHTaM B HABHTALIMHM IO JOKyMEHTY.

Pacnonoxenue nHdopManru B TOKyMEHTE SIBIsS€TCS BaXHBIM acrnekToM. [lopsigox
MpEICTABJICHUS] CBEJCHUMN, TMPUBEICHHBIA B pas3nene 4 HaAcTOSMUX TpeOoBaHUM, U
UCIIOJIb30BaHME MIa0JIOHOB (B COOTBETCTBUU C mnpuiioxkeHuem Ne 15 k TpeOGoBaHUAM K
MHCTPYKIMU [0 MEIMIIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara U oOIei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO TMperapaTa sk MEAUIIMHCKOTO MPUMEHEHHUS) TO3BOJISIOT
o0ecneynTh NPaBHIbHOE pAacClojiokKeHue HHpopManuu B JUCTKe-BKiaabime. [lpu
MCIOJIb30BaHUH I11a0JIOHA B LIEJSAX MPABUIIBHOTO PACIOIOKEHHsI HH(OpMALUU HEOOXO0UMO
yOeIUThCs, YTO OHA NIEPEBEICHA HA A3BIK, IOHATHBIN LIEJIEBOM ayAUTOPUH.

HeoOxonuMo mpoayMarh pacnoioKeHHE 3aroJ0BKOB M IOJ3ar0JIOBKOB HAa CTpPaHHUIIE,
4TOOBI 00ECIEeYUTh BO3MOXKHOCTh OPUEHTAIIMHU YWTAIOIIEro B MHGOpMAIMU. 3arojioBKU B
JIMCTKE-BKJIA/IBIIIE SIBJISIOTCS KIIFOUEBBIM MHCTPYMEHTOM, O3BOJISIOIIUM MMALIMEHTY YBHIETh
CTPYKTYPY M3JIaraeMbIX CBEJICHUN. 3aroJIOBKHU BBITIOIHSIOT JIBE (PYHKITUU:

0003HavYarT Hayajo pa3/ena U MO3BOJSAIOT MAUEHTY HAUTH UCKOMBIE CBE/ICHHUS;



OTPaXKAIOT XapaKTep MPUBOJAMMON B paszesne MHPOpMAIUHU, TO3BOJISAS YUTAIOIIEMY
MIOHSATH €€.

3aro0BKU JOJKHBI BU3YaJIbHO BBIACISATHCSA, YTOOBI YUTAIONMIMI MOT C JIETKOCTHIO
OTJIMYUTH 3ar0JIOBOK OT OCTAJIBLHOTO TEKCTA. DTO 00JIeryaeT MOMCK Mo TEKCTY ONMPEEICHHOIO
poaa uHdopmaIuu.

Brinenenue nocturaercst HECKOJIbKUMU CIOCO0aMu, HalpUMeEp:

oOpalieHHbIl TeKCT — Oelible OyKBbI HA TEMHOM (POHE;

YBEIUUCHHBIN MOJIYKUPHBIA TEKCT 3arojioBKa MO CPaBHEHUIO ¢ HHGPOpMAaIHEH,
CJIEIYIOLIEH 32 HUM;

YBEJIMYEHHBIA TEKCT 3ar0JIOBKA C BBIPAKEHHBIM KOHTPACTHBIM I[BETOM MO OTHOILIEHUIO K
nH(popMaInu, CIeayIOIIeH 3a HUM.

3aroyIoBKY JOHKHBI IPABUIIBHO OTPAKATHh COACPKUMOE Pa3/IesIOB M KaK MPAaBUIO OBITh
Kopoue nHGOpMAaILIMK, KOTOPAst CIEAYET 3a HUMH.

B cayuae ecim pasjpensl JIMCTKa-BKJIAJbIIa SBISIOTCS AOBOJBHO JJIMHHBIMU,
UCIIOJIb3YIOTCS TI0/13aT0JI0BKH, KOTOPbIE 00JEr4aroT MOUCK B O0JIBIIIOM MacCHBEe HHPOpPMAILIUU
. Hanbonee yacTo cucrema moa3arojloBKOB MCIOJIb3YETCS B pasjelie 2 JUCTKA-BKIaAbIIIA.
[Ipu ucmonb30BaHUU CUCTEMBI 3ar0JIOBKOB W TO/3ar0JIOBKOB HEOOXOIUMO OOECIICUHTh
HAJUISKALLYI0 UX UEPAPXHUIO C LIEJIbIO pa3TpaHUYEHUs CBEICHUHN, KOTOPBIE MPECTaBISIOTCS B
3TOM pa3Jere.

6.5. HEIe acIeKTHI, MOIe)KAIHE YIETy IIPH pa3paboTKe JIACTKA-BKIIa IbIIIA.

K npyrum acriektam, KOTOpbIE LIENECOO0Pa3HO YUECTh IPU COBEPLIEHCTBOBAHUN JU3aHA
M BEPCTKHU, OTHOCSITCS TAKUE€ ACIEKThI, KaK IIBET, CAMBOJIbI U MTUKTOIPAMMBI, 00JIEryaroIime
MMOHMMAaHHE U TIOUCK KJIF0YEBOM MH(POpMAIIIH.

6.6. JIoIOTHUTENBHBIE ACTIEKThI, KaCAIOIINECs AU3aiiHa U BEPCTKHU:

HE0OXO0UMO yOEeIUThCA B MPEEMCTBEHHOCTH PACIOJIOKEHUS 3arojJOBKOB, a TAKKE
BBIJICIIUTD UX, YBEIMYUB MIPU(T WX BBIACIUB TEKCT MOTYKUPHBIM MIPUDTOM;

panMoHaIIbHOE MCIOJIb30BaHUE IIBETOB MO3BOJISIET 00ECTIEUNUTh XOPOIIUN KOHTPACT, MPU
ATOM 3JIOYNOTPEOJeHNE IBETOBHIM O(GOPMIICHUEM MOXKET NPUBOIUTH K MpoOIeMam,
CBSI3aHHBIM C MIOHUMAHUEM MAIMEHTOM UHPOPMAIINH;

JOMYCKaeTCsl UCIOJIb30BaTh MPEIMETHBIM yKa3aTedab Uil MalMeHTOB, OCOOEHHO B
OykiieTHOM (hopmaTe JIMCTKa-BKIAIbIIIA, TOCKOJIbKY Takoi (popMaT BBI3BIBAET 3aTPYAHECHUS Y
MalMEeHTOB B HABUTAIUU 110 JINCTKY-BKJIA IBIITY;

HE0OXOMMO YOSIUTHCS B UCIOIH30BAHUN MAKCUMAJILHO BO3MOKHOTO pa3Mepa TeKCTa U
HaJIJIeKAIIEr0 MCIOJIb30BAHUS MHTEPBAJIOB MEXIY YacTsIMU TekcTa. [IMOTHBIA TekcT
CIIOCOOCTBYET CHWIKCHUIO KOHIEHTpPAllUM BHUMAHUS TMallM€HTa U 3aTPYAHSET IOUCK
HeoOXxouMol nHpopManuy;

JUIMHHBIE TIEPEYHHM HEXKENATEeNbHBIX PEAKIUM BBITVISIAT yCTpallarolle, M03TOMY
11eJ1€CO00Pa3HO MCII0Ib30BaTh HEHYMEPOBAHHBIE CITUCKHU TAaKMX HEXKENaTeNbHBIX PEaKIUi.



HeoOxonuMo crpynmnupoBarh HeXeNnaTeabHble PEaKUu M0 UX Cephe3HOCTH U yOeTuThCs B
MOHUMaHUU NalMEeHTaMU 00CTOSATENBCTB, TPEOYIOIINX NPUHATUS HEOTIOKHBIX MED;

HE0OX0IMMO YOeIUThCs, UTO B3aUMOCBSI3aHHBIE CBEJCHUS PACIIONOXKEHBI PSAIOM U HE
Pa3HECEHBI MO PA3JIMYHBIM KOJIOHKaM WJIM CTOPOHAM JIMCTKa-BKJIAIbIIIA.

Jl7isg ipoBepKU KadyecTBa MOATOTOBKH MH(OPMALIMK B JINCTKE-BKIIA IBIIIE HCIIOIb3YETCS
OaJuIbHAsI OLIEHKA JIMCTKA-BKJIAbIIA B COOTBETCTBUU ¢ MpuiiokeHneM Ne 18 k TpeboBaHUsIM
K MHCTPYKUMHU IO MEIUUHUHCKOMY NPUMEHEHMIO JIEKapCTBEHHOIO Ipernapara U oOIei
XapaKTEpUCTUKE JIEKAPCTBEHHOTO ITpernapara Juisi MEJULIMHCKOTO IPUMEHEHUS.

Takas oneHKa Mo3BoJIAE€T ObICTPO MOJYUYUTh KOJIMYECTBEHHYIO XapaKTEPUCTUKY KayecTBa
JUCTKAa-BKJIAJbIIIa U BBIIBUTH HEOOXOJIMMOCTh BHECEHHS JOMOJHUTENbHBIX HW3MEHEHUH,
CIIOCOOHBIX MOBBICUTh Ka4€CTBO MH(OpMAILIMU U OPOPMIICHUS JIUCTKA-BKIIAbIIIA.

7. I1oimp30BaTENbCKOE TECTHPOBAHHUE

7.1. Llenn mpoBeneHMsI OJIB30BATEIBLCKOIO TECTUPOBAHUS.

3asBUTENb WU AEPKATENb PErUCTPALMOHHOTO YJIOCTOBEPEHUS B LIEJAX 00ECTIEUEHUS
y1000UUTaEMOCTH, SICHOCTH M JIETKOCTU BOCIHPHUATUSA JIUCTKA-BKJIAAbIIIA YUYUTHIBAET
pe3yJIbTaThl M10J1b30BATEILCKOI0 TECTUPOBAHUS B JIMCTKE-BKIIAABIIIE U, €CIIU PEAYCMOTPEHO,
MpEeCTaBIseT YIOJHOMOYEHHOMY OpraHy (3KCHEpTHOM OpraHu3alMM) rocyjapcrBa-uieHa
pEe3yJabTaThl TECTUPOBAHUSI.

[Tonb30BaTeNbCKOE TECTUPOBAHUE WM JIpyrue (OpMbl KOHCYIbTALMK C MallMeHTaMH
o0OecrneuynBaloT y4eT MHEHHsI MAlMEeHTOB 00 yI000YUTaeMOCTH, MOHSITHOCTH M JIETKOCTH
BOCIIPHUATHUSL JIMCTKA-BKIJIAJbIIIA, YTO oOecreunBaeT (OPMHUPOBAHHWE HTOTOBOM BEpPCUU
JMCTKa-BKJIa/IbIIlIa, TO3BOJISIIOIIEH OOJIBIIMHCTBY NMOTpEeOUTENEH JIEKapCTBEHHOIO Npenapara
MIPUHUMATh O€30MacHbIC U IPABUIIbHBIE PEIICHHS] O €r0 IPUMEHEHUH.

Pe3ynpTaThl N0JI630BaTENIBCKOrO TECTUPOBAHMS (IIPY HAJMYKMH) BKIIOYAKOTCS B MOAYJb |
PErUCTPaALIMOHHOIO 10ChE.
7.2. Opranuzanusi NpOBEAEHUS MOJIb30BATEIBCKOTO TECTUPOBAHHUS

B nmpunoxenun Ne 14 k Tpe6oBaHUSIM K UHCTPYKIUHU MO MEIULIUHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTa U oOIiel XapaKTepUCTHKE JIEKapCTBEHHOrO Ipemapara s
MEIUIUHCKOI0 INPUMEHEHUs IPUBOAUTCS OJUH W3 BAPUAHTOB METOAUKU IPOBEIACHMUS
[I0JIb30BATEIBCKOIO TECTUPOBAHUSA JUCTKA-BKJIAJBIIIA, OJHAKO JIOIYCKACTCSA BO3MOXKHOCTH
UCIIOJIb30BAHUS JIPYTHUX METOAMK, €CIM OHHU CIOCOOHBI HOATBEPAUTH CIOCOOHOCTH
MTAIIMEHTOB HCIMOJIb30BaTh JOKYMEHT JUISl MOWCKA M IMOHMMAaHMS KIIOYEBBIX CBEACHUM,
HEOOXOUMBIX /7151 0€30I1aCHOTO MPUMEHEHHSI KOHKPETHOTO JIEKapCTBEHHOT'O Tpernapara.

OnucaHHas METOAMKA MPEACTABIIAECT COOON TUArHOCTUYECKUNA TECT, AEMOHCTPUPYIOIIHIA,
B MIEPBYIO OYepe/lb, KaK paboTaeT JUCTOK-BKIAJBII HA MIPAKTUKE, a HE MOATBEPKIAOLIHI
KauyeCTBO CMBICJIOBOTO HAIOJHEHUS! TEeKCTa (KOHTPOJb MOCIEIHEr0 MOXET MPOBOIUTHCA,
Hanpumep, ¢ nomoupio Tecta "l[Ipoctoro mamepenus cnoxuoctu tekcra" (SMOGG)) u
HOJATBEPKAAOLINM, YTO OH SABJISETCS YA000UNTAEMbIM, OHSITHBIM U JIETKUM U1 BOCIIPUSITHS



NOTEHIMAJBHBIMU MOTPEOUTENIMU IpernapaTa. ITOT MHCTPYMEHT pa3pabOTKH MO3BOJISET
OTIpENEINTh MPEMATCTBHUS, CHIDKAIOIINE CHOCOOHOCTh MOHUMAHHS W HMCIOJb30BaHUS
NOTEHIMAIBHBIMU MOTPEOUTENSIMU Tpernapara MpeACTaBICHHOW HH(OpManuu, a Takxke
BBISIBUTH TIPOOJIEMHBIE 0071acTH, TPEOYIOIIUE AOMOIHUTEIHFHOTO BHUMAHUSA. JTa METOIUKA
KaK JTal mpolecca pa3pabOTKH JIHCTKa-BKIAJbIIIA MpEeACTaBiIseT co00l O0COOEHHYIO
IeHHOCTh. Ecnu B xo0/€ TecTupoBaHUsS OOHAPYKUBAIOTCSA MPEMSATCTBUS JUISI MOHUMAHUS
uH(popmaiuu, moTpeOyeTcs BHOCHUTH TIIATEIBHO NPOAyMaHHBIE H3MEHEHHS B LEIAX
COBEPIIIEHCTBOBAHUS JINCTKA-BKJIA/IbIIIIA.

JlommyckaeTcsl UCTOIb30BaTh WHBIE METOAMKH TOJB30BATEIHCKOTO TECTHPOBAHMS,
KOTOpbIE€ TaKX€ JOJDKHBI NPUHUMATHCS YIMOJHOMOYEHHBIMU OpraHaMu (3KCHEPTHBIMU
OpraHMu3aIUsIMU) TOCYAAPCTB-WICHOB IMPHU DKCIEPTH3E PETHCTPAIMOHHOTO OChe. BaxHO
MPOBOJIUTH WHJMBUIyaIbHbIE MHTEPBBIO B PaMKax MOJIb30BATEIbCKOTO TECTUPOBAHUS C
[eJIbI0 TMOHUMaHUsA, KaKUM O00pa3oM MalUeHThl OPUEHTUPYIOTCS B IMPEICTaBICHHON
uH(popManuu.

[Ipu paccMOTpeHUN MaTepUaIOB PETUCTPAITMOHHOTO JOChE YITOJTHOMOYEHHBIE OpraHbl (
DKCIIEPTHBIE OpPTraHU3aIMU) TOCYJIapCTB-WICHOB HE BIpaBe TpeOOBaTh HCIOJIb30BAHUS
KaKoi-mnbo omnpeneneHHOW METOIWKH TECTUPOBAHUS, a BBINOJHSIOT OLEHKY JaHHBIX,
MOATBEPKIAIOMINX, YTO JIIOAH, KOTOpble OyAyT IMOIh30BAaThCS JIUCTKOM-BKIIABIIIEM,
CIIOCOOHBI HAUTHU HEOOXOANMYIO HH(GOPMAIIHIO U TOJKHBIM 00pa30M BOCIIOJIB30BAThCS €IO.

[Ipu opranusanuu NpPOBEACHHUS T0JIb30BATEIBCKOTO TECTUPOBAHUS JEPIKATEIIO
PETUCTPALIMOHHOTO yIOCTOBEPEHHS HEOOXOAUMO YOSAUTHCS B TOM, UTO:

nepej; TeCTUPOBAHMEM OJHO3HAYHO OlpejesieHa Haumbosiee BaxkHas MHOopMmanus (
HaIpUMep, IpeIHa3HaYCHHE JIEKAPCTBEHHOTO Tpernapara, pexkuM ero JO3UPOBaHUS, a TaKKe
3HaYMMbI€ HEXeJlaTeJIbHbIE PeaKIUU U 0COObIe yKa3aHus). JTa HHpopMalus OyJeT 3aBUCETh
OT JIEHCTBYIOIIETO BEIIECTBA PAacCMaTPHUBAEMOTO JIEKAPCTBEHHOTO MpemapaTta. Bompochl,
3a/laBaeéMble yYaCTHHKaM TECTUPOBAHUSA, JOJDKHBI OXBAThIBATh KIIOYEBHIE CBEICHMS,
HeoOxoaumble sl O6e3omacHoro mpuMeHeHus. KiroueBble cBeaeHUs Isi 0€30TacHOTrO
npuMeHeHuss OyJyT cojaepkaTtbcsi B pasfaenax | — 4 nucTKa-BKIAJbIINIA, OJIHAKO
pacnpenefeHre Wid MUpoTa 0XBaTa BOIPOcaMH MH(OpMAIMU O JIEKApCTBEHHOM IIpernapare
OyayT OTAMYAThCA OT OJHOTO Mpemapara K apyromy. HecMoTpst Ha TO, 4TO JUIsi HEKOTOPBIX
JIEKapCTBEHHBIX MPENapaToB MOXKET MOTPEOOBATHCS COCTaBJICHUE BOIPOCOB HA OCHOBAaHUU
paszenoB 5 unu 6 IMCTKa-BKJIAJBINIA, TaKWe CIydaW, Kak MpaBmio, peaku. Heoboxommmo
yOeIuThCA BO BKJIIOUEHUHU B ONPOCHBIN JIUCT BCEX KIIIOUEBBIX CBEICHHUI MO O€30mMacHOMY
MPUMEHEHUIO JIEKaPCTBEHHOTO Tpernapara;

CyOBEKTHI M3 UCCIEAYEMBIX BBHIOOPOK Hambojee BEPOSITHO MOTYT BOCIOJIH30BATHCS
JIMCTKOM-BKJIJIbIIIEM (BKIJIFOYAsS JIMLI, OCYLIECTBISIOMUX yX0/1). TecTupoBaTh BCE MOMYJISIIUU
MAIMEHTOB MPU BCEX BO3MOXKHBIX OOCTOATEILCTBAX HE TpeOyeTcs, TOCTATOYHO BKIIOYHUTH
JIU1I, CHOCOOHBIX MPEICTaBUTh, YTO OHU HAXOJATCS B COCTOSIHUU, TIPU KOTOPOM MPUMEHSIETCS
JAHHBIM JIEKapCTBEHHBbIM mpenapaT. Bo u30exaHue HENONMOHMMAaHUA HE JOIYCKaeTCs



BKJIIOYATh CBEJCHUS, MPEAHA3HAUCHHBIC I MEIUIMHCKUX PAOOTHUKOB W JPYTUX JIWII,
paboTarolux ¢ JEKapCTBEHHBbIMH mpenapataMu. Jluia, 3HAKOMBbIE C JIEKAPCTBEHHBIM
mpemnaparaM, Kak TMpaBuiIo, HE JOKHBI OBITh yYaCTHHKAMHU IOJb30BATEIBCKOTO
TECTUPOBaHUS, OJTHAKO MH(DOPMAIUIO, TOTYYEHHYIO OT 3TUX JIMII, JOMMYCKAeTCsl UCIOJIb30BaTh
JUTSl TOATOTOBKY IM3aliHA JIMCTKA-BKIIA IBIIIA;

pUBEACHBI YOEIUTETbHBIEC 10KAa3aTEIbCTBA, YTO YYACTHUKHU TECTUPOBAHUS CMOTIIM HAUTH
U JIOJDKHBIM 00pa3oM BOCIOJIb30BaThCA MHGOpMalyeil. Bormpocsl, BKIOYEHHBIE B MPOTOKOJI
TECTUPOBAHUSA, TAKKE MMOJBEPralOTCs B MPOILECCE PACCMOTPEHUSI PETUCTPALMOHHOIO 10ChE
DKCIEPTU3E OTHOCUTEIBHO TOTO, HACKOJIBKO XOPOIIO OHU OTPAXKAIOT BBISIBIECHHBIE KIIFOUEBBIE
CBeJieHUsl 1Mo Oe30macHOCTU. Bompochl MOMKHBI OBITH OTKPBITBIMH, JOJKHBI IO3BOJISATH
YYaCTHUKY TECTUPOBAHUS NMPEACTaBUTH ce0s B ONPEACICHHON CUTyallUM U HE JIOJKHBI
MOJICKa3bIBaTh €My OTBET, COJEpIKAIIMICSA B JUCTKe-BKIabIme. Kaxaplii Bonpoc nomxeH
OBITH COCTaBJICH HaJIeKalUM 00pa3oM. HakomieHrue TaHHbIX, HECIIOCOOHOCTh HaX 0K/ ICHUS
WM TOHMMAHMS YYaCTHUKAMHU OJHOTO WM 0OoJiee 3HAYMMBIX BONPOCOB, HE JOITYCKAETCS.
DkcrepraMm HE0OXOIUMO TMPOBEPUTH 3aJaHHBIE YYacTHUKAM 3HAYUMBbIE BOIPOCHI H
COOTBETCTBHE pE3YJBTATOB OTBETA HA KAXKABIM BONPOC KPUTEPUAM YCIIEIIHOCTH,
BBIPAOOTaHHBIM JI0 Hayaja TECTHPOBAHUA.

7.2.1. UHTEepnipeTanus KPUTEPHEB yCIIEXA.

Kpurepuu ycnexa npenmnonaratoT, yTo 90 % rpaMOTHBIX B3POCIBIX JIUI JOJKHBI OBITH
crocoOHbI HaiTu cBenenust U 90 % U3 HUX JAOJHKHBI OBITH CIIOCOOHBI TOHATH MHGOpMalHio. B
pamMKax IBYX TpymM, KakKaas U3 KOTOPBIX cOCTOUT U3 10 y4acTHHKOB, HEOOXOIUMO, YTOOBI
uH(popMalus B JUCTKe-BKIIAJbIlIe Obuia HalneHa U noHsTa 16 u3 20 yuactHukoB. Ecnu
pe3yabTaThl HE TOCTUTAIOT 3TUX 3HAYEHHI, HEOOXOAMMO NEPECMOTPETH JINCTOK-BKIAABIII U
IIPOBECTH JIONOJHUTEIBHOE TECTUPOBAHUE.

Ecnu ucnonp3yroTcst allbTepHATUBHBIE METOJAMKN TECTUPOBAHMS, KPUTEPUH yCIIEXa MOTYT
ObITh MHBIMU. Te€M HE MEHee HEe3aBUCHMO OT KPUTEPHUEB ycIexa KaXkIblii BOIIPOC JO0JKEH caM
1o ce0e COOTBETCTBOBATh TAKUM KPUTEPHSIM.

7.2.2. IloaroroBka oT4eTa, BKIFO9aeMOro B pErHCTPalHOHHOE JJOChE.

[Ipu coctaBiieHHH OTYETa, BKIIOYAEMOTO B PETUCTPALIMOHHOE 10Che, HEOOXOAUMO YUYECTh
onyOJIMKOBAHHBIE PEKOMEHJIallUM, yKa3aHHble B nmoanyHkre 4.11. OTtder mo pesyJsbraram
M0JIb30BATEILCKOTO TECTUPOBAHUS CONEPKUT CIAEAYIOLINE PA3IEIbI:

7.2.2.1. KntoueBble cBeIeHUsI 1711 0€301MacHOT0 TPUMEHEHHS.

Takue cBelneHUs HEOOXOAMMO ONPENENIUTh 3apaHee AJIg KakKJIOro JIEKapCTBEHHOTO
npenapara. Heobxoaumo onucaTth, Ha OCHOBAaHUU YETO MOJIYYEHbI BONPOCHI, OPUEHTUPYSIChH
Ha KJII0YEBbIE CBEACHUS 110 0€30MaCHOMY MPUMEHEHHIO JIEKApCTBEHHOTO Mpenapara;

7.2.2.2. BpiOOp y4aCTHUKOB U UX JeMOTpaduuecKre XapaKTepUCTUKU.

Heobxoammo ommcaTth, HaCKOJIBKO TECTHpyeMas MOIMJSLUs OTpaxaeT Haubolee
BEPOSTHYIO MOIYJISILHIO TAIUEHTOB, IPUHUMAOIINX JIEKAPCTBEHHBIN MPENapar Kak I10 Moy,
TaK ¥ 110 BO3PACTHOMY JHAIa30HY.



B nensx uckirodeHus: cucTeMaTudeckux omuook (bias) HEOOXOAMMO ONKCATh KPUTEPUU
HEBKJIIOYEHHS B TECTUPOBAHUE U YPOBEHb 00pa30BaHUs yYaCTHUKOB;
7.2.2.3. AHanu3 o KaxJa0i NpoTeCTUPOBAHHON TpyMIIE.

['paduueckoe mnpeacTaBiieHUE SABJISETCS HAMJIEKAIIMM CIOCOOOM JIOHECEHUS
uH(pOpMaINH, OJJHAKO TPaPHUKU JOKHBI ObITh YETKO MPOMAapKHUPOBAHBI U JIETKO TOAaBAThCS
UHTEpIIPETALIUN.

Kaxx1ip1i1 Bonpoc 10KEH BBIAEPKATh COOTBETCTBUE KPUTEPHSIM yCIIeXa.
Heobxoaumo maeHTu(UIUpOBaTh BOIPOCH], ¢ KOTOPHIMU Y YYaCTHUKOB BO3HUKIIU
3aTpyAHEHUs (HarpuMep, 3aTpyJHEHUS IPU MOUCKE U (MJIM) MOHUMaHUU UH(OpMaIun).
[Ipu ucnonb3oBaHNU CyOBEKTHBHBIX KPUTEPUEB, TAKUX Kak "nerko", "¢ 3arpyaHeHUsIMU"
U JIp., HEOOXOAMMO OIHUcaTh, KaKUM OO0pa3oM YYaCTHUKM TECTUPOBAHHS HAXOIUIU
uHpopmannio. Heo6XoaumMo y4UTHIBaTh, YTO HCIOJIb30BaHUE CYOBEKTHUBHBIX KPUTEPHUEB,
MMEIOIINX JIONOJHUTENIbHBIE OLIEHOUHBIE 3HAYEHUs B BUJE BBIPAKEHUH "¢ 3aTpyAHEHUSIMU"
WK "¢ OOJIBIIMMU 3aTPYIHEHUSAMU", SIBJSETCS MPUYMHON OTKa3a B MPU3HAHUU PE3YJIbTaTOB
[0JIb30BAaTEIbCKOIO TECTHUPOBaHMS. B 3Toil cBsA3M HEOOXOIMMO IPOAHAIU3UPOBATH,
HACKOJIBKO JIEFKOCTh MOMCKa MH(OpMauuu Oblia yiydllleHa NMpU BHECEHUU HU3MEHEHUH B
JUCTOK-BKJIabII. Heob6X0oauMo npeuioxkUTh N3MEHEHUS B IMCTOK-BKJIJIBIII, YCTPAHSIOIINE
TaKue 3aTPyIHEHUS.
[Tocne n3MeHeHus: TUCTKa-BKJIaAbIIIa HEOOX0IUMO TOBTOPHO MPOBECTH TECTUPOBAHUE U
COCTaBUTh 110 HEMY OTYET;
7.2.2.4. XapakTepucTuka OOpaTHOM CBA3U CO CTOPOHBI YYACTHHKOB TE€CTHUPOBAHMS
OTHOCUTEJIBHO JIMCTKA-BKJAAbIIIA M MPEICTABICHUE H3MEHEHUM, YUYUTHIBAIOUIUX BCE
BOIIPOCHI OOIIET0 XapaKTepa;
7.2.2.5. Bce BepcuM JIMCTKa-BKIabIIIIA;

7.2.2.6. IlepBuuHble AAHHBIE, IOJYYEHHBIE IO pE3yJibTaTaM HHTEPBBIO, HE
MPEJICTaBISAIOTCS, JOCTaTOUHO MPEICTaBUTh PE3IOMe YCTHBIX 0TBETOB. [Ipu HeoOxonuMocTu
MOJIyYeHUS JOTIOJHUTENbHBIX CBEICHUM, YIIOJTHOMOYEHHBIA OpPTraH (3KCIEPTHAsI OpraHu3alusl
) TocyAapcTBa-4jeHa HalpaBiseT B XOJ€ MPOBEAEHUS SKCIEPTHU3bI 3alIPOC 3aIBUTENIO WIH
JepHKATEI0 PETUCTPALMOHHOIO YIOCTOBEPEHHS O HEOOXOAUMOCTH UX IPEICTaBICHHUS.

NHnuBuayanbHble CBEAEHUS O TECTUPOBAHUHU KaXJOTO YYaCTHUKA MPEACTABIATH HE
TpeOyetcs. I10CKOIbKY TECTHPOBAHUIO MOJABEPraeTcs JMCTOK-BKIABINI, a HE yYaCTHUKH,
TaKHe JIaHHbIE HE SIBJISI0TCA 3HAUHMMbIMHU.

7.3. O6cTOsATENBCTBA, TPEOYIOIINE MPOBEACHUS TECTUPOBAHMS.

[Ipn nmpoBeAeHUM MOJIB30BATEIBCKOTO WM HMHOTO TECTUPOBAHUS HEOOXOIUMO
UCII0JIb30BATh MOJIHOLBETHBIM MAaKeT JIMCTKa-BKJIaJbllla JIEKAPCTBEHHOro mpemnaparta. He
JIOITyCKAeTCsl UCIOJIb30BaTh TEKCTOBYIO BEPCHIO, MIOCKOJIBbKY JU3aliH U BEPCTKA OKa3bIBAIOT
CYIIECTBEHHOE BIIMSIHUE Ha CIIOCOOHOCTH MAIlMEHTa HAaXOAUTh W MOHUMATh KIFOUEBBIE
CBEACHUS JUIsl 0€30I1aCHOr0 MPUMEHEHUs JIEKapCTBEHHOT0 Mpenapara.



3asBUTEIIO WIN ACPHKATEII0 PETUCTPALIMOHHOTO YJIOCTOBEPEHUS CIIEIyET IPEAYCMOTPETh
MPOBEJICHUE TOJIb30BATEILCKOTO WJIM aHAJOTUYHOI'O TECTUPOBAHMS JTUCTKA-BKIIQAbIIIA JIJIs
CJIeAYIOIINX JIEKAPCTBEHHBIX IIPenapaToB:

a) JICKapCTBEHHBIE TpenapaThl, COACp)Kallue HOBBIC JCHCTBYIOIIME BEIIECTBA WU
BBIITYCKAEMbIC B MPHUHITUITHATLHO HOBBIX JIEKAPCTBEHHBIX (popMax (Hampumep, ¢ IPyTuM
crocoOOM MPUMEHEHHSI WM MyTeM BBeneHwus). [lpu 3TOM 1o HOBBIMHM JEHCTBYIOIIUMHU
BEIIIECTBAMM MMOHUMAIOTCS BEIIECTBA, BXOASIIUE B COCTAB OPUTHMHAIBHBIX JIEKAPCTBEHHBIX
MpenapaToB WM NPU OTCYTCTBUU OPUTHHAIBHBIX — B COCTaB MEPBBIX JIEKAPCTBEHHBIX
MpernapaToB, 3asBJICHHBIX HA PETUCTPAIMIO B COOTBETCTBUU ¢ [IpaBunamMu peructpaiuu u
AKCHEPTHU3bI JIEKAPCTBEHHBIX CPEACTB 11 MEAMIMHCKOTO MPUMEHEHHUS, YTBEPKIACHHBIMU
Pemenuem CoBera EBpasuiickoit skoHOMUYeCcKON kKoMuccuu ot 3 Hos0ps 2016 r. No 78 (
nanee — [IpaBuna perucrpanun);

0) JexapCTBEHHBIE MpenapaThl, B OTHOIIEHUN KOTOPHIX U3MEHWIKNCH YCIOBUS OTITYCKA;

B) JICKAPCTBEHHBIE MpENaparhl, B aKTyaJbHYIO OOIIYI0O XapaKTEPUCTUKY KOTOPBIX
BHECEHBI 3HAYMMbIC HOBBIE CBEJICHHS MO O€30MaCHOCTH, KOTOPBIE CYIIECTBEHHO MEHSIOT
MOKa3aHusl, OTPAHUYCHHS K MPUMEHEHUIO (MEphl MPEIOCTOPOKHOCTH U MPOTUBOTIOKA3AHUS
MIPY MPUMEHEHHUH ) WJIU CIIOCO0 MPUMEHEHHUSI Y TIOMYJISIIUY TAIMEeHTOB;

') BKJIIOUYEHHE HOBBIX MOIMYJISIUN MAllMEHTOB KaK CJEJCTBUE PACHIMPEHUS MTOKa3aHUM K
MIPUMEHEHMUIO Tpernapara (HalpuMep, BKIIOUYEHHE MAIIMEHTOB JETCKOr0 BO3pacTa).

B pamkax mpouenypsl mpuBeneHUss B cCOOTBETCTBUE ¢ TpeboBanusmu Coro3a, He
TpeOyeTcss  TpEeACTaBICHUS  Pe3yJbTaTOB  MOJb30BATEIbCKOTO  TECTUPOBAHUS
JIUCTKAa-BKJIAIbIIa. Pe3ynbpTaTsl €ro MOryT NMPeOCTABISTHCS 10 MHUIIMATUBE 3asBUTENS (TIPpH
Hanuuuu). Ilpu H>TOM yINOJHOMOYEHHBIE OpraHbl (IKCIEPTHBIE OpraHU3AIMN)
rocy/1apCTB-4JICHOB BIIPABE 3alpOCUTh Yy 3asiBUTEIS PE3yJbTaThl IOJIb30BATEIHCKOTO
TECTUPOBAHUS B paMKax MPOIeAYpPhl IPUBEICHUS B COOTBETCTBHUE ¢ TpeboBanusamu Coro3a, B
clly4ae MoJlauu 3asiBUTENIEM 3asIBJICHUS B YIIOJTHOMOUYEHHbBIE OPraHbl TOCYAapCTB-YJICHOB, TI€
paHee NaHHBIA TpenapaT He ObLI 3aperHCTPUPOBAH JIMOO yCTAaHOBUTH TPeOOBaHHE O
MPOBEJICHUH MOJIb30BATEIHLCKOT0 TECTUPOBAHMS B MOCTPETUCTPALIMOHHOM MEPUOJIE B TCUCHHE
rojla mocliie IpUBEJEHUS B COOTBETCTBUE C TpeOoBaHusaMH Coro3a, COTJacHO MyHKTy 116
[IpaBun peructpanuu AJjisl JEKAPCTBEHHBIX MpenapaToB, UMEIOIMINX CYIIECTBEHHBIN PUCK
HENPABWJIHLHOTO MPUMEHEHUS B aMOyIaTOPHBIX YCIOBUSX.

[Ipu HempeacTaBiaeHUM PE3yIbTATOB MOJIL30BATEIBLCKOTO TECTHUPOBAHUS 3asIBUTEIH
MPENCTABIAECT B MOAYJIE | PErucTpaliOHHOTO TOChE MUCHMO C YKa3aHUEM HMCTOYHUKA
nHpopMaru a1t GopMHUPOBAHUS JTUCTKA-BKJIIA IbIIIIA.

[Tonp30BaTeIbCKOE TECTUPOBAHUE MOJXKET OBITh BBIIIOJHEHO Ha JIOOOM SI3BIKE
rocyJapCcTB-4JE€HOB MIPHU YCIOBUHU COXPaHEHUS! UACHTUYHOCTU TEKCTa JUCTKA-BKJIajabla. B
cllydae mepeBojia MHCTPYKIMU Ha TOCYJApPCTBEHHBIN S3BIK FOCYAapCTBa-WwieHa IO 3almpocy
AKCIIEPTHON OpraHU3aIluy IPOBOUTCS UCCIIEIOBaHNE B (DOKYC-TPYIITIE WIH CBSI3bIBAHUE.



[ToBTOpHOE MMOIB30BATEIBCKOE TECTUPOBAHUE HE TpeOyeTcs MpU BHECEHHUM B
JIUCTOK-BKJIQJIBIII HH(OpMALIMK, HE BIUAIOIIEH HAa MyHKTHI "B — I' HACTOSIILIETO pa3jena, Win
[P U3MEHEHUH IU3aiiHA U BEPCTKHU.

Ecnu nmpoBoAMIOCH MOJIB30BAaTENbCKOE TECTUPOBAHUE, B PETMCTPALIMOHHOE J10CHE
HEOOXOJUMO BKJIIOYUTH TMOJATBEPKICHUE Takoro TectupoBaHus. I[lpu peructpauuu
BOCIIPOU3BEJICHHOTO JIEKAPCTBEHHOTO Tpenapara (OmoaHanora) 3asBUTENb MO CBOEH
VMHHIIMATUBE TaKK€ MOYKET NMPOBOJAUTH IOJIb30BATEIBCKOE TECTUPOBAaHKUE. BMecTe ¢ TemM 1o
o01eMy MpaBWIIy pPE3yJIbTaThl MOJIH30BATEIBLCKOTO TECTUPOBAHUS TPHU PETUCTPAIUU
BOCIIPOM3BEICHHOT0 JIEKAPCTBEHHOrO MpenapaTta Wiu OuoaHajora He MpeaoCTaBIISIOTCA,
JOCTaTOYHO HCIIOJIb30BaTh TEKCTOBYIO BEpPCHUIO JIUCTKA-BKIAJBIIIA YKE paHee
3apETUCTPUPOBAHHOIO B TOCYJAapCTBE-WICHE JIEKAPCTBEHHOIO MpenapaTra ¢ aHaJIOTMYHBIM
MHH. Heo6xoauMocTu NpoBOAUTH MOIb30BATENHCKOE TECTUPOBAHKE (€T0 aHAJIOTa) JIJIsl BCEX
JIMCTKOB-BKJIA/IBIIEN HET.

[Ipn HanmuuuM 3aMe4aHuil YINOJIHOMOYEHHOTO OpraHa (3KCHEpPTHON OpraHu3alim)
rocyJapcTBa-4i€Ha K IMPOEKTy JHMCTKAa-BKJIAJbIla IOCIEAYIOIINE TECTUPOBAHUS HE
IIPOBOJSATCS, BBINOJHIETCA COTJACOBAHME TEKCTA JIMCTKA-BKJIAAbIIIA B PaMKaxX yCTPAHEHUS
3aMEUYaHuM.

[Tonp30BaTENBCKOE TECTUPOBAHUE JJISI JTMCTKA-BKJIAAbIIIA JIEKAPCTBEHHBIX MPENAPATOB,
BBOJIMMBIX MEIMIIMHCKUMU pPAOOTHUKAMU B YCIOBHUAX JIEUCOHO-MPOPIITAKTHUIECKUX
YUPEKICHUH, MOXKET OBbITh MPOBEICHO IO HWHUIMATHBE 3asBUTENS WU IO 3alpocy
YIOJIHOMOYEHHOI'O OpraHa (3KCIEpPTHON OpraHu3alliK) rocyAapcTBa-4ieHa.

3asBUTENH B COOTBETCTBHUH C IMYHKTOM 26 [IpaBui peructpanuu BrpaBe 0OpaTUTHCS 3a
KOHCYJIbTALIMEN B YIIOJTHOMOYEHHBIA OpraH (3KCHEPTHYIO OPraHU3aLUI0) TOCYAapCTBA-YICHA.

7.4. IIpoBeaeHne CBA3YIOMIETO UCCIEIOBAHMS.

[TonsiTue "cBsi3piBaHUE" MPUMEHSETCA K JIMCTKAM-BKJIAJIbIIIaM, KOTOPBIE JOCTATOYHO
Oomm3ku (MoJ00HBI) KaK MO COAEPKaHUIO0, TaK U BepcTke. [Ipw CBS3BIBAHWUU YCHEITHOE
MIOJIb30BATEIBCKOE TECTUPOBAHUE POJUTEIBCKOTO JIMCTKA-BKJIAABINIA JOMYCKAeTCs
UCIOJIb30BaTh B KadyecTBE OOOCHOBAaHMWSI HE MPOBEACHUS TECTUPOBAHUS AHAIOTHYHBIX
NOYEPHHUX JIMCTKOB-BKJIAJbIe. JlodepHue JHMCTKU-BKJIAABIIIN MPH CBSI3YIOLIEM
TECTUPOBAHUN JOINYCKAETCS NOATOTABIMBATH HA OCHOBE PE3YJbTAaTOB TECTUPOBAHUS
HECKOJIBKUX POJUTEIBCKUX JINCTKOB-BKIAIBILIECH.

[Tockonbky nu3aiiH U BepCcTKa MHQPOPMAIMU SIBISIOTCS BaXXHBIMU (PakTOpaMu ee
WCIIOJIb30BAHUS WM TIOHMMaHWsA, B LEIAX YCIEIHOTO CBS3bIBaHUS IS JIOYEPHUX
JIMCTKOB-BKJIA/IBIIEN MCIIOJIB3YETCS TOT K€ AU3aliH, BEPCTKA U CTHJIb U3JI0KEHUS, YTO U IS
POAUTENBCKOTO JINCTKA-BKIIAbINIA. YTIOJTHOMOYEHHBIA OpraH (3KCIEpTHAs OpraHu3aius)
rocy/lapcTBa-4JIeHa BIIPABE HE NMPUHATH MPEIJIOKEHHOE CBS3bIBAHUE, €CIIM 3TU YCJIOBUS HE
BBITOJIHSFOTCHL.

7.4.1. KnroueBbie cBeleHHS 1T 0€30I1aCHOTO IIPHUMEHEHHS.



B 1ensx ycmemHoro mojp30BaTelIbCKOTO TECTUPOBAHMUS HEOOXOJAMMO 3apaHee
ONpEJEIUTh KIIOUYEBBIE CBEJACHHS MJIsI O€30MacHOr0 MPUMEHEHUs paccMaTpUBaEeMOro
JIEKapCTBEHHOTO Tpemapara. /[ Kaxk1oro JIeKapCTBEHHOTO Mpernapara 3TH CBEJeHUs OyayT
pasznuyatrbcsi. ONpPOCHBIA JHUCT JOJOKEH COJEpKaTh OTU KIIOUEBBIE CBEIACHUS W
MOATBEPKJICHUE TOTO, YTO MAIMEHThI CIIOCOOHBI HANTH W MOHSATH 3TH CBEJCHUS C LEIbIO
0e3omacHOro TMPUMEHEHHS JIEKapCTBEHHOro mnpenapara. [logo0HOe Mmosb30BaTEIbCKOE
TECTUPOBAHUE BMOCIEACTBUU MOXHO UCMHOJB30BaTh B KadecTBE OOOCHOBaHUS
JUCTKA-BKJIAJbIIIA, COCTABICHHOTO TEM € CMOoCOOOM B OTHOIIEHUH POJCTBEHHOTO
JeKapCTBEHHOTro mpenaparta. Jlomyckaercs 4ToObl, B CBSA3YIOIIEM HUCCIICIOBAHUU KIIFOUEBbHIE
CBENICHMsI JyUIsi 0€30MacHOr0 MPUMEHEHUS, COJEpIKAIINEeCs B POJAUTEIBCKUX U JOUYEPHUX
JUCTKAaX-BKJIQABINIAX HE OBUIM HJACHTUYHBIMU. OJHAKO CBEICHHUS 1O 0e30MacHOCTH,
BBI3BIBAIONINE OCOOBIC OTMACEHUs, HEOOXOIUMO MPOTECTUPOBATH B OTHOIICHUU KaXKJOTO
JIOYEPHETO JINCTKA-BKJIABIIIIA.

7.4.2. @opmart, nu3aiH 0 BEPCTKA.

Jln3ailH ¥ BepCcTKa JIMCTKA-BKJIAAbIIIA SBJISIOTCS OCHOBOIIOJAralOMMU acleKTaMHU
MOJIydeHHUs] TAalMeHTaMHU KJIIOUEBBIX CBEJACHUN 1O Oe30MacHOMY MPUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTra. YCrIeX CBSI3bIBaHUS OIMPEACISIIOT OOMWM JW3aiiH U BEPCTKA
POAUTEILCKUX W JIOYEPHUX JIUCTKOB-BKJIAbIIeH. OOmue qu3aiiH U BEpCTKa BKIIIOYAIOT B
ce0s ciaeAyronue BaKHbIC aCTIeKThI:

TapHUTYPY U KeTJIb mpudTa;

3aroJIOBKH M MOA3aroja0BKH, BKJIIOYAsT OJHOPOJIHOCTh UX PACIIOI0KEHUS;

pa3Mephl TUCTKA-BKIIAIBIIIA, BKIIFOYAs KHIDKHYIO (A TbOOMHYO) OPUEHTAITUIO CTPAHMIIBI,
MCIIOJIb30BaHUE IIBETOB U BBIOOP I[BETOBOI FraMMBbI;

CTWJIb U3JI0XKEHUS U (HOPMYITUPOBKHU;

BEpPCTKA KPUTUUECKUX Pa3/eJIOB JINCTKA-BKIabIIIA, Kacalolmuxcs 0€30MacHOCTH;
VICIIOJIb30BAHUE MUKTOTPAMM.

7.4.3. llpumeHEHHE NPaKTUKH CBA3BIBAHHA.

Jns. oqMHAKOBOM 1I€J€BOM MOMYJISIIIMUA MAlMEHTOB OOCTOSITENIHCTBA JNOIMYCTUMOCTH
CBSI3BIBAHUS C COOTBETCTBYIOIIUMH KPUTEPUSAMHU TPUEMIEMOCTH BKJIIOYAIOT B CeOs
(i (14% 011 (SSK

a) paCUIMpPEHUE JIMHEUKHU.

CBs3piBaHME, KaK MOPaBUIJIO, JIOMYCKAETCA B OTHOUICHWUM JIMUCTKA-BKJIAJbIIIA
JIEKapCTBEHHBIX MpENnapaToB ¢ TOMW ke (PapMaKOIOTUYECKH AKTUBHOM YACTHIO MOJICKYJIBI
JIEUCTBYIOIIETO BEIIECTBA MPU PA3IMYHBIX JO3UPOBKAX, PA3IMUHBIX JEKAPCTBEHHBIX (hopMax
U MyTSX BBeIEHUA. B 3TUX ciaydasix B KaUeCTBE POAUTEIBCKOIO JINCTKA-BKIAAbIIIA JOJDKEH
BBICTYTIATh JTUCTOK-BKJIAIBIII, COAEPKAIINI HanOoJIee CIOKHYIO JJIs MalueHTa HHPpOpMaIIHIo



Hanpumep, nucTOK-BKIAABIN HA JHUa3eraM B JEKapCTBEHHON dopme "pacTBop s
npuemMa BHYTpb' BBIOMpAETCS B KQUECTBE POJUTENHCKOTO JUCTKA-BKJIAAbIIIA HA IUa3enaM B
TabneTkax (JOUYepHUM JIMCTOK-BKIIA IBIIN).

Ecnu nexapcTBeHHBIN MpenapaT He MpeHa3HaueH JJI1 CaMOCTOATENbHOIO MPUMEHEHUS
MAalUEeHTAMH, COOTBETCTBYIOIIMI JIUCTOK-BKJIAABIII CBS3BIBAETCS C JIMCTKOM-BKJIAIBIIIEM
TOTO K€ Mpernapara, IPUMEHIEMOr0 CaMOCTOSITENBHO.

Hanpumep, TucTOK-BKIAAbII HA MHBEKIMOHHBIN Jua3enam (Jo4YepHUii) CBA3BIBAETCS C
JUCTKOM-BKJIAJIBIIIIEM Ha JTMa3ernam B JIeKapCcTBEHHOU dopme "pacTBop /i mpuema BHYTPh' (
POIUTETBCKHI).

Ecnu noreHnuanbHO CXOXHUE JIEKApCTBEHHBIE Ipemnaparbl TPeOYyHT OT MalKeHTa
MOHUMAaHUS CYIIECTBEHHO Pa3IMYaIOIUXCsl CIOCOOOB MPUMEHEHUS (HapUMep, HHTAIATOP U
MJIACTHIPB), JAOJKHBI IPUMEHSTHCSI pa3IuyHbIe KPUTEPUM CBS3bIBaHMS. B gaHHOM ciydae
HE00X0IUMO O00€CHeUHTh YCHEIIHOE MPOXOXKJIECHHUE IOJIb30BATEILCKOTO TECTUPOBAHUS
nHpopMaluM, Kacaroleics pexuma go3upoBaHus. Ilpum cocraBieHHM JOYEPHETO
JUCTKA-BKJIAJbIIIA JIOMYCKAeTCs HCIOJb30BAHUE PE3yJIbTATOB IMOJb30BATEIIHCKUX
TECTUPOBAHUM, MPOBEICHHBIX HA POIAUTEIbCKUX JIMCTKAX-BKJIAJbIIIAX HECKOIbKUX
JIEKapCTBEHHBIX MPEMapaTOB.

Hanpumep, K TUCTKY-BKJIAJIbIILY HAa UHTATSUOHHBIA canbOyTaMoi (JOUYepHUil) MOXKHO
MPUMEHUTH "JBOWHOE CBSI3BIBAaHMWE", CBSI3aB €ro C JIMCTKOM-BKJIAJBIINIEM Ha Mpenapar
canpOyTamosia JUisi TNpHeMa BHYTpPb, NPOIIEANIMN YCHEIIHOE IO0Jb30BaTEIbCKOE
TecTUpoBaHue (B YacTh MHPOpPMALMHU, Kacarolehcss (papMakoJIOTHYECKU aKTUBHOW YacTh
MOJIEKYJIbI JIEHCTBYIOIIETO BEIECTBA), U JINCTOK-BKJIABIII HA Mpemnapatr OeKIoMeTa3oHa ¢
UJECHTUYHBIM MHTAIATOPOM (B YaCTH MH(POPMALIMH, KacarOUIEICsl JOCTABKH ).

Ecnu nmopTtdens koMmaHnuu BKIIOYAET B ceOsl psAZl CTAaHAAPTHBIX JIEKAPCTBEHHBIX (HopM
JUISl MECTHOT'O TPUMEHEHUs (Ma3u, KpeMma, ria3Hble, YIIHbIE U Ha3aJbHbIE KaIulM WU Ma3u (
Kpema), Mpernaparsl sl KOXH BOJIOCUCTOM 4YacTH TOJIOBBI, JOCBOHBI), OTAEIBHOE
TECTUPOBAHUE HMHCTPYKIMH MO MPUTOTOBJICHUIO W MPUMEHEHHUIO Mpernapara B OOBIYHOU
CUTyallud He TpeOyeTcs, €CIM TOJbKO OHU HE COJEp:KaT HEMPOTECTHPOBAHHBIE PUCYHKH (
MUKTOTPaMMBbl ).

IIpu 3TOM coxpansiercss TpeOoBaHME 00 OJMHAKOBOCTH JIW3aliHA, BEPCTKU U CTHIIS
U3JI0KEHUSI IOUEPHUX JINCTKOB-BKIIAABIIICH;

0) JIeKapCTBEHHBIE NPENAPaThl U3 TOTO e (PapMaKOJIOTHIECKOr0O KIacca.

CBsA3bIBaHME, KAaK MPaBUIIO, MPUEMJIIEMO B OTHOILICHUWHM JIMCTKa-BKJAJbIIa Ha
JIEKapCTBEHHbIE MpenapaThl TOTO K€ TEePaneBTHUECKOTO Kiacca MPHU YCIOBUH CXOXKECTH
KIIMHUYECKUX CBEJCHUMN, COJIepKalllUXCsl B CBOAHON XapaKTEpUCTUKE Mpemnapara (U, Kak
ciencTsue, HHGOpMaIMKU B JUCTKe-BKIaabiie). HeoOxonuMo, 4To0bl KIHOUYEBBIE CBEICHUS
no 6e30macHOMYy MPUMEHEHHIO POJICTBEHHBIX MpernapaToB ObUTH CXOXUMH. BMmecte ¢ Tem
dbopmMaT U BepcTKa JUCTKOB-BKJIAJBIIIEH, MOJIBEPraeMbIX CBS3BIBAHUIO, IOJDKHBI OBITh
OJIMHAKOBBIMH. DTO 03HAYAET, YTO JOYEPHUI JIMCTOK-BKIIAIbII HEOOXOAUMO MEPECMOTPETD U



NpUAaTh €My JW3aiiH, BEPCTKY W JMHIBUCTUYECKUU CTUIIb, KOTOPBIE COOTBETCTBYIOT
POAUTENBCKOMY JINCTKY-BKJIAJIBIITY, KOTOPBIN MOJIBEPTCS MOJIb30BATEIHLCKOMY TECTUPOBAHUIO

TepaneBTruecku CX0XHe MpemapaThl — 3TO T'PYyIa JEKapCTBEHHBIX MpenapaToB, CO
CXO0XHM MEXaHU3MOM JeicTBus. Huke mpuBoasSTCS MpUMEPHI, IPH STOM BKJIIOYCHHE STUX
TEPaNeBTUYECKN CXOXHUX IMPUMEPOB B Mpeleiax KOHKPETHBIX KJIACCOB HE00s3aTeNIbHO
O3HAYaeT, YTO CBSA3BIBaHUE OyIET YIOBJIETBOPITH BCEM TpPEeOOBAHHSIM B OTHOIICHUU
JMCTKOB-BKJIA IBIIICH Ha CIEAYIONINE KaTeTOPUH JICKAPCTBEHHBIX MTPETapaToB.

CEpJICYHO-COCYIUCTHIC TTPETapaThi:

TUA3U/HBIC U TUYPETUKU MTOJTI0OHOTO AEUCTBUS;

-aJIpeHOOJIOKATOPHI;

UHTUOUTOPBI aHTHOTEH3WHITPEBpALAIOIETo (pepMeHTa;

CpeZCTBa, BIUSIOUINE HA IIEHTPAJIbHYIO HEPBHYIO CUCTEMY:

CEJIEKTUBHBIE THTHOUTOPBI 0OPaTHOTO 3aXBaTa CEPOTOHHHA;

TPULUKIMYECKUE U CXOKUE aHTUACTIPECCAHTHI;

AHTUTUCTAMHUHHBIE TIPENapaThl;

OCH3011a3eHEI;

OTIMOU/IHBIE AHATIbT€TUKH;

IPOTUBOMHUKPOOHBIE Tpenaparhl:

NeHULWJUTUHBI, 11e(aTOCTIOPUHBI U MaKPOJIUIb;

IPOTUBOTPUOKOBEIE MpENapaThl;

CpPeACTBa, BIUAIONINE HAa KOCTHO-MBIIIEYHYIO CHUCTEMY: HECTEPOHUJIHbBIE

MPOTUBOBOCIIAJIUTENHHBIC TTPETIapaTh;

9HJIOKPUHOJIOTMYECKHE JIEKapCTBEHHBIE NPenapaThl: MIIOKOKOPTUKOUIBI;

IIPOTUBOOITYXO0JIEBHIE JIEKAPCTBEHHBIE TPENapaThl: aKIIUPYIOLIUE IIUNTOCTATHUKH;

JIeKapCTBEHHBIE MpenapaThl, UCIOIb3yEMbIE 1JI1 BHYTPUBEHHOTO MMUTAHUS;

JIEKapCTBEHHBIE MpenapaThl, MPUMEHsIEMbIE B aKyIIEPCTBE M THHEKOJIOTUN: TTEPOPAIIbHBIC
KOHTPALICTITUBBI,

JeKapCTBEHHBIE TperapaThl, pacCMaTpUBaeMble B Ka4eCTBE WICHOB OJHOM TpyIIbI Ha
OCHOBAaHMM O0JIACTH UX MPUMEHEHHS, HO KOTOpbIe (DAKTUUECKH COAEpkKaT MpemapaThl C
pa3IMYaIOIMMUCI MEXaHU3MaMU JEUCTBUS M KIIOYEBBIMU CBEACHUSMHU 1O 0€30MacHOMY
MPUMEHEHUIO0, TIOJIBEPTAIOTCS SKCIIEPTH3E B HHINBUYaTbHOM MOPSJIKE.

B oTHomeHun crienyounmx JIeKapcTBEHHBIX MPEenapaToB, Kak MPaBUIIO HEBO3ZMOXHO
MPOBECTH YCIICNTHOE CBA3BIBAHNE BCIIEACTBHE PA3HUIIBI KIMHUYECKUX aCMIEKTOB UX JEHCTBUS
U TIPUMEHEHUS:

aHTHAPUTMUYECKUE TpenapaThl, TAKHe KaKk aMHOapOH U TU30IHPaAMHU]L;
IPOTUBOANUIICITHUECKUE MTPEeNapaThl, TAKUE KaK BaIbIIPOEBasi KUCIOTA, JIAMOTPUKUH U
(heHHUTOUH,;



00J1e3Hb-MONDUIIUPYIOIITIE TPOTUBOPEBMATUYECKHE TPETIapaThl, TAKUE KaK MpernapaThl
30J10Ta U IEHULAJIJIAMUH.

B TepaneBTrueckux 061acTsaX ¢ OOJBIIUM KOJTUYECTBOM JIEKAPCTBEHHBIX MPENapaToB C
Pa3IMYaOIIMMUCS MEXaHU3MaMU JICUCTBUS, HO MEHEE KPUTUUHBIMU KJITIOUEBBIMU aCIEKTaMH1
7Tt 0€30TTaCHOTO TPUMEHEHUST BOBMOXHO CBSI3BIBAHUE, HATIPUMED:

AHTALUJIOB U CMIA3MOJUTUYECKUX MPENAPATOB;

MPOTHUBOKAIILJIEBBIX MPENAPATOB;

BUTAMUHOB;

IIpENapaToB ISl OPOLIEHUS MTOJIOCTH PTa;

IIPENAPATOB U3 IPYIIIBI KEPATOIUTHUKOB.

B GosbmmHCTBE cllydaeB B KaueCTBE POJUTEIBCKOIO BBHIOMPAETCS JTUCTOK-BKIIAIBIIIL,
cojepxamuii “HHOPMAIMIO, MAKCUMAIbHYIO IO OXBaThIBAEMBIM JTOW HWHQpOpMaIuen
acreKTam;

B) O/THHAKOBbI€ KJIFOYEBbIE CBEJICHUS 10 0€30I1aCHOMY IMPHUMEHEHHIO.

Ecnu xmroueBble cBeeHus o 0€30MacHOMY NMPUMEHEHUIO, YCTAaHOBJICHHBIE I psla
JIEKAPCTBEHHBIX MPENAapaToB, CXOXKHU, A JUCTKU-BKIIAJIBIIINA CIPOEKTUPOBAHBI, CBEPCTAHBI U
HalMuCcaHbl MJICHTUYHBIM CIOCOOOM, TO IJi ATOM TPYIIblI JEKAPCTBEHHBIX MpPEnapaToB
CBSI3bIBAHHME CUUTACTCSI 000CHOBAHHBIM;

) OAHOPOAHOCTh MOILYJIALIMU MAIIHEHTOB.

JlekapcTBeHHBIE ITpenapaThbl OJJTHOTO Kjlacca, Kak IpaBujlo, MPUMEHSIOT Y OJHOM U TOM ke
MOMYJIAINY TaIueHTOB. BMecTe ¢ TeM HeOOoJbIIoe KOTUYECTBO MPEenapaToB MPUMEHSIOT B
HECKOJIBKUX TEPANEeBTUYECKUX 00JIACTSIX (HarpuMep, TIIOKOKOPTHUKOUB). B Takux ciayuasx
MOXKHO NpPUOETHYTh K JBOMHOMY CBSI3bIBAHUIO, YOEIMBIIUCH, YTO POJUTEILCKUE
JIACTKU-BKJIAJBIIIHN, C KOTOPBIMU CBA3BIBAIOTCS JIOYEPHUE JIMCTKU-BKIIAJIBIIIN, OXBATHIBAIOT
BCE€ KIJIOUYEBBIE CBEJAEHHUs 1O Oe30lacHOMY MNPUMEHEHHI0, OOYCJIOBIEHHbIE
MPOTUBOMOKA3aHUSIMU, OCOOBIMU  YKa3aHHUSIMH, MeEpaMHU TPEIOCTOPONKHOCTH U
HEXKEJIATEIbHBIMU PEAKIUAMU, & TAKKE YUUTHIBAIOT BOIIPOCHI, OTHOCAIIMECS K IMOKA3aHUIM K
MIPUMEHEHUIO U PEXKUMY JO3UPOBAHUS;

/1) KOMOHHHPOBAHHBIE JIEKAPCTBEHHbIE MPEIapAaThI.

JIucTOK-BKIABIII HAa KOMOWHUPOBAHHBIN JIEKAPCTBEHHBIN MpemnapaTr CcleayeT
paccmaTpuBaTh B KauyeCTBE POIUTENIBCKOTO JIMCTKA-BKJIAAbIIIA [JIA LEJIeld CBSI3bIBAaHUS
OT/IEJIbHBIX KOMIIOHEHTOB JJOUYEPHUX JTUCTKOB-BKIIaIbIIeH. HeoOxoauMo yoeauThes, 4To Bce
KJIIFOYEBBIE CBEJCHUS 1O 0e30macHOMYy TMPUMEHEHUIO OTIEIbHBIX KOMIIOHEHTOB
JIEKapCTBEHHOTO IMpernapaTa BKIKOYEHbl B ONPOCHBIM JIMCT KOMOMHHUPOBAHHOTO
JINCTKA-BKJIAAbIIIA. JOMyCKAEeTCA UCIOIb30BATh JIUCTOK-BKJIAIBII OTACIbHBIX KOMIIOHEHTOB
B KayeCTBE POJMUTEIHCKUX JIMCTKOB-BKJIAJbINIEH U CBSA3bIBATh KOMOWHHPOBAHHBIN
JIUCTOK-BKJIAJIBIII B KAYECTBE JOUYEPHErO MPHU YCIOBHUM, YTO BCE PA3JIUUUS B €TI0 BEPCTKE U
JUIMHE YCIICIIHO BBIAECP/KAINA TOJIb30BATENBCKOE TECTUPOBAHUE B OTHOILLIECHHUM IPENApPaTOB,
BBIITYCKAEMbIX (papMaleBTUUYECKUM MPOU3BOAUTENIEM;



€) KpaTKue JIMCTKH-BKJIAAbIIIN JIEKAPCTBECHHBIX IMPENnapatoB ¢ HE3HAYHUTEJIbHBIM
TepareBTHYECKUM JICHCTBHEM.

Kparkue mucTKu-BKIIABIIIN HA TaKUE TIpenapaThl, Kak MpaBuio, He TPeOYIOT MPOBEICHUS
MOJIb30BATEJILCKOTO TECTUPOBaHUA. J[OCTAaTOYHO YyYUTHIBATH PE3yJbTATHl YCIEIIHOTO
TECTUPOBAHUSI, MPOBEACHHOIO B OTHOIICHUU IPYTUX MPENApPaTOB BBHIMTYCKAEMBIX JTaHHBIM
(dhapMaleBTUYECKUM TPOU3BOJUTENIEM, JIa)Ke €CIM OHU HE MPUHAJJIEkKAT K TOMY IKE
TEepaneBTUUYECKOMY Kjaccy (Hampumep, BoAa Uil MHBEKIHM, KpeMbl Ha BOJHON OCHOBE,
TIa3HbIE KAIUIA ¢ THAPOKCUTIPOTTUIMETHIIIEIUTIONI0301 (TUITPOMEIII0301));

JK) JIGKApCTBEHHBIC IMpenaparthl, OTIyckaemble 0e3 penenta ¢ pa3IHYHBIMH
BTOPOCTEITEHHBIMH KOMITOHCHTAMH.

JIucTKU-BKIAABIIN KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MpenapaToB, OTITyCKaeMbIX 0e3
pelenrta ¢ HECKOJIbKMMHU JEHCTBYIOIIMMHU BENIECTBAMHU, JOIMYCKAETCS CBs3aTh C
JUCTKAMU-BKJIAIbIIIIAMA  MOHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IMPENapaToB, KOTOPHIC
YCIIEIIHO MPOILJIXM TECTUPOBAHHE OCHOBHOTO KOMITOHEHTA (Hampumep, KOMOMHUPOBAHHbIC
aHaJBIeTUKU Ha OCHOBE Taparieramoda). [Ipu aTom TpeGoBanure 00 OJUHAKOBOCTH (hopmaTa
TaKuX JIMCTKOB-BKJIABIIICH COXPaHIETCS.

3) MHKTOTPaMMBI.

[TuKTOrpamMMBbl, SBISIOMIMECS DJIEMEHTOM COOCTBEHHOT'O CTWUJIS KOMITAHWHU, MOJJIEKAT
MPOBEPKE B paMKax IOJb30BATEILCKOTO TECTUPOBaHUs. B IesiX yCHEeIIHOTO CBS3bIBAHUS
MUKTOTPaMMBbI IOYEPHUX JIUCTKOB-BKJIAIBIIICH OHU JOJKHBI UMETh TOT K€ IM3aiiH, pa3MepPhI
Y LIBETHOCTbh, UTO U POJIUTEIIbCKUN JTUCTOK-BKJIIAIBIIIL,

H) CBSA3BIBAHHE JHCTKOB-BKJIAABIIICH MEXTY OTACJbHBIMH (hapMalleBTHIYCCKHMH
MPOU3BOJUTEIAMH.

Kaxaprit papmareBTHIeCKHI TPOU3BOAUTENb JOJDKEH HCIIOJIb30BaTh COOCTBEHHBIE
JanHble. OTHAKO MPH HATHYHH pa3pelIeHUs Ha JOCTYI K KOMMEPYECKOH HHpOpMAaIUu OqHA
H3 KOMITAHHUI BIIpaBe HCII0JIb30BaTh JIUCTOK-BKJIAAbIII APYTOH KOMIIAHUH TIPH YCJIOBHH, YTO
HX JIEKapCTBEHHbIE MperapaTbl OAUHAKOBBIC (34 HCKIIOYCHHEM HH(QOPMAIHH O KOMITaHUH). B
VKAa3aHHBIX CJIy4asX JU3aHH U BEepCTKa pacCMATPUBAEMbIX JIUCTKOB-BKIaJbIIICH JIOJIKHBI
OBITh HJICHTHYHBI 0 BCEM acIeKTaM YKa3aHHbIM B MOAINYHKTax "a" — "u" Hacrosmero
nyHKTa. Hcronp30BaHUE pa3JHYHBIX JIOTOTHIIOB KOMITAHUH JOIMYCTHMO TPH YCJIOBHH HX
OJHMHAKOBOI'O paciloJIOXKEHHUS B JBYX JIUCTKAaX-BKJAaJbIIIAX U CXOKCH IUIOMIAAH KaXKI0ro U3
JIOTOTHIIOB. 3asBUTEJIF0 HEOOXOIUMO MPEACTABUTH JCKIAPAIIHIO O TOM, YTO OH 03HAKOMJIEH C
JaHHBIMH TECTHPOBAHHS HAa OPHTHHAJIbHBIH Mpernapar H MOATBEP)KAAE€T, UTO
110J1b30BaTEJILCKOE TECTHPOBAHHE OBLIO V/I0BJIETBOPHUTETIbHBIM.

7.4.4. CocraBieHue u noaaqa cBA3yIOLIEero OT4eTa.

Kaxoe peructpalluOHHOE OChE JOJDKHO COJEpKaTh JaHHbBIC, MOJITBEPKAAIOIINE
CITOCOOHOCTH IMAI[MEHTOB HAXONUTh U IOHUMATh CBEJCHHUSA, HEOOXOUMBIE 11 O€30IaCHOTO U
s pexTuBHOTO MpUMeHeHHUs. CBA3YIOMUM OTYET — ITO OTYET, HE BKIIOYAIOIIMN B ceOs
OpUTMHAJIbHBIC TaHHBIC, TOJIAHHBIE B OTHOIIEHUH POJUTEIHLCKOTO JMCTKa-BKiIaabima. [lepen



YTBEPKJICHUEM JIOUYEPHETO JIUMCTKA-BKJIAJBIIIA 3asBUTEII0 HEOOXOAUMO TMPEIACTABUTH
pe3yNbTaThl MOJIb30BATEIBCKOTO TECTUPOBAHUSA POJHUTEIBCKOTO JIMCTKA-BKJIAAbIIA H
MOJIYYUTh UX OJI0OpEHHE YIOTHOMOUYEHHBIM OPraHOM (IKCIIEPTHOUW opraHuzarueit). B stom
Clydae 3asBUTENIb BIpPAaBE OJHOBPEMEHHO MOJATh HECKOJIBKO JIMCTKOB-BKJIAJbIIIEH Ha
DKCIEPTU3Y;

a) BRISABJICHUE KJIFOYEBbIX CBEICHHUH 151 6€3011aCHOTO MPUMEHEHHS.

B otuere 0 cBA3BIBAHMM HEOOXOAUMO, B IIEPBYIO OUYEPE/Ib, YKA3aTh KIIOUEBbIE CBEICHUS
no Oe30macHOMY MPUMEHEHHIO, COJepKalluecss B JIOYEPHEM JIMCTKE-BKIAJAbINIC, H
NPOJAEMOHCTPUPOBATh KAaK OHU OBUIM YYTEHBl B TECTUPOBAHUHU, MPOBEIAECHHOM C
POAUTENBbCKUM JIMCTKOM-BKIabIIeM. Eciau KitodeBble CBEACHUS HE HJIEHTUYHBI (3TO
XapaKTEPHO JIJIi MHOTUX JIMCTKOB-BKJIAJIIIIEH, TOBEPTILINXCS CBSI3BIBAHUIO), B CBS3YIOIIEM
OTYETE HEOOXOJMMO MPOAHATU3UPOBATH U OLICHUTH 3TH PA3IMYUS U BKJIIOUYUTH HX B
ONPOCHBIN JIUCT HA IOYEPHUN TUCTOK-BKIIa kI Heo6XxoqumMo nmpoaHaaIn3upoBaTh CX0KECTh
KJIFOUEBBIX CBEJICHHUM,

0) BOIIpOCKI AU3alHAa H BEPCTKH.

Jl1st 000CHOBaHUS CBS3YIOIIETO MCCIIEIOBAHUS HEOOXOJIUMO MPOBECTH KPUTHUECKOE
CpPaBHEHME JIM3aiiHA U BEPCTKU JIOUYEPHUX U POJAUTEIBbCKUX JUCTKOB-BKIIAABIIIEH, a TaKXKe
BBISIBIICHHOM CXOKECTH;

B) CJIOKHOCTbH CBEJCHHUH H CTHJIA H3JI0KEHHUAL.

Heo6xonumo mpencTaBUTh aHajdu3 CBEICHHUH, COAEPKAIIMXCS B POAUTEIHLCKOM U
JOYEpPHEM JIMCTKE-BKJIQJbINIE, HEOOXOJUMO MPOAHAIU3UPOBATH M CPABHUTH CTUIIb
U3JI0KEHUS, MCHOJb30BAaHHBIA B OTHUX JIMCTKAaX-BKJIaJblllaXx, a TakKXke CHOBa
IIPOAHATIM3UPOBATH CXOKECTh U CHHEPTU3M.

B kaxxom oTdere HeoOX0JUMO OTPa3UTh BCE BOIPOCHI OOIEro XapakTepa, BOZHUKILINE Y
YYaCTHHUKOB B XOJI€ MOJb30BATEIBCKOT0 TECTUPOBAHHUS, KACAIOIIUECS TOHPABUBIINXCS U HE
IMOHPABUBIIMNXCS ACMEKTOB JIMCTKOB-BKJIA IBIIIEH.

7.5. IllpoBenenue pokyc-rpymi.

B pspae ciayuaeB nienecoodpa3no nposeaeHue pokyc-rpyribl. @oKyc-rpymnia HaleleHa Ha
OTJIETIbHYIO YacCTh JINCTKA-BKIIAJIbIIIA U UCIOJb3YETCS B OOOCHOBAHUE OIPEACICHHOIO €0
n3MmeHeHus (nocne namenenuss OXJIII) unu B KkauecTBe sneMeHTa Ha4albHOM pEerucTpanuu
IpU HEBO3MOXKHOCTH CBS3bIBAHHUS OTAEIBHOTO aCHEKTa JIUCTKAa-BKIAAbINIA C Y¥KE
3apETUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU MPETIAPATAMM.

@oKkyc-rpyniia npoBOAUTCS AHAJIOTUYHO MOJHOLIEHHOMY IHOJb30BaTEIbCKOMY
TecTupoBaHuio. IIpu sTomM nmoTpedyeTcss MEHbIINIT HAaOOp BOMPOCOB, MOCKOJIBKY M3yUYECHHE
MIPOBOJUTCS B OTHOIIEHHUM TOJIBKO OTAEIBbHOM YAaCTH JMCTKA-BKJIaApla. Bmecre ¢ Tem B
LEJSIX MOJTYYEHUs HAJIeKHBIX JAHHBIX, KOTOPbIE MOABEPTHYTCS dKCHepTU3e, GOKyC-Ipymniny
HE0OXO0IMMO TPOBOAUTH B COOTBETCTBUU C YKA3aHUSIMH MO MPOBEICHUIO MOITHOLIEHHOTO
N0JIb30BATEILCKOTO TECTUPOBAHMUSL.



[Tockonbky npoBeneHue (HoKyc-rpyImibl 3aHUMAeT MEHbIIIE BPEMEHU, YEM MOJHOLICHHOE
MOJIb30BaTEIbCKOE TECTUPOBAHUE, €€ JIOMYCKAeTCsl MPOBOJUTH CPEIU YYACTHUKOB,
HaOpaHHBIX JUIsl TOJHOLEHHOI'O IOJb30BATEIBCKOTO TECTUPOBAHUS JINCTKA-BKJIAJbIIIA HA
Jpyroi rmpenapar B paMKax TOM ke CeCCUU TECTUPOBAHMUS.

7.6. Dxcneptu3a MHPOPMALMHU JINCTKA-BKJIAAbIIIA, COCTABIICHHOW B COOTBETCTBUU C
pa3zaesnom 4 HacTOSALIMX TPeOOBaHUM.

DKcnepT yHOJIHOMOYEHHOIO OpraHa (9KCIEPTHOM OpraHu3alliH) rocyJapcTBa-dieHa
CHayajla IMPOBEPSIET COOTBETCTBHME JIMCTKA-BKJIAJAbllIa TPEOOBAHUAM IPETyCMOTPEHHBIM
pazzenoM 4 HacTOAIKX TPeOOBaHUH, BKIItOUAs MOPSIIOK MPEACTaBICHUS NHPOPMALIMH.

3aTeM OLIEHMBAIOTCA IU3aliH U BEPCTKA JINCTKA-BKJIA/bIIIA, BKIKOYas TAPHUTYPY U KEIJIb
mpudTa, a TakkKe Ccnocod H3JIOKEHUS CBEACHUM M NPUHUMAETCA pelieHue o0
yA000UYNTAEMOCTH JINCTKA-BKJIAbIIIA.

Hainee onpenensieTcs: KirodeBas UHPopMalusa o 0€300aCHOCTH, HEOOXOoaAUMast IS
0€3011acHOr0 NPUMEHEHUS JIEKapCTBEHHOT'O IIpenapaTa, 1 yCTaHaBIMBAETCs, COBIIAJIA JIX OHA
C OIpE/IETICHHBIMU 3asIBUTENIEM KIIFOUEBBIMH CBEICHUSMU IO 0€30M1aCHOCTH, BKIIFOUAEMBIMHU B
MPOTOKOJ W OMNPOCHBIM JIMCT HA JHUCTOK-BKJIAABIN ISl LEJel MOJb30BaTENIbCKOTO
TECTUPOBAHUS.

3aTeM 3KCIEPTU3E IOJBEPraeTcs MOJb30BATEIbLCKOE TECTUPOBAHKME WINM HHas (opMma
KOHCYJIbTAlMM C LEJEBBIMH TpyNIIaMd NAUUEHTOB. OKCHEPT NPOBEPSAET [IAHHBIE,
HOJATBEPKAAIOIINE CIIOCOOHOCTh YYaCTHUKOB MOHATh KIOYEBBIE CBEAECHMS 110 0€3011aCHOCTH,
YCTAHOBJICHHBIE /O HayaJla TECTUPOBAHMS. ODKCIEPT IMPOBEPSET TAKXKE NPUTOJHOCTD
CyOBEKTOB, MO3TOMY B OTYET HEOOXOAMMO BKIIIOUMTH JOCTATOYHBIE CBEICHUS 00 uX
Ouorpady ¥ WX 3HAYUMOCTH I LIEJIEBOM NOMYJISIUU MalMeHTa PaccMaTpUBaAEMOI0
npenapata. Bkitoyath y4aCTHUKOB B II0JIOOHOE TeCTHUpOBaHHE yalle, yeM | pa3 B 6 MecsliieB
HE JIOIyCKaeTcs.

Ecnu naHHble CBUAETENBCTBYIOT O TOM, YTO NALMEHTHI CTAIKUBAOTCS € 3aTPYAHEHUSIMHU
IIPU ONPEJEIIEHHBIX BOIPOCaxX, TpeOyeTCsl IEPECMOTpP Coco0a yKa3aHUs CBEACHUM.

8. BximoueHue qOnOJHUTENBHOH HE(QOpMAIHH

8.1. OO011HE MOI0KEHUS.

B MapkupoBKy JIeKapCTBEHHOTO MperapaTa v JTUCTOK-BKIIABIII JTOMYyCKACTCSI BHECCHHE
UHBIX CBeJeHUM, He mpotuBopedanux OXJIII, mone3HbIX IS MalMeHTa W HE HOCSIIUX
pEeKIIaMHOTO XapakTepa. Hampumep, manueHTsl, MPUHUMAOIINE HA JOJITOCPOYHONH OCHOBE
JIeKapCTBEHHBIE TIPEnapaThl, OTITYCKaeMbIE TI0 PELENTY, IMOIydaT JOMOJTHUTEIbHBIC CBEICHUS
0 MEXaHW3Me JCHCTBUS JICKAPCTBEHHOIO Ipernapara W 3a00JeBaHWHU, MPH KOTOPOM OH
MIPUMCHSIETCHL.

K cBeneHMAM, pa3pelIeHHBIM B paMKaX JIAHHOW KaTeTOPHH, OTHOCSTCS JOTIOJHUTEIIbHBIC
JaHHbIE O NPUMCHCHHE JCKAapCTBEHHOI'O IIperapara, a TakkKe OOIHe CBEASCHHSA O
3a00JI€BaHUH U CIIOCO0AX €ro JeUCHH.



8.2. CchUIKkM Ha Ipyrue UICTOYHUKH UHPOPMAIIUH.
JIucToK-BKIAABIII SISl TAIMEHTA UTPAET KIIOYEBYIO POJIb B JOBEICHHUH JIO MAIIMEHTOB
CBEJICHHI O JIEKApCTBEHHOM IIpernapaTe U COACHCTBUH €ro 0€30M1aCHOMY IPUMEHEHUIO.
dapMaleBTUYECKOMY MPOU3BOJIUTENI0 HEOOXOAUMO O0ECHeYuTh CO3JaHHue
JIMCTKA-BKJIAJbIIIA, COJIEPHKAILETO HaJIeKallue CBEICHHUS O JIEKapCTBEHHOM Mpemnapare,
OJIHAKO TOJBKO CBEJICHMSI JIMCTKA-BKIIAJbIIIA HE MOTYT yJOBJIETBOPUTH BCE MOTPEOHOCTH
MAalKUEeHTOB B HEOOX0AUMOW MH(pOpManuu sl o0ecreyeHus: NpaBUiIbHOTO U 0€301acHOTO
MIPUMEHEHHUS JIEKApCTBEHHOTO mpenapara. [lanmeHtram, NpUMEHSIOUIUM JIEKAPCTBEHHBIN
npemnapaTr, MOTYT TpeOOBaThbCsl MOMOJHUTEIbHBIC CBeaeHUs. Hactosimue TpebGoBanus
COJEpKAaT ONUCAHHUE JOIMOJHUTEIbHBIX MEp, KOTOPbIE MOXHO MPHUHATH B IEIAX
HCTOJIb30BAHUS JIUCTKA-BKJAJbIIIa B KAadeCTBE CCBUIOYHOTO JOKYMEHTa Ha Jpyrue
UCTOYHWKH WHpOpManuu sl TalMeHTOB, HAmpuMep, CBEACHHUS O MaIllueHTCKUX
OpraHu3alMsAX U yCIyraxX, OKa3blBa€MbIX MPOU3BOAUTEIIEM, TAKHE KAK JIMCTOK-BKJIABIIIL,
KypHalbl U TeneoHHas noaaepxkka. [{uzaiin Bcex nHGOPMALIMOHHBIX MaTEPUAIOB JI0OJKEH
criocoOCTBOBaTh MH(POPMHUPOBAHHOMY MNPUHATUIO MAIMEHTAMH PEIICHUH OTHOCHUTEIIHHO
CBOETO 3/I0POBbS.
KpomMe Toro, K JIUCTKY-BKJIJIBIITY PUMEHSIOTCS 3 KIHOUYEBBIX TPUHIUIIA:

CBEJICHUS B JINCTKE-BKJIAbINIE JOJKHBI ObITh coBMecTUMBI ¢ OXJIII, To ecTh cBeneHMs
JIOJIKHBI KacaThCs 3apErUCTPUPOBAHHBIX OKA3aHUN K TPUMEHEHUIO U PEeKUMa J03UPOBAHUS
JIEKapCTBEHHOTI'O MPETApara;

CBEJICHUS B JTUCTKE-BKJIAJIBINIC JOJKHBI OBITh TIOJIC3HBIMY MAMEHTaM U (WUJIN) JIUIIaM,
OCYUIIECTBIISIONIUM yXOJ B Ka4eCTBE 00pa30BaTeIbHBIX MATEPHAIIOB;

JIMCTKU-BKJIAABIIIN HE JOJKHBI HOCUTH PEKJIaMHBIM XapakTep. BkirouaTh B
JVCTOK-BKJIAJIBIII CBEACHUS O TEpaleBTUUYECKUX albTepHATHBAX HE Jomyckaercsi. B
JOTIOJIHUTEIBHBIX ~ MaTepuanax JOMyCKaeTcsd YyKa3biBaTh OOBEKTUBHBIM 0030
TEepaneBTUYECKUX BO3MOYKHOCTEH M UX MECTO B JIOKA3aHHBIX TEPANEBTUUYECKUX PEKUMAX,
OJIHAKO MCIIOJb30BaHNE CPAaBHUTEILHBIX BhICKa3bIBaHUM (HampuMmep, "0ojee HOBBIN'", "OoJee
s dexTuBHBIN", "Myurne nmepeHocuTcs", "OObIE TOKA3aTEILCTB B MOJIB3Y MPUMEHEHU'",
gyeM XXX # T.J1.) HE JOMYCKaeTCs.

8.3. BO3MOHBIE CCBUIKHU.

8.3.1. Yka3zanue cchUI0K Ha MHPOPMAIIUIO B AIbTEPHATUBHBIX (popMaTax.

JIMCTOK-BKJIABIII SIBJIIETCS CTAHIAPTHBIM CIIOCOOOM MPE/ICTABICHUS MPOU3BOIUTEISIMHU
uH(popMaIuu o JEeKapCTBEHHOM Tpenapare. Jlomyckaercs nmpecTaBieHUEe allbTePHATUBHBIX
(dbopmaToOB JUCTKa-BKJIAJbIIA, TaKUX Kak HcrHosib3oBanue wmpudra bpaiina, CD-gucka,
ayauo-IMCKa WJIM JIMCTKAa-BKIaAbima ¢ KpynHbIM mpudtom. Ilpu HeoOxommmocTu
BbIICJICHUS] UH(POPMAIIMKU B JIMCTKE-BKIIAJIbIIIE, JOIMYCKAETCS UCIOJIb30BATh MOIYKUPHBIM

mpu@T Kernp 14 nT.
MMPUJIOXEnue Ne 13
K TpeOOBaHUSIM K HHCTPYKIIUH O



MEAULUHCKOMY TPUMEHECHHIO
JIEKapCTBEHHOTO TIperapaTa u
001mIel XxapaKTeprCTHKE
JIEKapCTBEHHOTO TIpenapaTa AJst
MEIHUIMHCKOTO IPUMEHEHHUS

(B penakuuu Pemenust Coseta
EBpasuiickoil 5KOHOMHUECKOH KOMUCCUHI
ot 21 ¢espans 2025 r. Ne 18)

OBPA3EIL

JIMCTKAa-BKJIAABIIA 11 TOMEOIaTHIECKOro JIEKAPCTBEHHOTO MIPeNapaTa, PEruCTpHPYEMOro mo

YIIPOImEHHO#H Iponexype

B Hacrosmem OpAMCPE TCKCTA JIUCTKA-BKJIIAABINIA HAMMCHOBAHHUC I'OMEOIIATHICCKOI'O

JIEKapCTBEHHOTO Mpernapara o0o3Havaercs kak "X".

TekcT MMCTKa-BKIAABIIIA, IOCTABIAEMOrO
C YIIaKOBKO# JIEKapCTBEHHOTO IIpemapaTa

JIucTok-BKIAABIINT: HHOOPMAITUS AJI TOTPEOUTENS
X

TaoneTkn
JI1s mpuMeHeHusl Y B3pOCIIbIX

BHuMaTensHO MpodnTaiiTe BECh JINCTOK-BKIIA/IBIII, TIOCKOJIBKY OH COAEPKHUT BayKHYIO Ui Bac nadopmaruro.
JaHHBII TOMEOMaTHYEeCKIi JIeKapCTBEHHBIN IpemapaT OTIycKaeTcs Oe3 perenTta Bpada. [ JOCTHKEHHUS

HaWIydIIUX pe3yIbTaToOB AaHHBIH TOMEOIMATHYECKUN JIEKApCTBEHHBIH IpenapaT cilelyeT IPUMEHSTh B
COOTBETCTBHUH C YKa3aHUSAMH, OIIMCAHHBIMH B 9TOM JIUCTKE.

CoxpaHHTE 3TOT JIMCTOK-BKIAABIII. Bo3MOkHO, BB 3aX0THTE IPOUUTATH €T0 emle pas.

OO6parurech 3a IONMOITHUTENBHOW HWH(OpMAIMell WM KOHCYyJbTallMed K Bpady WA (apManeBTy,
pexomMeHoBaBIIeEMY BaMm npuHUMaTh JaHHBIN IIpenapar.

Ecan Bamm cuMIITOMBI YXYyAIAaroTCAa UK YIIYYHICHUE HE HACTYIIUJIIO TTOCJIC
2 Henens nedeHus1, Bam HeoO6xoamMo B T000M ciiydae 0OpaTUTBCS K Bpady.

Ecam mrobas W3 HeXenaTeNbHBIX pEaKIUil CTaHOBUTCA Cepbhe3HOW wim Bel 3ameTnnm Kakue-in0o
HE)KeJIaTeNbHbIE PEaKlni, He IePEeYHCICHHBIC B HACTOSIIEM JINCTKE-BKIIABIIIE, TOXKATyHCTa, COOOIINTE CBOEMY
Bpady Win papMaleBTy.

B HacTosiiiemM IMCTKe-BKIIAbIINIE MPUBOAUTCS CIIeAyIOIIas HH(OOpMaLIUs:
1. Yto Takoe X u JjIsl YEr0 OH UCIIOIb3YyETCH.

2. To, 94TO BBI JOJKHBI MPUHATH BO BHUMAHHE, TTPSXK/IC YEM IPUHUMATH X.
3. Kak npumensts X.

4. Kakue HexenaTeIbHbIe PeaKIIMi BO3MOKHBI.

5. YcnoBus XpaHeHUs.

6. bonee nmoapoOHast mHbOpMAIIHSL.

1. Yro Takoe X u JyId 9ero ero MpuMeHSIOT

O6nactb npuMeHeHus



['omeonaTtudeckuii JIEKapCTBEHHBIN MpemnapaT 0e3 0JA00pEHHBIX MOKa3aHWUU K
MPUMEHEHUIO, JICKAPCTBEHHBIM MpenaparT UMEET [JIUTEIbHBIA OMNBIT MPUMEHECHUS IS
oOJIer4yeHnsT CUMIITOMOB MEHOIAy3bl, TaKUX KaK MPWINBBI, MOTIUBOCTh, YUYaIl[EHHOE
cepaledrieHue, 0eCroKOMCTBO, HAPYIIEHUSI CHA IOCIE HCKIIOYEHHS BPAuoOM CEPhE3HBIX
MPUYUH ISl TAKUX %Kad100 U CUMIITOMOB.

O (DHeKTUBHOCTh JAHHOTO TOMEONATHYECKOTO JIEKapCTBEHHOTO Ipernapara B
JOKJIMHAYECKUX U KIIMHUYECKUX MCCIEOBAHUIX HE TOATBEPKAeHA (00s3aTeIbHOE YKa3aHHe
JUISL BCEX TOMEOITaTUYECKUX JIEKAPCTBEHHBIX MPENAPATOB, PETUCTPUPYEMBIX I10 YIIPOLIEHHOU
MpoIeAype PErUCTPAIIUN).

JIaHHBIM TOMEONIATUYECKUH TTpenapar sSBJISETCS MPEnapaToM, KOTOPBIA 3apEruCTPUPOBAH
HCKJIIOUUTEIHLHO Ha OCHOBE TAKOTO OIbITA JIJIUTEIbHOTO MPUMEHECHHUS.

2. Yro BHI JOIDKHBEI IPUHATH BO BHUMAHHUE MIPEXKAC, I€EM NPAMEHUTH X

X HE JOJKEH NPUMEHATHCS, €CIIN Y Bac ajuIeprys WIM HEMEPEHOCUMOCTh AEHCTBYIOIINX
BEIIECTB, MIIIEHUYHOr0 KpaxMayia Wik APYTruX KOMIIOHEHTOB Ipemnapara X.
ColOmronaiite 0coOyl0 OCTOPOXKHOCTh NMPU NPUMEHEHUHM X TpPHU CIETYIOIIHNX
00CTOSTENbCTBAX:
B CJIy4ae CTOMKUX, HESICHBIX WJIM HOBBIX CHUMIITOMOB BaM CJIeIyeT OOpaTUTHCS K Bpady;
MpY IPUMEHEHUU X C IPYTUMH JIEKAPCTBEHHBIMU TpEnapaTaMu;
MoKyl CTa, COOOIIMTE CBOEMY Bpady WUiu (papmareBTy, €Clid Bbl MPUHUMAETE WU
HEJaBHO NMPUHUMAIIH JII0ObIE APYTrHe JIEKapCTBa;
BiusiHue Ha 3G ekt X Ipyrux JIeKapcTB He ObLUIO OMKCAHO;
IIpU IPUMEHEHUHN X BMECTE C €101 U MUTHEM;
3(pekT roMeonaTuyecKoro npenapaTra MOKET YMEHBIIUTHCS MPU KYPEHUU WM MO
BJIMSTHUEM JIPYTUX BPEHBIX IPUBBIUEK (HAIIPUMED, YIOTPEOICHHE alTKOTOJIs);
OEpEeMEHHOCTh U JIaKTallUS;
npenapaTr He IMpeaHa3HadeH JUIsl MPUMEHEHUsI BO BpeMsi OEpEMEHHOCTH U B MEPUOJ
JIaKTalluH;
BOXKJICHUE U UCMOJIb30BAHUE MAIIUH.
Oco0bIX Mep MPEeAOCTOPOKHOCTH HE TpeOyeTCs.
Baxxnast uHpopManus 0 HEKOTOPBIX U3 HHTPEAUEHTOB X.
Hacrostimuit iekapcTBEeHHBIN TIpenapaT COACPKHUT JIaKTo3y (MoJIouHbIN caxap). Eciu y
BaC HEMEPEHOCUMOCTh HEKOTOPBIX caxapoB, 00paTUTECH K JIeHalleMy Bpady Mepea NpueMoM
JAHHOTO Ipenapara. KolnmdecTBo J1akTo3bl B OJJHOKPATHOM 103€ cocTasiser X I, Impenapar
CJIEYeT C OCTOPOKHOCTHIO MPUHUMATH OOJIBHBIM C CaXapHbIM JIUA0ETOM.
[IpoTBOMOKA3aH JULAM C aJUIEPTUYECKUMHU PEAKIUSMH Ha MIIICHUYHBIM KpaxmaJl.

3. Kak X npumeHseTcs



Ecnu nHOE HE mpennucano CrenuanTucToM, OOBIYHO MPUHUMAIOT TI0 1 TadieTke 3 pa3a B
NeHb. Bbl TOJDKHBI IPUHATH TAaOJIETKY 3a MojT4aca Jio Ui MOCJIE €JIbl.
[Ipy1 yMEHBIIEHUN CUMIITOMOB KPAaTHOCTh ITPUEMa CIEAYET CHU3UT.
Kpome toro, romeonatuueckue npemnapaTbl HE clielyeT NMPUHUMATh JJIUTEIBHO 0e3
KOHCYJIbTallMM Bpada-ruHEKOJI0ra.
Ecnu Bbl ipuHsi Oosibiiie TaOJIETOK X, YeM JIOJKHBI
[TocnencTBust mEPENO3UPOBKHU 10 CUX NOP HEU3BECTHBI. ECiM BBl Nepeao3npoBatu
JAHHBIN JIEKAPCTBEHHBIN IPENApar, Bbl JTOJKHBI IPOKOHCYJIBTUPOBATHCS C BPAYOM.
Ecnu BbI 3a0bu1H pUHSATE X
He npunumaiiTe n1BOMHYI0 03y, 4TOOBI BOCTIONHUTH 3a0BITYIO 103Y.
Ecnu BBl pexkparure npuem X
He cymecTByeT BpeqHbIX IOCIEACTBUM B Cllydae MpEeKpaleHus npuema X.
OO01ree 3aMmeyanme
Ecnn y Bac BO3HMKIIM JONIOJTHUTENIBHBIE BOIPOCHI IO MCIOIB30BAHUIO HACTOSIIETO
rOMEOIAaTUYECKOTO Ipenapara, o0paTUTECh K Bpady WiIH GapMarieBTy.

4. Kakue He)xenaTeIbHbIe PEaKIIMH BO3MOXKHEI

Kak u Bce siekapcTBa, X MOXKET BbI3BAaTh HEKEJIATEIIbHBIC PEAKIIUU, XOTA U HE Y BCEX.

B oTnenbHBIX ciiydasxX MOXKET IPOU30UTH KPOBOTEUEHUE U3 NOJOBBIX IyTed. B aTnx

ClIydasx clielyeT IPeKpaTUuTh MpueM Ipernapara u oOpaTuThes K Bpady.
[TeHnYHBIN Kpaxmai MOXKET IIPUBECTH K aJJIEPIUYECKON peaKIUu.

[Ipumeuanue. 1Ipu npueMe romeonaTuyecKoro JEKapCTBEHHOIO Mpenapara BO3MOKHO
yCUJIEHHE HMeEIIuXcs xano0. B 3Tom ciaydae Bbl AOJIKHBI HPEKPATUTh IPUEM
JIEKapCTBEHHOT'O IIpenapara 1 00paTUThHCS K Bpayy-rHHEKOJIOTY.

[ToxxanmyiicTa, pacckakuTe CBOeMy Bpady uiu ¢apMaleBTy, €CJIM HeXKeJaTelbHbIe
pEaKLMK CTAaHOBATCA CEPHE3HBIMU WIIM BbI 3aMETHIIM KaKue-I100 HeXKeNlaTelbHble Peakluu,
HE YKa3aHHbIE B HACTOSALLEM JIMCTKE-BKIIABIIIIE.

5. YcnoBus xpaHeHAs

JlexapcTBeHHBIH mpenapaT He TpeOyeT CrenaibHbIX YCIOBHM XpaHCHUS.

XpaHHTE JIEKapCTBEHHBIN MPENapaTr B HEAOCTYITHOM U1l IETEN MECTe.

Bpl HE TOJKHBI UCIIOJIB30BATH HACTOSIIAN TOMEOIIATHYECKUI JIEKAPCTBEHHBIN Mpenapar
NOCJIE HCTEYEHUSI CPOKA TOTHOCTH, YKAa3aHHOTO Ha YIIAKOBKE.

6. BOJIEE ITIOIPOBHA I THOOPMAIUA

Yro X comepxut
JleificTBytoLIME BELIECTBA, KOTOPBIE HAXOAATCS B OJJHOM TaOIeTKe:
1. Cimicifuga Tput. D2 25 mr.,



2. Ignatia Tput. D3 25 mr.,

3. Sanguinaria Tput. D6 25 mr.,

4. Sepia Tput. D2 25 mr.

KomnoneHnTs! 1 — 3 moTeHUMpPOBaHbI BMECTE HA KOHEUYHOM JTarle.

Jpyrue UHrpeueHThl: MOHOTHIPAT JaKTO3bl, CT€apaT MarHus, MIICHUYHbIA KpaxMall.
Kak X BBIMISIUT U COIEpIKAHUE €T0 YITAKOBKHU

X — tabneTka ceporo 1BETa, BO3MOKHO C HEOOJIBIIONW 36pPHUCTOCTHIO.

YmakoBka couepxut 100 TabiaeTox.

[IpousBogutens.

HacTosmuii TMCTOK-BKIABIIT TOCIEIHUN pa3 peakTupoBalcs B sHBape 2026 r.
ITPUJIOXEHnue Neo 14

K TpeOOBaHUAM K HHCTPYKIIUH TIO
MCINUIHUHCKOMY ITPUMEHCHUIO
JICKapCTBCHHOTI'O ITpfIiapaTa u

o01eit xapakTepucTruke

JICKapCTBCHHOT'O IpeIiapara Ajis
MEAUIUHCKOI'O MPUMCHCHU
(B penakunu Pemenns CoBeta

EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUU
ot 21 ¢epais 2025 r. Ne 18)

CTAHJIIAPTHASI METOJTUKA
DPOBEOCHHUA II0JIb30BATCIIHBCKOI'0 TCCTHPOBAHUA
JIMCTKa-BKJIA[IbIIIA B IEIEBIX TPYTIIax

3asBUTENIO (EpKaTEN0 PErUCTPALIMOHHOTO yAOCTOBEPEHHUS) B LIENISIX OOECIeueHUs
yA000YMTAEMOCTH, SICHOCTH M JIETKOCTU BOCHPHUATHS HMHCTPYKIUU 1O MEIUIMHCKOMY
MPUMEHEHHU JIEKAPCTBEHHOI'O Mpenapara (JMCTKa-BKIaAbla) (Janee — JUCTOK-BKJIIA IbIII)
cieayer o0ecrneduTh, YTOObl JIMCTOK-BKIJIAJBII OTpakasl pe3ysbTaThl KOHCYJIbTAIMU C
LEJEBbIMU TPyNIamMi NAlMEHTOB C NPECTABIEHUEM YIIOJHOMOUYEHHOMY OpPraHy rocyJapcTBa
— 4JjieHa (PKCHEpPTHOW opraHu3anuu) EBpa3suiickoro »KOHOMHUYECKOIO coro3a (lajiee —
rocyaapcTBa-wieHbl, Corw3) pe3ynbTaTOB OLIEHKU, MPOBEACHHON COBMECTHO C IIEJIEBBIMU
rpymnmnaMu nanueHToB. JlanHas nHdopmaiys npuBOAUTCS KaK MPUMEP BO3ZMOXKXHOTO METO/a
OPOBEJECHUS KOHCYJIbTAIlMH C LEJIEBBIMU TpynnaMu mNanueHToB. JlaHHble TpeOoBaHMUs
MTO3BOJISIIOT ITPOBECTH MOJIB30BATEIBCKOE TECTUPOBAHUE WIIM IPUMEHUTD APYTHE MOAXOIAIINE
(dbopMbI TPOBEPKH YI000UUTAEMOCTH, SICHOCTH U JIETKOCTH BOCTIPUATHS TMCTKA-BKJIa IbIIIIA.

1. ITomp30BaTENBECKOE TECTHPOBAHHUE

[Tonp30BaTeNbCKOE TECTUPOBAHUE BKIKOYAET B C€0sI MPOBEPKY y1000unTaeMoCcT! oOpasua
B IpyIle CyObEKTOB TECTUPOBAHUS. DTOT HHCTPYMEHT pa3pabOTKU rMOOK M HampaBieH Ha
BBISIBJICHUE TOTO, JOBOJST JIM TNPEACTABICHHBIE CBEACHUS MPaBUIbHYI0 MH()OPMAIUIO 10
yutarend. CaMOTECTUPOBAHUE HE IMOBBIIIAET KAYECTBO CBEIECHUM, HO MO3BOJISIET BBISIBUTH



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. IlpoBeenne 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. Bo3MoskHbBIe 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. ITpu noAroTOBKE K TECTUPOBAHUIO HEOOXOAUMO:
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. IaTepBEHIOEp JOIDKEH:

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. BonpocCHhl AOKHEL:
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

OLICHUBATHECA B I/IHI[I/IBI/II[yaJ'IBHOM HOp)II[Ke.
ITPUJIOXEHue Ne 15
K TpeOOBaHUSAM K HHCTPYKIIHH TIO
MEIUINHCKOMY TTPAMCHCHHIO
JIEKapCTBEHHOTO IIperapara u
001Ielt XapaKkTepUCTHKE
JIEKapCTBEHHOTO TIpemapara Jijis
MEIUITMTHCKOTO MIPUMEHEHHUSI
(B penakuuu Pemenust CoBera



EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 21 ¢espans 2025 r. Ne 18)

IITABJIOH
HAHCTPYKIIMH 10 MEJUIMHCKOMY IPHMEHEHHIO JIEKapCTBEHHOT'O MpenapaTa (JIMCTKa-BKIAIBIIIA)

B nacrosmem mabnone, MpUMEHSIOTCS CIIETYIONTNE MPaBia NCIIOIb30BaHUS CKOOOK:

{TekcT} — B MoJie MEXKJy CKOOKaMu BHOCHUTCS MH(pOpMALMS MCXOJd U3 COCTaBa U
0COOEHHOCTEMH JIeKapCTBEHHOTO TIpernapara;

<TeKCT>— B 110JIe MEXy CKOOKaMH TEKCT BHIOMPAETCS UM yIAJSETCs U3 MPEIOKEHHBIX
CTaHJIapTHBIX (HOPMYJIUPOBOK (BBIJAEIEHBI KYPCUBOM) B 3aBUCUMOCTHU OT JIEKAPCTBEHHOTO
npenapara;

"X" — HaMMEHOBAHHE JICKAPCTBEHHOT O TIpenapara.

JIuctok-BKIanpim — wHGOpMaIus i <mangueHta™> <morpeburtens™ {(Toproroe)
HauMEHOBaHUE, JO3UPOBKA, JieKapcTBeHHass Qopma} [eiicTByromue BemecTa: |
JleficTByIOIIME BELIECTBRA }

< "/laHHBII JIEKapCTBEHHBIH MPENapar MNOJJIeKHUT JOMOJIHUTEIbHOMY MOHUTOPHHTY. OTO
M03BOJIUT OBICTPO BBIABHTH HOBYIO HH(pOpMaIuro mo 6e3omacHoctH. Mb1 obpaijaemMcs K
CIeNHATUCTaM CHCTEMBbI 3/IpaBOOXPAaHEHHA ¢ MPOChOOIH cooOLIaTh O JFOOBIX M0]03PEBAEMbBIX
HEXeJIATEeJIbHBIX peaKuAax." >,

Criocob coobineHns 0 HeXXeaTeJIbHbIX PeakIUiAX OMHCAH B pazjesie 4 JIHCTKa-BKIabIIA.
>

<llepen <mpuemomM> <IPHUMEHEHHEM> Mpernapara IMOJHOCTBK IPOYUTAHTE

JIMCTOK-BKJIa/IbIII, ITIOCKOJIBKY B HEM COJIEPKATCS BaXKHbIE 1 Bac cBeneHus.

CoxpaHuTe JTHUCTOK-BKIaAbIII. Bo3moxxHo, BaMm noTpebyeTcs MpoYnTaTh ero emnle pas.

Ecin y Bac BO3HUKIH JJOIOJHHUTEIbHBIE BOIIPOCHI, 00paTUTECh K <JledallleMy Bpady> <,>
<unn> <pabOTHHKY aNTeKu> <,> <HJIH> <MEAHI[HHCKOH cecTpe.>.

<IIpenapat Ha3Ha4YeH uMeHHO Bam. He nepenaBaiite ero apyrum iaroaaM. OH MOXKET

HaBpPEHUTh UM, JIa)K€ €CJIH CHMIITOMBI UX 3a00J1€BaHHS COBIAaAar0T ¢ Bammmu.>.

<Ecau y Bac BO3HHKJIH KaKkue-1H00 HeKeJIaTeIbHbIE PeakI[HH, 0OpaTHTECh K <JIeqalleMy
Bpauy> <,> <uan> <pabOTHHUKY anTeKku> <,> <uwian> <MEIHLHHCKOH cecTpe>. JlaHHas
PEKOMEHAIHS PACTIPOCTPAHAETCS HA JIFOObIe BO3MOXKHBIE HE)KEJIATETIbHBIE PEAKI[HH, B TOM
yHcJie Ha HE IIEPEYUCIICHHbIE B pa3jeie 4 JINCTKa-BKJIAbIIIa.>

<llepen <mpuemoM> <IOPHUMEHEHHEM> MPEnapara IMOJHOCTHK) TMPOYUTAHTE
JIMCTOK-BKJI/IbIII, ITIOCKOJIBKY B HEM COJIEPKATCS BaXXHbIE 11 Bac cBeeHus.
Bcerna <npuanmarite> <OpHMEHSAHTE™> NPENapar B TOYHOCTH C JIHCTKOM-BKJIa/bIIIEM

HJIH peKOMEHJAalHAMH <Jledallero Bpada> <,> <HJIH> <pa60THHKa anrtekn> <,> <’jiH> <
MEIHIHHCKOH CECTPhI™.

CoxpaHuTe JTHUCTOK-BKIaAbIII. Bo3moxxHo, Bam noTpebyercs MpoYnuTaTh ero euie 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.>

CopnepxaHne 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 mpeacTasisger npenapar X U I 9€r0 ero MPAMEHIIOT

Iloka3aHus K MPUMEHEHUIO
<Ecnm ynydilieHre He HACTYIWIO WK Bbl uyBCTByeTe yXyAlIeHUE <depe3 {Uncio} JHeH
>, He00X0AMMO 00pPaTUTHCA K Bpauy.>.

2. O 9eM criemyeT 3HaTh Iepes <MpreMOM> <IIPUMEHECHAEM>
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.
<IIpenapar {X} comepXuT {HaMMEHOBaHHE BCIIOMOTaTeIbHBIX(0r0) BemecTs(a)}>

3. <IIpmem> <IIpnmeHeHME™> npenapaTta 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 HEKEJIaTEIFHBIE PEaKI[H



<[logoO6HO BCceM JIEKapCTBEHHBIM MpernaparaM IMpernapaT MOXET BBI3BIBATH

HEXKEJIaTeIbHbIC PEAKIIUH, OJTHAKO OHA BO3HUKAIOT HE Y BCEX.>

<JIOmOJTHUTEILHEIC HEXKEIAaTEIFHBIC 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 JONOJHUTEIHHBIE CBEICHUL

{[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-BKJIa/Ibla peepeHTHOro JeKapCTBEHHOTO 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)
<CJI€,ZIYIOHII/IG CBCACHUA NIPCAHAa3HAYCHBI UCKIIIOYUTCIBHO JJIsI MCIUITMHCKUX pa6OTHI/IKOB
>
MMPUJIOXKEHUE Ne 16
K TpeOOBaHUAM K HHCTPYKIIHH TIO
MEIUINHCKOMY ITPAMCHCHHIO
JIEKapCTBEHHOTO IIperapara u
0011elt XapaKTepUCTHUKE
JICKapCTBEHHOT'O Mperapara st
MEIUIUHCKOTO TIPUMCHCHUS
(B penakuuu Pemmennst CoBeta

EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 21 despamns 2025 r. Ne 18)

TTIOPAAOK
3an0IHEeHUA MabI0Ha HHECTPYKIIMH [0 METHUITMHCKOMY IIPHMEHEHMIO JIEKAPCTBEHHOTO mpemnaparta (
JIMCTKA-BKJIAIHIIIA)

[{enpro npuMeHeHUs mabIoHa sBIsETCS OoOecleueHne eIMHo00pa3us ohopMiIeHus u
U3JIOKEHUS BCEX Pa3AesoB MHCTPYKLUHU MO MEAULIHUHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO



npenapara (JIMCTKa-BKJIAJbIIIA) (Janee — JIMCTOK-BKIABIII) COTJIacCHO TPeOOBAHUSIM aKTOB
opranoB EBpasuiickoro sxoHoMuueckoro cotosza (namee — Coro3) B cdepe oOpauieHus
JIEKapCTBEHHBIX CPEJICTB.

BMmecTo (TOproBoro) HamMeHOBaHHS JICKAPCTBEHHOTO IMpernapara B TEKCTE
JUCTKa-BKII IbIIIA IpUMeEHseTcsl o0o3HaueHue "npenapar X".

Bo Bcex ciyuasx mpu HEOOXOJUMOCTH UCTIONB3YIOTCS CTaHAAPTHBIE 3ar0JIOBKH U (Ppasbl,
cojiepkaiuecs B 1mabnone. B oTAenbHBIX ciiydasx Juis ydyeTa crienuUuyHbIX JJIs Tpenapara
TpeOOBaHUM 3asBUTENIb BIPABE HE MCIOJb30BATh 3TU 3arojioBKH ((dpa3bl) U MCIOIb30BAThH
Ipyrue albTepHATUBHBIC 3aroJIOBKU WU ¢passl (Hampumep, IJs MpernapaToB, BBOIUMBIX
MEIUIIMHCKUMU pabOTHUKAMU, CIOBO "MpuHUMaKTE" WK "MpUMEHSTe" MOXHO 3aMEHHUTH
ciaoBoM "maercs" wiam "BBOAMTCA").

3asgBUTENI0 HEOOXOUMO OOOCHOBATH MCTOJB30BAHUE AIBTECPHATHUBHBIX 3arOJIOBKOB (
HanpuMep, CChUIKOM Ha pe3ysibTaThl MOJIb30BATEIBCKOTO TeCTUpPOBaHUs). i1 HEKOTOPBIX
npenapaToB HE NPUMEHUMBI BCE JJIEMEHTHl JIMCTKAa-BKJIAJbIlla, B H3TOM Ciydae
COOTBETCTBYIOIIINIA 3ar0JIOBOK HE YKa3bIBACTCSI.

JluzaitH U pacnoJiokeHue HHPOPMAIUU SIBIISIIOTCS KIHOYEBBIMU SJIEMEHTAMU
ya000YUTAEMOCTH  TOTOBOTO  JIMCTKa-BKJIaabimia. Mcmonb3oBanue  mabiioHa
JIMCTKA-BKJIAJbIIIIa O0eCreYruBaeT MOJ00ue JIMCTKOB-BKJIAABIINICH 3aperucTpupOBaHHBIX
JIEKapCTBEHHBIX MPEMapaTOB.

[Io 3ampocy opraHu3zanuii NalMEHTOB 3asiBUTENU JOJDKHBI MPEIOCTABUTH
JUCTOK-BKJIAJIBINT B popMaTe, MOAXOMSIEM JJIsl CJICTIBIX WK craboBuasmux. JepxaTensim
PETUCTPAIIMOHHBIX YJIOCTOBEPEHUM HEOOXOJMMO YyKa3blBaTh HaJW4yWe MOJOOHBIX
aJIbTEPHATUBHBIX (DOPMATOB B KOHIIE JTUCTKA-BKJIA IbIIIIA.

JINCTOK-BKIAABIII — I/IH(bopMauHﬁ I <malfHeHTa> <HOTp66HT6JL‘I>
{(ToproBoe) HauMeHOBaHUE, JO3UPOBKA, JIeKapcTBeHHAas hopma}

JleiicTByromue BemecTa: {/leficTBytomue BemecTna}

[Ton naHHBIM TOJ3ar0JIOBKOM HEOOXOIMMO YyKa3aTh (TOProBO€) HAaMMEHOBAaHUE
JEKapCTBEHHOTO TIpemnapara, 3aTeM JIO3UPOBKY U JICKAPCTBEHHYIO (QopMy (Takke Kak B
pazaene 1 oOmell XapaKTEpUCTUKU JEKApPCTBEHHOTO IIpenapara), OHU BBIICISIOTCS
MOTYKUPHBIM HIpUdTOM. Jlanmee yka3bIBarOTCS JIEUCTBYIONINE BENIECTBA (B COOTBETCTBUU C
nyHkToM 4.2.1 mpunoxenuss Ne 12 k TpeOoBaHUSM K HHCTPYKIHUU MO MEIUIUHCKOMY
MIPUMEHEHUIO JIEKAPCTBEHHOr'0 Mpernapara U oO0Ield XapaKTepUCTUKH JIEKAPCTBEHHOTO
npenapara i MEOUIIMHCKOrO NPUMEHEHUs, yTBepkIeHHbIM Pemennem CoBeta
EBpasuniickoii sxoHOMUYECKOW Komuccuu OT 3 HosiOps 2016 r. No 88) mndopmanuo o
KOTOPBIX MOXHO MPEACTaBUTh CTPOKOM HMXE. B ocTaBuieics 4acTu JOKYMEHTa TOProBOE
HAaUMEHOBAHUE HE CIEYET BBIJIEIATh MONYKUPHBIM WU MOAYEPKHYTHIM MIpUdTOM, Craeayer
n30eraTh 4acTOro yKa3aHusi TOPrOBOr0 HANMEHOBAHMS B TEKCTE.

TonbkO B OTHOIICHUH JIEKAPCTBEHHBIX IMPENapaToB, TPEOYIOMMX JOMOTHUTEILHOTO
MOHHUTOpPHUHTA 0E€30MacHOCTH, HEOOXOJMMO YyKa3aTh B JIMCTKE-BKJIAJBINIC CIEIHaTbHbIN



CUMBOJI ¥ NosicHeHusl. CrienuaibHbI CUMBOJI TIPEACTABISET COO0M YEepPHBIN MepEeBEPHYTHIM

PaBHOCTOPOHHUI TPEYroJbHUK "", CHMBOJI JOJHKEH OBbITh MPONOPLUOHATEH KEro mpudTa
ITOCIIEAYIOIIETO CTAaHAAPTU30BAHHOIO TEKCTa, IPU OTOM MHUHUMAJIbHAs JUIMHA KaXIO0U
CTOPOHBI TPEYTOJIbHUKA JOJKHA COCTABJIATh HE MeHee 5 MM. JlJIsi TOATOTOBKY AOTOJHEHHM K
uHpopMaIMM O Ipernapare, MOXKaldyicTa, BOCHOJB3YWTECh UYEPHBIM TPEYTOJIbHUKOM,
coJiep KallluMcsl B IaHHOM I1abJIOHeE.
< "/laHHBII JIEKapCTBEHHBIH MPENapar NOJICKHUT JOMOJIHHTEIbHOMY MOHHTOPHHTY. JTO
MO3BOJIUT OBICTPO BBIABHTH HOBYIO HH(QOpMalHio no 6e3omnacHoctH. Mbl obpaijaemMcs K
CIIEIHAIUCTaM CHCTEMBI 3JIPABOOXPAHEHHS C IPOCHOOI co00IaTh O JFOOBIX 110/03PEBACMBIX
HEXEIaTe/IbHbIX peakusix.".
Criocob coobiieHns 0 HeXXeaaTeJIbHbIX peaklUAX OIMHCAH B pazJjesie 4 JIHCTKa-BKIabllIa.
>
JIns JeKapCTBEHHBIX IIPENapaToB, OTIIYCKAEMBbIX HCKIIOUYUTEIBHO IO PELENTYy,
HE00XO0MMO MTOMECTUTH B JIMCTOK-BKJIAAbIII CJIETYIOIINE HAAUCH:
<llepen <mpuemomM> <IPHUMEHEHHEM> IMpernapara IMOJHOCTBK IPOYUTAHTE
JIMCTOK-BKJIa/IbIII, ITIOCKOJIBKY B HEM COJEPHKATCS BaXXHbIE 14 Bac cBeneHus.
CoxpaHure JTUCTOK-BKAaAbIII. Bo3MmoxHO, Bam moTpebyercss npodnuTath €ro erie pas.
Ecin y Bac BO3HHKIH JJOIOJHUTEIbHBIE BOIIPOCHI, 00pAaTUTECH K <JIeHallleMy Bpady> <,>
<wam> <pabOTHHKY allTeKn> <,> <HJIH> <MEIHIHHCKOH cecTpe>.
<IIpenapat Ha3Ha4YeH uMeHHO Bam. He nepenaBatite ero apyrum iaroaiam. OH MOXET
HaBpeIUTh UM, JaK€ €CJIH CUMIITOMBI X 3a00J1eBaHUs coBnaaaroT ¢ Bammmmu.>. He cnenyet
BKJIIOYATh JAHHOE YKa3aHue, €CIU Ipernapar NpeJHa3HAyeH TOJbKO JUIs NPUMEHEHHS B
ne4eOHO-NPO(YUITAKTUYECKUX YUPEKICHUSIX.
<Ecmu y Bac BO3HHK/IH KakHe-IH00 HeXelaTeabHbIe peaklHH, 00paTHTeCh K <JleqaleMy
Bpauy> <,> <uan> <pabOTHHUKY anTeku> <,> <uwian> <MEIHLHHCKOH cecTpe>. JlaHHas
PpeKOMeHAalHs pacpOoCTPAHAETCA Ha JIF0ObIe BO3MOXKHBIE HEXeJIaTeabHbIe PEAKIIHH, B TOM
yHcCJie Ha HE IIEPEYUCIIEHHBIE B pa3jeie 4 JINCTKa-BKJIa/bIIIA.>.
JIns nexapcTBEHHBIX IMPENaparoB, OTIYCKAEMBIX 0€3 pelenTta, clelyeT yKa3blBaTb
CJIeIYIOUTYI0 HH(GOPMALIHIO:
<llepex <mpuemom> <HOpPHUMEHEHHEM> Ipenapatra IOJHOCTBI IPOYHUTAHTE
JIMCTOK-BKJIA/IBII, ITOCKOJIBKY B HEM COJEPKATCA BaXXHbIE /U1 Bac cBeeHuUA.
JlaHHBIH JIeKapCTBEHHbIH MPENapar, ABJIAeTcs NPernapaTroM, OTIyCKaeMbIM 0€3 pellenTa.
Bcerna <npunmmaritre> <upuMeHAHTE> Npenapar B TOYHOCTH C JaHHBIM JIHICTKOM HIIH
peKoMeHIanuAMH <Jedaulero Bpada> <,> <uiu> <paOOTHHKAa anteku> <,> <uian> <
MEIHIUHCKOH CECTPhI™.
CoxpaHuTe JTUCTOK-BKJIabII. Bo3moxxHo, Bam notpebyercs npoYuTaTe ero emie pas.
Eciu Bam Hy>XHbI JONOJTHHTEIbHbIE CBEJCHHUA HJIH PEKOMEHAAalluH, OOpaTHTECh K
PpabOTHHKY aIrTeKH.



Ecin y Bac BO3HHKJIN KakHe-IHOO0 HexenaTeJIbHbIe peaklHH, 00paTHTECh K <JiedalljeMy
Bpauy> <,> <uan> <pabOTHHUKY anTeKku™> <,> <uian> <MEIHLHHCKOH cecTpe>. JlaHHas
peKoMeHAalHs pacpoCTPaHAETCA Ha JII0Oble BO3MOXKHBIE HEXeJIaTeabHbIe PEaKIIHH, B TOM
YHCJIe HAa HE IIEPEYHCIICHHBIC B pasJee 4 JIUCTKa-BKIaAbIIIA.>

Ecinu cocrosuue He yJIyqIIaeTcs WM OHO yXyJAIaercs, <depe3 {4ucio} aHeH> Bam
caeayeT oopaTuThbCs K Bpady.>

Copepxanne MCTKA-BKIIA BINIA

TectupoBanue norpedbuTene Mokaszano, 4To OOJBIIMHCTBY MAIlMEHTOB HEOOXOIUMO
MIPEICTaBUTh COJIEPIKAHME JINCTKA-BKJIAIBIIIA, KOTOPOE TOJDKHO OBITh YETKO BhIZEIeHO. Eciu
JTUCTOK-BKJIAJIBIII CTAHAAPTHBIN, OH OOBIYHO COCTOUT M3 6 OCHOBHBIX Pa3/IeIoB.

1. Yto u3 cebs mpencTaBiseT mpenapar X, U I 9YeTro ero MPUMEHSIOT.

2. O ueMm clielyeT 3HaTh Nepe <npHeMoM™> <[IpHMEHEHHeM™> npenapara X.
3. <llpuem> <npumeHeHHE> nipenapara X.

4. BO3MOKHBIE HEKEIIATEIIbHBIC PEAKIIUY.

5. XpaHeHue npenapara X.

6. ConepKUMO€ YITaKOBKH U IPOYUE CBEICHUSI.

Onnako ecnu ucnoib3yercs ¢opmar OykiieTa WKW CTaHIAPTHBIN JIMCTOK-BKIQIBIII
COJICP’)KUT MHOTO pa3JieoB, JOMycCKaeTcs Oojee MOoApOOHOE MpPEACTaBICHUE COACpPKAHUS
JUCTKA-BKJIANbIa (C yKa3aHHMEM HOMEPOB CTPAHUI[ WM KOJOHOK, MO3BOJISIONINX
noTpeOuTEeIIM OBICTPO HAXOJIUTh HEOOXOJMMBIC UM CBEJICHMS, OTH JIAHHBIC YKa3bIBAIOTCS
TOJBKO HA MaKeTax).

1. Uro u3 ceOs nmpeacTaBisaeT mpenapar X, u VIS 9ero €ro NpAMEeHSIOT

ToproBoe HauMeHOBaHUE, AEUCTBYIOIINE BEUIECTBA U (papMaKoTepaneBTHUECKas rpymnmna
npernapara.

Cnenyer ykaszaTh TOProBO€ HaMMEHOBAaHUE Mpernapara U JOMNOJHUTH €ro, MpH
HEOOXOMMOCTH, YKa3aHUEM JEHCTBYIOIIMX BemecTB (Kak B paznenax | um 2 oOmiei
XapaKkTepUCTUKU JIEKapCTBEHHOTO Ipenapara), Hampumep, 'mpenapaT X COIEPKUT
nercTByromee BemecTtBo Y'. HeoOxommmo ykaszaTh Takke ¢hapMaKoTeparneBTUUECKYIO
rpynny (kak B pazzgesne 5.1 o0uieil xapakTepuCTUKH JIEKapCTBEHHOTO Ipenapara), u (Win) Ha
YTO OH JIEUCTBYET (HAapUMeEp, CTATUHBI (IUIsI CHUYKEHUS COAEPKAHUS XOJIECTEPUHA)).

IToxa3aausa K MPUMEHEHUIO

3n1ech HEOOXOIMMO yKa3aTh MOKa3aHUsl K IPUMEHEHUIO, B COOTBETCTBHUHM C pa3aenoM 4.1
oOmiell XapakTepUCTUKH JIEKapCTBEHHOro mnpenapara. Heobxoaumo yka3aTh, B KaKHUX
BO3PACTHBIX Tpynmnax IOKa3aHO IMPHUMEHEHHE IMpenapara ¢ yKa3aHHEM BO3PAaCTHOTO
auana3oHa, HalpuMep:



<npenapatr X NPUMEHSETCA Y <B3pOCIbIX> <HOBOPOXKICHHBIX> <MJIQJICHIIEB> <AeTeH> <
MOAPOCTKOB> <B Bo3pacTe {oT X 10 Y}> <ner> <mecsleB> s JieueHus {yKas3aTb
MOKa3aHue} .

Ecnu npumeHumo, yka3bIBaroT:

YTO Mpemnapar SBISIETCS BBICOKOTEXHOJOTHMYHBIM JIEKAPCTBEHHBIM MpEnapaTom,
COJIepKalIUM KJIETKH WM TKaHU (HEOOXOJMMO MPEJACTaBUTh OMHCAHUE ITHX KIETOK WM
TKaHel, WX MPOUCXOXKJECHUE (BKJIOYAs BHUJl >KUBOTHBIX, €CJIM OHU HEUEJIOBEUYECKOIO
MIPOUCXOXKICHUS) B COOTBETCTBUU paznenoMm 2.1 oOlIieil xapakTepuCTUKH JIEKAPCTBEHHOTO
npemnapara);

YTO MpenapaTr SBISETCS BBICOKOTEXHOJIOTUYHBIM JIEKAPCTBEHHBIM IpPENapaToM,
coAepKaluM MEIUIUHCKUE H3JCIUS WM aKTUBHBIE HMIUIAHTUPYEMbIC MEIUIIMHCKUE
m3genus (HeoOXOJUMO MPEICTaBUTh OMUCAHUE ATUX U3ACIUNA U UX IPOUCXOXKIACHUE B
COOTBETCTBHH C pazjieioM 2.2 001el XxapakTepUCTUKH JIEKapCTBEHHOTO Mperapara).

CezneHus 0 MoJIb3€ MIPUMEHEHUS TIpenapara

B nanHom paszerne nomyckaeTcsl B MHANBUIYATbHOM MOPAJIKE YKa3aTh CBEJICHUS O MOJIb3e
MIPUMEHEHUS TIpernapara Mpu yCIOBUU COOTBETCTBUS MH(OpMaILIMK B 00IIIEH XapaKTEPUCTUKH
JIEKapCTBEHHOTO Tpernapara, MOoJe3HOCTH I MAlMeHTa U OTCYTCTBUS JIFOOBIX JIEMEHTOB
peKkiIaMHOro xapaktepa. JlaHHBIE TPEACTABIAIOTCS MOA OTIACIbHBIM T0J3ar0J0BKOM,
Harmpumep, "Crocob neiictBus npenapara X".

CBeneHust HEOOXOUMO U3JI0KUTh YETKO U KPATKO.

Hampumep, cBeiennst MOTYT BKJIIOYATh B CEOSI:

MPU3HAKK M CUMIITOMBI 3a00J€BaHMs, IPU KOTOPOM JIEKAPCTBEHHBIN MpernapaT MOKET
MPUMEHSTHCSI, OCOOEHHO B OTHOIICHUU OE3pElUEeNnTypHBIX MpEenapaTroB, HO TakKxke B
OTHOIIEHUU TPENnapaToB, NPUHUMAEMBIX "MO TpeboBanuio" (Harpumep, npenapaThl MPOTHUB
MUTPEHH);

CBEJIEHUS O T0JIb3€ MPUMEHEHUS Mpernaparta (HanmpumMep, "mpenapaTr CHIKaeT 00Jb mpu
aptpute", '"mpemapaT CHIXXaeT CcoJiepXaHHE caxapa B KpPOBHU, 4YTO CIOCOOCTBYET
MPEIOTBPAIICHUIO OCIIOKHEHHH auabera"). DTO OCOOCHHO Ba)XHO IS ITOBBIIICHHS
NPUBEPKEHHOCTH MAlIMEHTa TEPANUK, HAaIPUMEp, MPHU TOJITOCPOYHOM U MPOPUITAKTUYECKOM
neyenuu. [lons3y npuMeHeHus mpenapara MOXKHO ONMKCATh C TOYKU 3PEHUS MPEIOTBPALICHUS
OCIIOKHEHUH 3a00JieBaHus (Hampumep, TUadeTUUYECKUX), €CIU OHA MOATBepkaeHa. MOKHO
TaK)Xe yKa3aTh CPOK HACTyIUIeHUs 3(@eKTa oT AeicTBUS mpenapara (€Ciu Uenecoo0pasHo).
B nro6oM ciydae cBeaeHHS JOJDKHBI COOTBETCTBOBATh HHGpOpManWu B oOImIeH
XapaKTEePUCTUKH JIEKApCTBEHHOTO Tpernapara (0coO0eHHOo pazzeny 5.1 o0iieit XxapaKTepUCTUKH
JIEKapCTBEHHOTIO MpEIapara);

CBEJICHUSI O BpPEMEHM, HEOOXOAUMOM sl HacTymsieHus s@dexra mpemnapara (
o0e300MMBaromMuii Ipenapar, aHTUACTIPECCAHT U T. [I.), €CIIU ATO 3HAYUMO JJIS MTaIUeHTA.

O06s3aTenpHOM sABIsIETCS cienyromas GopMyIupoBKa:



<Ecnu ynydiieHne He HACTYMUIIO Wik Bel uyBCcTByeTe yXylIeHHe <depe3 {UUCi0} JTHEH
>, HEO0XO0IUMO 00PaTUTHCA K Bpady.>

2. O geM cemyeT 3HATh Iepe <[MpHeMOM> <IpHMEHEHHEeM> npemnapara X

B nannbiif pazgen HeoOXOAMMO BKIIOYUTH UHPOPMAIIMIO, O KOTOPOM JOJKHBI 3HATH
ManueHThl (MoTpeduTeNn) A0 Hayaia MpueMa mpenapara U Ha IpOTSHKEeHUU BCEro Kypca ero
npuMeHeHusi. BcenenctBue OonbIIOro pasMepa AaHHOTO paszfienia JIMCTKa-BKIAJbIINIA Y
MalMeHToB (MpU UX TECTUPOBAHWM) BO3HUKAIU HauOoJbIIKUe 3aTpyaHenus. [{ns yaoocTBa
HAXOXJIEHUSI HY)KHOM WH(OpMAIUU MOJIE3HO BKIIOYECHUE JOTOTHUTEIBHBIX MMOA3ar0JI0BKOB (
HarpuMep, UHPopMauu 00 OMNpeeNeHHON KaTeropuum mnorpedutenei) ¢ coOoaeHueEM
MOCJIEIOBATEIHFHOCTH YKa3aHUsI HH(OPMAITMN B COOTBETCTBHH C €€ BaKHOCTBIO.

IIpoTuBOmOKa3aHUA
He <npuaumaiire> <upumeHsiTe> npenapar X<:>

Heo6xoauMo ykaszaTh Bce MPOTUBOIMOKA3aHUs, MepeyuciIeHHble B pa3aene 4.3 oOuen
XapaKTEPUCTUKU JIEKAPCTBEHHOrO Mpernapara, B TOM K€ MOpSAKE, 4YTO U B oOmIeH
XapaKTepUCTUKHU JIeKapCTBEHHOro mpemnaparta. OcTaibHble 0COOBIE YKa3aHUS U MEpHI
MPEJOCTOPOKHOCTH CIIelyeT NPUBECTU B CIEAYIOIIEM pa3feie JIMCTKAa-BKIJIAAbIIIA.
Heobxoaumo BKITIOYUTH BCE CYIIECTBEHHBIC JUIsl MPUMEHEHHS MperapaTa IpOTUBOIIOKA3aHUS.
HenonyctuMo  ykas3plBaThb TOJIBKO OCHOBHBIE MJIM 4YacThle BCTpEYAIOLIHECS
MpOTUBONOKa3aHus. He cienyer UCKIOYaTh MPOTUBONOKA3aHUE UCXO/IA U3 MPEANOIOKEHUS,
YTO MAlMEHT HE TOMMET 3TO MPOTUBOIOKA3AHHE.

<ecsn y Bac amneprus Ha {TeHCTBYFOII[HE BEeIECTBA,} HJIH JIOObIE APYTHE KOMIIOHEHTHI
npenapara, (mepe4ucjeHHbIe B pa3zzeiie 6 JIHCTKAa-BKIablIIa).>
B aTom npenynpekIeHnn TakKe yKa3bIBAIOT OCTATOYHbIE TPUMECH, €CIIA 3TO PUMEHUMO

CoOTBETCTBYIOIIME MEPHI IPETOCTOPOKHOCTH, OCOOBIEC YKa3aHUSI.

OcoOble yKa3zaHus U Mepbl IPEAOCTOPOKHOCTH

<llepen <upuemoM> <HIpHMEHEHHEM> npernapara X NpOKOHCYJIbTHPYHTECH C JICYALUM
BpadoM <uiam> <,> <paOOTHHKOM allTeKu> <,> <HJIH> <MEIHULHHCKOH CcecTpoi>>

B cnyyae mIMHHOrO mnepedHs MpeAOCTEPEKEHUNM PEKOMEHAYETCS HCIOJIb30BAHUE

€UHOTO0 OKOHYaHWs (HAIpuUMep, PEKOMEHAAUMU O HEOOXOJUMOCTH KOHCYJIbTAalUH C
JIeYaIlliM BpauyoM WIH paOOTHUKOM anTeKH MO0 yKazaHHWe Mep MPEeA0CTOPOKHOCTH), YTOOBI
ITIOBTOPSATH €r0 HECKOJIBKO Pas3.

B naHHOM pasziene HEOOXOAUMO H3JI0XKUTH BCE OCOOBIE yKazaHUS U MEPHI
MPEJOCTOPOKHOCTA TpPU MPUMEHEHUM Npernapara, BKIIOYEHHbIe B pasjaen 4.4 oOwei
XapaKTepUCTUKHU JIEKapCTBEHHOro Impenapata (Kak W B 00IIedl XapaKTepHUCTHUKU
JIEKApCTBEHHOT'O Tpernapara, MOPSI0K H3JI0XKEHUs MHGOPMALMU JIOJDKEH OINpeesThCs
BOXHOCTBIO MH(pOpMamuu o 6€30macHOCTH); KpOME TOro, B paszelie JMCTKa-BKJIaabpIma "
OcoOble ykazaHus U MEpPbI MPEJOCTOPOKHOCTU" HEOOXOAMMO YETKO YKa3aTh, UTO JOJIKEH



MPEANPUHSTH MAIUEHT (MOTPEOUTEINb) ISl TOT0, YTOOBI MUHUMHU3UPOBATH MOTEHIIUATBHBIN
PHCK.

[TogpoOuyto mHpOpMaIUIO 00 OCOOBIX YKa3aHUSIX M Mepax MPEeIOCTOPOKHOCTH,
00yCIOBJICHHBIX HEXeIaTeIbHBIMU PEaKIUsIMH, KOTOPbIE MOTYT BOSHUKATh MPU MPUMEHEHUU
npenapara HNalyMeHTOM, CJIEAYeT MPUBECTH B paszzene 4 JIMCTKa-BKJIaJbllia (HarpuMmep,
CUMIITOMBI) C COOTBETCTBYIOIIEH MEPEKPECTHOM CCHUIKOM B pasjesnie 2 TMCTKa-BKIaAbIIIa.

Oco0ble yka3zaHus, Kacarolluecss B3aMMOAECHCTBUN mpenapara, (pepTUIBHOCTH,
OEpEeMEHHOCTH W TPYJIHOIO0 BCKapMIJIMBAHUS, CIOCOOHOCTH YIPAaBISATH TPAHCHIOPTHBHIMU
CpeAcTBaMU U paboTaTh C MEXaHU3MaMH, a Tak)K€ BCIOMOTAaTEIbHBIX BEIIECTB, CIEAYET
JaBaTh B COOTBETCTBYIOIIUX MOCIEAYIOMMNX pa3fesax JUCTKA-BKIIAbIIA, €CJIA TOJIbKO OHU
HE MPEACTABISAIOT 0COO0YI0 BaXKHOCTh C TOUKHU 3pEHHS 6€30MacHOCTH (IIPOTHUBOIIOKA3aHUE), B
ATOM clly4ae UX ClIelyeT OTPa3uTh BhIIIE, B pa3jelie JIUCTKa-BKIaabia "He <npuHumaiite>
<npuMeHsuTe> npenapar X".

JUis uHpOopMaluK O JOTIOIHUTENbHBIX JIA00OPATOPHO-UHCTPYMEHTAIBHBIX HCCIIETOBAHUSAX
, KOTOpble HEOOXOAMMO IMPOBOJUTH B XOJI€ TEparuu, AOMYCKAETCS MNPEeayCMOTPETh
JOIIOJTHUTEIIBHBIN 1TOA3ar0JI0BOK.

Hertn <u moapoctku>

Ecnu npenapat noka3aH JeTsM, 01 JAHHBIM 110J3ar0JIOBKOM CIEAYET U3JI0KHUTH 0COObIE
yKa3aHusg W Mepbl TPEJOCTOPOKHOCTH, CHEUPUYHBIE I JaHHOW TOMyISIHU U
o0o3HaueHHbIe B pazzene 4.4 oOueld xapakTepUCTUKHU JIeKapCTBeHHOro mpenaparta. [lpu
HEOOXOJIMMOCTH, CJIEeIyeT MPEeAyNpeanuTh poAauTenei (yXaKMBaIOIMIMUX JIUI) O BO3MOXKHBIX
0COOBIX yKa3aHUAX i JeTed (IOJAPOCTKOB), BKIIOYEHHBIX B pa3jiell JIMCTKa-BKiaabima "
VYnpasieHue TpaHCIIOPTHBIMU CPEACTBAMH M paboTa ¢ MEXaHU3MaMH'".

Ecau mpenapat He mokazaH HEKOTOPBIM WJIM BCEM MOATPYMIaM JIeTei, HE0OX0AMMO
MIPUBECTHU CBENICHUS, coAeprKauuecs B pazaene 4.2 o01eld XapakTepUCTUKU JIEKAPCTBEHHOTO
npernapara, Halpumep:

<He nmasaiiTe npenapar A€TAM B BO3pacTe OT X A0 y <JIeT> <MECALEB> BCIEICTBUE <
pucka [...]> <aesrGpeKTHBHOCTH> <TOT0, YTO IMOTCHIIMAIbHAS T10JIb3a HE IMPEBBIIIACT PUCKI>
, <BEpOSITHON HEOE30MaCHOCTI>.

BzaumopencTBUs ¢ APYTrUMU JIEKAPCTBEHHBIMU MpEenapaTaMHu.
Hpyrue npemnapatel 1 npenapar X

<Coobmmure JaeyaiieMy <Bpady> <Hjiu> <pabOTHHKY anTeKu> O TOM, 4TO Bbr <
IpHHHUMAaeTe> <I[IPHMCHAETC~>, HEAABHO <IIPHHHUMAJIH> <IIPHMCHAIH> HJIH MOXXETE Ha4aTh <
MPUHUMATE> <[IPUMEHATH> KaKue-11u0o0 Apyrue rnpenaparpl.>

B cooTtBercTBUM C pazgenom 4.5 o0miel xapaKTepUCTUKH JICKAPCTBEHHOTO TMpernapara
HE0OXOUMO OMNHcaTh BIUSHHUE JIPYTUX NpernapaToB Ha paccMaTpUBAaEeMbld IpemnapaTr H
paccMaTpuBaeMoro mpemnapara Ha Jpyrue npenapatel. Jlpyrue npenapatbl HEOOXOIUMO
yKa3bpIBaTh Kak (papmakorepaneBTuueckyto rpynny unu MHH (HeoOxomumo ykas3wiBaTh
cHayana obmieynorpedoutensubie Tepmuabl 1 MHH B ckoOkax, eciu TOIbKO B3aUMOJICUCTBUE



"

HE IMPOUCXOAUT C OJHUM JECHCTBYIOIIMM BELIECTBOM M3 BCETO Kjlacca, HalpuMep,
npaBacTaTUH (Mpenapar, IPUMEHSEMbIA JUIsl CHUKEHUS COAEp)KaHMs XOJjecTepuHa)"), mo
BO3MOKHOCTH.

B HekoTopbIX ciiyyasx, eciu 3TO OyJeT MOJE3HO MalMeHTy, MOKHO KPaTKO OMHCaTh
MOCJEACTBUA B3auMOJEWCTBUS npenaparta. Hanmpumep, s o0o3HaueHUsT IpenapaTos,
KOTOPBIE HEJIb3s NPUMEHATH C JaHHBIM MpenaparoM: "He npuHumaliite npenapatr X BMECTE €
Y (mpenapaToM, NpUMEHIEMOM IIPHU Z), TOCKOJIBKY 3TO MOKET MPUBECTH K <CHUKEHUIO €Tr0
s dexTa> <HexenaTeNbHOU peakuun™>".

Jlns mpenapaToB, KOMOMHALMM C KOTOPBIMH clielyeT u30eraTh, U Ipenaparos,
KOMOMHAIlUM € KOTOPHIMU TpeOyIOT OINpeaeiIeHHON MpeJoCTOPOKHOCTU (Hampumep,
KOPpPEKLIHMHU J03bl, B OTUX CIydYasX CJIEIyeT NaThb NEPEKPECTHYIO CCBUIKY Ha paszen 3
JUCTKa-BKIaabla). Hampumep, ecnum uMeeTcss BEPOSTHOCTb, 4YTO B PE3YJIbTaTe
B3aUMOJCUCTBUS TOPMOHAJIbHBIA MEPOPAIBHBIA KOHTPALCNTUB IOTEPSET CBOIO
3¢ ()EKTUBHOCTH, TAUEHTY CIEAYET PEKOMEHI0BATh UCIIOJIb30BATh APYTOM TOMOJHUTEIbHBIN
METO]1 KOHTpalenIuu (Hanpumep, 6apbepHble KOHTPAICTITUBI).

CBeneHnil 0 B3aMMOJEHCTBUH IIpErapara ¢ pacTUTEIbHBIMU WA aJbTEPHATUBHBIMHU
BUJIaMU TepanuM YyKa3blBAIOT MPU UX HAIWYUU B paznene 4.5 oOmiell xapakTepUCTHKU
JIEKapCTBEHHOTO Ipernapara.

B3anmoneiicTBre ¢ NMULEH U HAITUTKAMM.
[Ipenapar X ¢ <guwen> <,> <u> <HallUTKaMu> <,> <u> <aJKOroJeM>

[Ipyn HaMUKMKM COOTBETCTBYIOIIMX yKa3aHWU B pazaene 4.5 o0lieil XxapakTepUCTHKU
JIEKapCTBEHHOTO TIpernapata HEOO0XOJAMMO TPUBECTH CBEJICHHUS O JPYrUX BHUIAX
B3auMoJieiicTBusd. Hampumep, manueHTbl HE JOJDKHBI YNOTPEOISATH MOJOKO BMECTE C
TEeTpalUKIMHAMH, aJKOTOoJb IpHU Je4eHUuH OeH3oauasenuHamMu. B sTom paznene He
MIPUBOJATCS PEKOMEHJALNY O IPUEME Ipenapara 10, BO BpeMs WM MOCIIE €bl, TIOCKOJIBKY
X HE0OXOJIMMO BKJIIOUMTH B paszien 3 JUCTKa-BKJIAJbIIIA, HO MPUBOAUTCSA MEPEeKpecTHas
CCBUIKA Ha YKa3aHHBIN pa3Jes JIMCTKA-BKIabIIIA.

[IpumeHeHne OepeMEHHBIMU U KOPMSIIMMU TPYAbI0 JKEHIIMHAMH, CBEICHUSA O
(hepTUITBLHOCTH.

bepeMeHHOCTh <p> <,>TpyAHOE BCKapMJIUBAHUE <H (PEPTHILHOCTH>
Ecnu cBenenust 0 mpuMEHEHHUH TIpenapara CylIeCTBEHHO pa3inyaroTcs, nHopMaius o
OepeMEHHOCTH, KOPMIIEHUHU TPYAbI0 U (PEPTUIBHOCTH MPEACTABISAETCA IMOJ OTAEIbHBIMU
1032 0JIOBKAMH.
Heo0x0oauMo BKITIOYUTH B JTMCTOK-BKIIA I PE3IOMUPYIOIINE CBEACHMS, IPUBEJICHHbBIC B
pazzene 4.6 o01iel XxapaKTepUCTUKH JIEKAPCTBEHHOT'O IIperapara, a TakKe cieyomiee:
<Eciu Bbr 6epeMeHHbI HIIH KOPMHTE IPY/bIO, MPEANoaaraere, 4yro 3a0epeMeHeIH, HilH
I1aHupyeTe 6EpeMEHHOCTD, IIEPE] HAYaa0M IIPUMEHEHHS NPenapara NpOKOHCYIbTHPYHTECh
¢ <UreyamiuMm BpadyoM™> <HJIH> <paOOTHHKOM arTeKH.>



Ecnu npenapart npoTuBomnokasaH npu 0epeMeHHOCTH U (WJIH) TPYAHOM BCKapMIIMBAHUU,
BO BceX paszjenax JucTka-Bkiajpima ("depTusbHOCTb, OEPEMEHHOCTh M JIaKTalus'")
npejacTaBisiercs onuHakoBas nadopmarus ("He npuanmaiite (mpumMensiite) npemnapat X"), a
TaKKe BKJIFOYAETCsl MHPOPMAIIUS O TEPATOTEHHOCTH TIPU HAJTUYUH.

Brnusitaue Ha criocOOHOCTHh yMpaBisATh TPAHCTIOPTHBIMU CPEICTBAMU WM PabOTaTh C
MEXaHU3MaMH.
VYrpaBiieHre TpaHCIOPTHBIMU CPEJICTBAMU U paboTa ¢ MEXaHU3MAMU
[Ipu wanuuuum B pasnpene 4.7 oOuiedl XxapakTepUCTHKU JIEKAPCTBEHHOTO Mpemnapara
MpeayNpPeIUTEIIbHBIX PEKOMEHAAIMM MX HE0OXOJUMO YyKa3aTh Ha MOHSTHOM MallUCHTY
Pa3rOBOPHOM SI3BIKE.

Jlep>kaTenu perucTpalluOHHBIX YI0CTOBEPEHUM 1O KHBI YUYUTHIBATh, UTO JICKAPCTBEHHBIC
mpemapaTthl, NPUHUMAaeMble JEeThbMH, MOTYT TpeOOBaTh YKa3aHHWS CHEIHATbHBIX
pexoMenanuii. Hanpumep, B yactu 06€30MacHOCTH TOPOKHOTO JBUKEHUS (HECMOTPS Ha TO,
YTO JETSIM B NPHUHIUIIE HE pa3peuieHO YNpaBiATh aBTOMOOWIIEM, CIElyeT YyKa3aTh B
JIMCTKE-BKJIAIBIIIE MOTYT JIM AETH KaTaThCsl HA BEJIOCUIIENIE, CAMOKATE U T. II.).

PexoMeH1aninm JOJKHBI BKIIIOYATh OOBSICHEHHS IPUYMH HEXEIaTEIbHOCTH YIIPABICHUS
TPaHCIIOPTHBIMU CPEJICTBAMH HIIM PaObOTHI C MEXaHU3MaMU TAIMEeHTaM, a TakKe yKa3aHue Ha
HEO0OXOIMMOCTh KOHCYJIbTAIIUU C JICYAIIUM BPayoOM, €CJIM MaIllMEeHThl 3aXOTAT BBINOJIHATH 3TH
JNEUCTBUSL.

OcoOble yka3zaHusl, KacatoUuIuecs: BCIIOMOTaTeIbHbIX BEIECTB.

<IIpenapar X coaep>xuT {HauMEeHOBaHHUE BCIIOMOIaTeJabHBIX(0r0) BEIeCTB(a) }>

Ecnu npumenumo, B TaHHOM pa3jieie He0OX0IUMO MPUBECTH OCOObIE YKa3aHUsS O TeX
BCIIOMOTaTENbHBIX BEIIECTBAaX, CBEJICHUS O KOTOPBHIX HEOOXOIUMBI JJisi O€30MacHOro M
3¢ (PEeKTUBHOTO MPUMEHEHUS U KOTOPhIE BKIIOYEHBI B mpuiiokeHue Ne 1 k TpeOoBaHMSIM K
HHCTPYKIIMU 1O MEIUIIMHCKOMY TMPUMEHEHUIO JIEKapCTBEHHOTO IMpemnapara u oOuen
XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpenapara Juisi MEIUIIMHCKOTrO MPUMEHEHHUS, U B pa3zeln
4.4 oOmel xapaKTepUCTUKH JIEKApCTBEHHOTO Mpemnapara. JlaHHBIM pas3nen cleayeT
UCKJIIOUUTh, €CJIM TMpenapar HE COAEPKUT BCIOMOTATEIbHBIX BEIIECTB C H3BECTHBIM
neiictBueM. Eciu mpuBOASTCS CCBUIKM Ha IPYTroM pas3fen JMCTKa-BKIaJblia (Hampumep, B
CBSI3M C HAJMYMEM B COCTaBe aJKOrojs), TpeOyercs oOpaTHas CChUIKA U3 3TUX Pa3JiesioB
JIMCTKA-BKJIAJIBIIIA HA OCOOBIE YKa3aHUsI O BCIIOMOTATEIbHBIX BEIIECTBAX U BbI3bIBAEMbIX MU
NEeUCTBUAX (HampuMmep, BIUSHUE Ha CIIOCOOHOCTHh YMPABISATH TPAHCHOPTHBIM CPEICTBOM,
OEpEeMEHHOCTh U TPYAHOE BCKapMJIIMBAaHKE, ICHCTBUE Ha JCTEH).

3. <IIpuem> <[IpumeHeHHE> npenapara X

B mpocTeix ciydasx cnegyromue 3 31eMeHTa MOKHO 00beTMHUTD B OAMH a03all.
1. Ho3a (paznen 4.2 o011ei XapaKTEPUCTUKH JICKAPCTBEHHOTO Mpernaparta).
Jlst TeKkapCTBEHHBIX MPENapaToB, OTITYCKAEMBIX IO PEIENTY, JOJKHBI ObITh CACITaHbI
CJEIyIOUIUE YKa3aHUS:



<Bcerana <upuHuManTe> <IPHUMEHAHTE™> Npenapar B IOJHOM COOTBETCTBHH C
PpeKOMeHIaIHAMH JIeyalllero Bpadya <WJd pabOoTHHKA anteku™. llpu MosABJI€HUH COMHCHHI
IIOCOBETYHTECH C <JICYAITUM BpadoM™> <HJIH> <paOOTHHKOM ANTEeKH™>.

<PexomeHayemas no3a: ...>
JI71s1 IekapCTBEHHBIX MPEnapaToB, OTIIYCKAEMbIX 0€3 pelenTa, JOJKHBI ObITh CACIaHbI
yKa3aHUs:
<Bcerzaa <npuHHMaHTEe> <[NPHMEHAHTE™> JaHHBIH NPENapaT B IIOJHOM COOTBETCTBHH C
JaHHBIM JIHCTKOM HJIM C DPEKOMCHJallHAMH Jiedallero Bpada <pa60THHKa anrtekp> <
MEIHLUHCKOH ceCcTpbl>. 1Ipu MOABJIEHHH COMHEHHH MOCOBETYHTECH C <JIeHalllUM BPadyoM™> <,
> <pau> <,> <paOOTHHUKOM aNTEKH> <HJIH MEIHIIHHCKOH CECTPOH>.
<PexomeHjayemas nosa: ...>
HeoOxomuMo yka3zath CBEICHHS O MaKCHMaJIbHOW OJHOKPATHOM, CyTOYHOW W (WJIN)
oOmieit (KypcoBoil) mo3ze npu Hamuuuu. Ecnum pexkuM A03MPOBAHUS TPU PA3TUUYHBIX
MOKA3aHUSAX WM Yy Pa3IUYHBIX MNOMYJSIUM (HampuMep, y MOXUIIBIX, MAaIMEHTOB C
HapylieHueM (QYHKIMU TEYEHH, MOYEK) OTIMYAETCs, CIEeAyeT CllelaTh JOMOJIHUTEIbHbIC
noja3arojoBku. Heo6xoaumo ykazath peKOMEHIyEMYIO 103y U IPU HEOOXOJIMMOCTH BpeMs, B
KOTOpPOE ITpenapar MOKHO WU CIEAyeT IPUMEHSATD.
<lIpumeHeHHe y neTeHd <d 10APOCTKOB>
Ecnu npenapar rnokasaH pa3jIMyHbIM BO3PACTHBIM I'PYHIIaM C PA3JIMYAOMIUMUCS JO03aMHU,
croco0aMH €ro MPUMEHEHHMs, YaCTOTOM BBEACHUS WJIM MPOJAODKUTEIBHOCTBIO TEparu,
HEO0OXOMMO JIaTh WHCTPYKITUHU IO MPUMEHECHHIO TIperapara Jyisl KaX0i BO3PACTHON TPYIIIIBI

[Ipu Hanuuuu O6oJsee NOAXOAANIEH sl IPUMEHEHUS TO3UPOBKH U (WIIH) JIEKApCTBEHHOM
(GOopMBbI 1711 HEKOTOPBIX WM BCEX MOATPYIII IeTeHl (Hanmpumep, pacTBOp Ui pueMa BHYTPb
IUISL IeTel ), Ha 3TO CIIEyeT yKa3aTh, HAlpUMep:

<Jlpyras(ue) dopma(sl) mpemapata MOXKET Jydlle MNOAXOIUTH JETIM,
MPOKOHCYJIBTUPYUTECH C JICUALUM BPAuOM WJIU paOOTHUKOM anTeKu™>.

2. IlyTp u (un) cnocoO BBeneHus (pazaen 4.2 oOuield XapaKTEPUCTUKU JIEKAPCTBEHHOTO
npenapara).

[Tpy HEOOXOAMMOCTH YKa3bIBAETCS MyTh BBEIECHUS U IPUBOASITCS MOHATHBIE TALUEHTY
O0OBSCHEHHUSI.

Crnoco0 BBefieHUs (PEKOMEHAALMH 110 TPAaBUILHOMY MPUMEHEHHIO IIpenapara (Hanpumep
, "He mpornateiBate", "He xeBats", "BeTpsaxnyTs nepen npumenenueM'")). Ciaenayer ykazaTh
MPUYHMHY TOJA00HON pekoMeH1auuu (Hanpumep, "He paznambiBaTh U HE KPOIIUTH TaOIETKY(H
). B IpOoTMBHOM cilyyae BO3HUKAET yrpo3a Mepeao3UPOBKH, OCKOJIBKY MTpenapar MOCTYIHT B
OpraHu3M O4Y€Hb OBICTPO").

Heobxonumo mpuBecTH onucanue (BO3MOXKHO, ¢ MIUTIOCTPALMEH) crtoco0a BCKPBITHS
NEPBUYHBIX YNAKOBOK, 3AlIUIIEHHBIX OT JETeH, WM APYTUX MEePBUYHBIX YIAaKOBOK,
OTKPBIBAIOIINXCSI HEOOBIYHBIM CITOCOOOM, €CITU TPUMEHHUMO.



HeoOxonuMo npuBecTH peKOMEHJallMi OTHOCUTENIbHO MpHUeMa Ipenapara ¢ eA0u, BO
BpeMs U (WJIM) 0 MpUeMa MUY WIK YETKO yKa3aTh, YTO MHILA HE OKa3bIBACT BIMSHUE HA
npenapar u Ap., €CJIM 3HaYUMO.

<JIunusg pazioma (pucka) NpeaHa3Ha4YeHa HCKIIOYUTEIBHO JUIS pa3iaMbIBaHHUS Ta0JIeTKH
¢ Hesbro 00JIerdeHus MporjaaTbIBaHusA, a He VIS pa3/gcjIeHus Ha PaBHBIE J1O3bL.>.

<JIunus paznoma (pucka) He NpeaHA3HAYEHA /U pa3/ieJIeHUS Ta0JIeTKH.>.

<TabieTKy MOXHO pa3/ieJIATh Ha PpaBHbIE JO3bL.>

3. IlponomxkuTenbHOCTh Tepanuu (pasnen 4.2 oOiiel XxapakTepUCTUKH JIEKapCTBEHHOTO
npemnapara).

Ecnu npumenumMo, 0COOEHHO B OTHOILIEHUHU MpEnapaToB, OTIyCKaeMbIX O€3 pelernTa,
HE00XOAMMO MPUBECTU YETKUE PEKOMEHAALINH O:

CTaHAAPTHOMN JJIMTEIBHOCTH IPUMEHEHUS;
MaKCUMaJIbHOW JTUTEIBbHOCTH TPUMEHEHHS;
HEOOXOIMMBIX HHTEPBAJIAX MEXY KypCaMHU JICUEHUS;
ClTy4asix, TpeOYIOIHUX OTPaHUYCHUS IITUTEIHLHOCTH MPUMEHEHHS.
Ecnu nns nmekapCTBEHHBIX NpenapaToB TpeOyeTcs BKIOUYEHHE B JaHHBIM pasjen
JIMCTKA-BKJIA/IBIIIA JOTIOJHUTEIBHBIX CBEEHUM, UCIIOJIB3YIOTCS CIETYOLINE 3aIr0JOBKH:
<Ecnau Bpl <apuHsIH> <OpUMEHHIH> npenaparta X 00JblIe, 4eM CI€]0BaI0>

Heobxonumo onucarh KIMHUYECKHE CUMITOMBI, €CJIM MPOU30IILIA Mepeo3UpOBKa, U
Croco0 KyMUpPOBAHUS MEPEO3UPOBKHM B COOTBETCTBUM C OONIEH XapaKTepHCTUKOM
JIEKapCTBEHHOTO IIperapara.

<Ec/i BbI 3a0bLTH <IIPHHATE> <[MPHMEHHTH> X>

Heo0xoaumo naTh 4eTKue yKazaHus MalMeHTaM, YTO CIEAYEeT JAeNaTh PpU HEPETYISIPHOM
IIPUMEHEHUY IIpenapara, HalpuMep, yKa3aTb MAaKCUMAJIBHBI UHTEPBAJI, B TEUEHUE KOTOPOIO
MOKHO MPUHSATH 3a0BITYI0 103y (B COOTBETCTBUH C pazaesioM 4.2 oOuied XxapakTepUCTUKH
JIEKapCTBEHHOTI'O IIpenapara).

<He npuHumarite JBOHHYIO /103y, YTOObI KOMIIEHCHPOBATh MPOMYIICHHYIO <Ta0IeTKy> <
A03y> <...”>.

<Ecsn BblI npekpatiid <npuem> <[IpHMEHEHHE> npernapara X>

OnummTe CUMOTOMBI CUHAPOMA "OTMEHBI" U CIIOCO0 NX MUHUMU3ALMU B COOTBETCTBHH C
pasznenoM 4.2 u (unu) pazaenom 4.4 oOiel XxapakKTepUCTHKHY JIEKapCTBEHHOTO Mperapara.

Ecnau npuMeHnMo, ClaeayeT OnucaTh BO3MOKHBIE ITOCHEACTBUS TOCPOYHOIO MPEKPAIICHUS
Kypca JI€UeHHs] U HEeOOXOJUMOCTh MPEeABAPUTEIbHON KOHCYIbTAIIMK C JICYAIMM BpPayOM,
PabOTHUKOM arTeKH WM METUIUHCKON CECTPOH.

JlaHHBIN pa3nen 3aBeplaeTcs CAeAYOUUM HHPOPMAIIMOHHBIM (pparMeHToM:

<[lpu HanU4YUU BONPOCOB 110 IPUMEHEHHIO IPenapara, o0paTuTeCh K <JjiedaljeMy Bpady>
<,> <wian> <pabOTHHKY aNTeKn> <,> <HJIH> <MEAHIHHCKOH cecTpe>.>

4. Bo3MOXXHBIC HEXENATSIbHBIE PEaKIUI



Onucanue HexenaTeIbHbIX PEaKIUM.
JlaHHbII pa3zien JIMCTKa-BKIaAbIlIa CIeyeT Ha4aTh CIeAYIOIUM a03aleM:
<[lonobHO BCEeM JIEKapCTBEHHBIM IPEMapaTaM IPEnapaT MOKET BbI3BIBATh
HesKeJIaTeIbHbIEe PEaKI[HH, OJHAKO OHH BO3ZHHUKAIOT HE Y BCEX.>

JlaHHBIN pa3/ien JTUCTKA-BKIIAbIINIA, KaK MPAaBUIIO, CIEAYET pa3fAeinTh HA 2 4acTH, TaK KaK
HE0OXO0IMMO MPEJICTABUTH JOCTATOYHO MOHITHOE MAIMEHTY OMUCAHUE SIBHBIX KIMHUYECKUX
MIPU3HAKOB U CUMIITOMOB, MO3BOJISIIOIIEE EMY PAaclo3HaTh Bce 0003HAUEHHBIE B paszzeine 4.8
oOIell XxapaKTepUCTUKHU JIEKapCTBEHHOTO Mpernapara HeXelaTellbHble PeaKIuu, KOTOPhIe
MOT'YT BO3HUKHYTb.

Brauane HeoOX0aMMO BBIICTUTh HANOOJIEE CEPhE3HBIE HEXKETaTeIbHbIC PEAKIINHN U JaTh
MalnreHTaM YeTKHE MHCTPYKIMU OTHOCUTEIBLHO MPUHUMAEMbIX Mep (HarmpuMep, MpeKpaTUuTh
MpUeM Tpernapara u (i) HEMEIJICHHO O0OpaTUTHCS 32 MEIUIIMHCKOW MMOMOIIBIO, TIPH 3TOM
11e71eco00pa3HoO UCTIONB30BaTh CI0BO "cpazy" uiau "HeMeIeHHO").

3aTeM B JIUCTKE-BKJIAJIBIIIE MPUBOJUTCS MEPEUCHb BCEX OCTAJbHBIX HEXEIaTEIbHbBIX
peakIui ¢ yKa3aHMEeM 4YacTOThl MX BO3HUKHOBEHHS, HauMHas ¢ HauOosee yacThix (0e3
MOBTOPEHUS HauboJiee CePhE3HBIX).

B pamkax kaxaoro u3 3TUX pa3JeioB HEKEIaTeIbHbIE PEAKIIUU CIEIYET CIPYNIUPOBATh
0 UX YyacTtore. PekoMeHIyeTcs clieayronias rpagaius 4aCTOThI:

OYEHb YaCTO — MOTYT BO3HUKATh OoJiee yeM y 1 uenoseka u3 10;

4acTO — MOT'YT BO3HHUKaTh He OoJiee ueM y 1 uenoseka u3 10;

HEYacTO — MOT'YT BO3HUKaTh He Oosiee ueM y | uenoseka u3 100;

pEeIKO — MOTYT BO3HUKATh He Oojiee yeM y 1 uenoBeka u3 1 000;

OUYEHb PEAKO — MOTYT BO3HUKATh He Oosiee ueM y 1 yenoBeka u3z 10 000;

4acTOTa HEU3BECTHA — HA OCHOBAHUH MMEIOIINXCA JIAHHBIX OLIEHUTh HEBO3MOXKHO.

JlaHHYI0 Tpajaliio YacTOThl HEXKEJIaTEeNbHbIX PEaKLUUid He CIIeyeT yKa3blBaTh Mepes
MEpEYHEM HEXKEJIATENbHbIX pPEaKIUil, MOCKOJbKY OHa, KaK I0Ka3aJlo TECTUPOBAHUE
MOTpeOUTENCH, MOKET BBOAUTH MAIIUEHTOB B 3201y K/ICHHE.

B nro6om cnydae npu yKa3zaHUM BEPOSITHOCTH BO3HUKHOBEHHUS HEXKETATEIbHBIX PeaKIInil
HE0OXOJAMMO MO BO3MOKHOCTH JaTh ONMKHCAHUE M MPHUBECTH YUCIIOBBIC JaHHBIC. YUUTHIBAS,
YTO TECTHPOBAHHME MALMEHTOB MOKA3aJ0, YTO TaKHE MPEIJIOKEHUs, KaK "BO3HHKaeT Ooiiee
yeM y 1 u3 100, Ho meHee uem y 1 u3 10" HEe coBceM MOHATHBI MAlIMEHTaM, UCIIOJIb30BaTh UX
He cnenyet. He ciaemyer Takke yka3blBaTh Ha3BaHUSI CHCTEMHO-OPTraHHbIX KjIaccoB. OHAKO
€CIIM 4YacTOTa HEXKEJNAaTeIbHBIX pPEaKIMid HEU3BECTHA (HANpUMEp, IJIs JEKapCTBEHHBIX
MpenapaToB, JJIUTEIbLHO OOpallatoNIMXCcsl Ha PbIHKE M MO3TOMY HE UMEIOIIUX Pe3yJbTaToB
y4eTa 4acTOThl BOBHMKHOBEHUSI HEXKENATEIbHBIX PEAKIIUi B paMKaX COBPEMEHHOW CUCTEMBbI
(dapmakoHa30pa) B KaueCTBE 3aroJIOBKOB JIOMYCKAETCS MCIOJIb30BATh MOHATHBIE MAIUEHTY
CJIOBA, 0003HAYAOIINE OPraHbl YEJIOBEKA, HAIPUMED, KOXKA, )KEIYI0K U KUILIEYHUK U Jp.

</lorioTHUTEIbHBIE HEXXEAATEIbHBIC PEAKIIUH Y JJeTeH <H MOAPOCTKOB>



Ecnu npuMennmo (B COOTBETCTBUU CO CBEACHUSIMU, COJIEPKAIIUMHU B pazjene 4.8 ooein
XapaKTepUCTUKU JIEKAPCTBEHHOTO Mpenapara), B JaHHOM pas3jiefie JIMCTKa-BKJIaJbIIa
HE00X0MMO 0003HAYHTH BCE KIIMHUYECKU 3HAUMMbBIC PA3INYMs B HEXKEIATCIIbHBIX PEaKITUIX
B JTIOOBIX MOJrPYIMax JeTeH M0 CPAaBHEHUIO C JIPYTUMH MOATPYNIIaMU WU B3POCIBIMHU.

JIns Bcex JIEKapCTBEHHBIX MpeEnapaToB B KOHIE pasjieia 4 JHUCTKa-BKIIAAbIIIa
HEO0OXO0IMMO yKa3aTh CIAEAYIOIIMM 1MO3aroJIOBOK U TEKCTOBBIN (hparMeHT.

CooO1ieHue o HexenaTeNIbHbIX PEeaKIHIX

<Ecnu y Bac BO3HHKAarOT KakHE-TH00 HexKeaaTeIbHbIe PEaKIuH, IPOKOHCYIbTHPYHTECH C
<Bpauom> <,> <uau> <pabOOTHHKOM anTeKku> <,> <HJIH MEAHUIHHCKOH cecTpoi>. /[aHHAas
PEKOMEHAIHS PACTIPOCTPAHAECTCS HA JIFOObIe BO3MOKHBIC HEKEJIATEIbHBIC PEAKIIHH, B TOM
yHucje Ha He INEepeqyHCICHHbIe B JIHCTKE-BKJIAJbIIIC. BBl Takxe MOXeTe cOOOUIUTh O
HE)XEIAaTeIbHBIX PEAKIHAX HANpPIMYI0 d9epe3 CHCTeMY COOOHICHHH TOCyTapCTB — YJICHOB
EBpa3zuiickoro 3k0OHOMHYECKOTr0 cOro3a {yKa3aTe HOpSI0K JocTyna Kk cucteme}. Coobuias o
HE)XeJIaTeJbHbIX peakUuax, Bbel momoraere noyuuts 0oJibllie CBEAEHHH O 0€30IaCHOCTH
rnperapara.>

Bxiroyats B e4aTHbIE MaTEPHAIIbI CCHUIKY Ha CUCTEMY COOOIIEHUHN TOCYAapCTB — YWICHOB
EBpa3zuiickoro sKOHOMHUYECKOI0 coto3a (fanee — rocyaapcrBa-uieHsl, Coro3) He TpeOyeTcs.
[IpuBeneHHBIN BbINIE (pParMeHT CCBUIKHU, 3aKJIIOUYEHHBIA B (QUTypHBIE CKOOKH {},
MCITIOJIB3YETCsI JIUITH B OMYOIMKOBAHHOM 0/T00pEHHOM BepcHH HH(POPMAIIUU O JICKAPCTBEHHOM
npenapare.

[IpeacTaBieHHblE HUXKE MPUMEPHI peaav3alid TAaKOW CCHUIKA HE SIBISIOTCS
UCUYEPIBIBAIOIINMU, H33ailH U PACHOJIOKEHUE CBEICHUN B JIMCTKE-BKJIAJBIIIE JOJIKHBI
OTpa)kaTh MOJAPOOHBIE CBENECHMS. B 3aBUCMMOCTH OT IpaBUJI IPAMMAaTUKH UCIOJIb3yEMOTO
S3bIKA MOKET MOTPEeOOBATHCS JTMHTBUCTHYECKAS TIPABKA.

Ecnu nanHble 0 cucTeMe COOOIIEHMH KpaTkue (Hampumep, TOJIbKO CaWT B
WH(POPMAIIMOHHO-TEIIEKOMMYHHUKAITMOHHON ceTu "HHTepHeT"), MOXXHO BKIIOYHTH OTHU
JTAaHHBIE B TEKCT, HAIIPUMED:

<Ecnm y Bac BO3HUKAIOT KaKue-Tu00 HeXKeIaTeIbHBIE PEAKIIUH, TPOKOHCYIBTHPYHTECH C
<Bpayom> <,> <wir> <paOOTHUKOM anTeKu> <,> <WIn> <MeJIUIMHCKOU cecTpoi>. K Hum
TaK)K€ OTHOCATCS JIFOObIE HEXeNaTelIbHbIE PEAaKIINK, HE YKA3aHHbIE B JIMCTKE-BKIIA bIIIE. Bol
TaK)K€ MOXKETE COOOIIUTh O HEXENATeNbHBIX PEAKIHAX HAMPIAMYIO U4epe3 WWW.XXX.XX.XX.
Coobmas 0 HexXenaTelbHBIX peakUuusX, Bol momoraere moixyduTh OOJIbIIE CBEICHUN O
0e30macHOCTH Mpenapara>.

Ecnu nannble o cucteMe cooOumieHHil 0ObeMHBbIE, HAapUMEp, aJpec, CalT B
nH(})OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOW ceTh "VHTepHeT" M ambTepHAaTUBHBIE CIIOCOOBI
JUIsl AOCTaBKU MHGOpMaIuu, U (WIK) JUCTOK-BKIAJBIII IPUMEHsETCsS 00jiee YeM B OJIHOM
rocyAapCcTBe-4iIeHe, JOMYCKAeTCs CIEeIYOIUN BapuaHT U3J10KEHN HH(POpMaLUu:

<Ecnu y Bac BO3HUKAIOT Kakhe-Tu00 HexXenaTelIbHbIE PEAKIIUHU, TPOKOHCYIBTUPYHTECH C
<Bpauom> <,> <UJIM> <paOOTHHUKOM aNTeKu> <,> <WJIn> <MEIHULMHCKOHN cecTpoir>. K HUM



TaK)K€ OTHOCSITCS JIIOObIE HeXelaTelIbHbIE PEaKluK, He YKa3aHHbIE B JINCTKE-BKIIAbIIIE. Bb
TaKXke MOXETE COOOIIUTh O HEXKEeNATeIbHBIX peakiusax HanpsMyro (cMm. Hrke). CooOias o
HEKeJlaTeIbHBIX peakluusX, Bel momoraere moixy4uTh OOJbIIE CBEACHUH O O€30MacHOCTU
npernapara.

{l'ocynapcTBO — wieH EBpa3suiickoro 5KOHOMUYECKOT0 COr03a |

{YnonnomoueHHBI opraH (ymoJHOMOYEHHAas OpraHU3alus) TocyJapcTBa — YJIeHa

EBpa3uiickoro 3kOHOMHYECKOI'0 COK03a}

{Anpec: UHAEKC, TOPOJI, YIUIa, HOMEP 3JaHus }

{Tenedon}

{Daxkc}

{OnexTpoHHas rmoyTa}

{Caiit B nH(pOPMAITMOHHO-TEIIEKOMMYHUKAIIMOHHOHN ceTn "UHTepHet"}

5. Xpanenue npenapara X

<XpaHuTe JEKapCTBEHHBIN NpenapaTr B HEAOCTYITHOM I I€TeH MeCTe.>
JlaTa ricTeueHus Ccpoka rOJJHOCTH (CpoKa XpaHEHUs).
Ecnn B MapkupoOBKe MCIONIB3YETCS CIIEIUAIBHOE COKPAIIEHUE JaThl UICTEYEHHUs CPOKa
TOJIHOCTH, €T0 CJIEeAYET Mo LyOIupoBaTh JaHHOM pa3/ielie JIUCTKa-BKIa IbIIIA.
<He npumensiiTe npenapar mnocjae UCTEYEHUsS CPOKa FOJAHOCTH (CpoKa XpaHEHHs ),

YKa3aHHOTO <B> <Ha> <MapKHPOBKE> <KapTOHHOHN mauke> <dmakoHe> <...> <mociue {
COKpAIlleHHUE, UCIIOJIb3yEeMOE sl 1aThl UICTEUEHUS CPOKA TOJJHOCTH | .>

<JlaToil UCTeUYEHHUS CPOKA TOAHOCTH SIBJISICTCS MMOCJIEAHUMN JEHb JAHHOTO Mecsa.>

VYcnoBus XpaHEHHUS.

CBeneHus NOJKHBI COOTBETCTBOBATH pazjaeny 6.4 oOmeil XxapaKTepUCTUKHU
JIEKapCTBEHHOTO Tpernapara, CTaHIapTHbie POPMYIUPOBKH JIJIsl yKa3aHUS yCIOBUN XpaHEHUS
npenapaToB MPUBEIECHBI B MNpHIOKeHUH Ne 6 K TpeOOBaHMSAM K HMHCTPYKIUH IO
MEJUIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOIO IMpernapata M oOIeld XapaKTepUCTHKE
JIEKapCTBEHHOTIO Mpernapara sl MEIULMHCKOTO IIPUMEHEHUS.

Cpok rogHoCTH (CpOK XpaHEHHMS) IMOCJIE BOCCTAHOBIICHUS, Pa3BEACHUS WM TIOCIIE
NEPBOTO BCKPBITHS MEPBUYHOMN YITAKOBKH (€CIM MPUMEHHUMO).

CBeneHusl NOJKHBI COOTBETCTBOBATH pazjaeny 6.3 oOmeil XxapaKTepUCTUKHU
JIEKapCTBEHHOIO Tpernapara U ykazaHusM npuiiokeHuss Ne 7 k TpeOoBaHUSIM K UHCTPYKIIUU
0 MEIULIMHCKOMY MPUMEHEHMIO JIEKApCTBEHHOI'O Mpernapara U oOIlIeld XapaKTEepUCTHKE
JIEKaApCTBEHHOI'O IIperapara il MEIULMHCKOIO IIPUMEHEHUS.

[Ipenynpexaenuss o mpu3HaKaxX HENPUTOJHOCTH Mpenapara K NPUMEHEHUIO (B
COOTBETCTBYIOIIUX CIy4asix).
<He npumensiite npenapat, eciu Bbl 3ameTwiin {onucaHue BUAUMBIX MPU3HAKOB
HEIPUTOAHOCTH Mpenapara sl IpUMEHEeHHs | .>



<He BwiOpachiBaiiTe (HE BBUIMBAWTE) Mpemapar B KaHAIM3AIHUIO <BOJOMPOBO>.
YTounute y pabOTHHKA anTeKH, KaK CleIyeT YTUIM3UPOBaTh (YHUUTOXKATh) MpernaparThl,
KOTOpbIE O0JIbIIIE HE TOTPEOYIOTCA. DTU MEPHI MO3BOJIAT 3AMIUTUTH OKPYIKAIOIIIYIO CPEIY.>.

6. ConepxuMoe YIIaKOBKH M AOIOJHUTEIFHBIC CBEICHUA

[TomHOE Mepeuncnenne TeNCTBYIOIINX BEMIECTB U BCIIOMOTATENbHBIX BEIIECTB.
[Ipenapar X conepkut
HeobOxonumo yka3zaTh NEHCTBYIOIIME BEIIECTBA (C yKa3aHUEM HX COJEp KaHUS
Ka4eCTBEHHO M KOJIMYECTBEHHO) M MPOYME KOMIIOHEHTHI (C yKa3aHUEM HUX COJIEpKaHUs
Ka4eCTBEHHO), C HUCMOJIb30BaHWEM HMX HAaMMEHOBAHUMU, MPUBEACHHBIX B paznenax 2 u 6.1
oOIell XxapakTepUCTUKH JICKapCTBEHHOTO TIpernapara, a TakKe Ha TOM sI3bIKE, Ha KOTOPOM
COCTAaBJIEH JIMCTOK-BKJIAbIILL.
</leticTByromuM(UMH) BEIIECTBOM(aMHu) ABIAETCA(IOTCA). ..>
Hanpumep, <Kaxxnas <rabmerka> <karcyjiaa> COACPXKUT X <rpamMm> <MHJUIUTpaMM>... {
JIEUCTBYIOIIETO BEIIECTBA | >,
<[Ipounm(u) <uHrpegueHTOoM(amu)> <(BCIIOMOTaTeJbHBIM(H) BEIIECTBOM(aMH))>
ABAAETCA(FOTCA). ..>
Ecniu nmpumeHuMMO, cieayeT NPUBECTH MEPEKPECTHYIO CCBUIKY Ha pasaen 2
JIMCTKa-BKJIAIbIIIA!
<IIpemapat X coaepXUT {HAMMEHOBAHUE BCIIOMOTATEIHLHOTO BEIIECTBA }>.

JlexapcTBeHHast popmMa, xapakTep U COJAEPKUMOE MEPBUYHON YNAKOBKH MO Macce,

00BeMy WIIA €IUHUTIAM JO3UPOBAHMUS.

Buemnuit Bug npenapara X U COIAEPKUMOE YITAKOBKH

JlexapctBeHHas hopma yKa3bIBaeTCs B COOTBETCTBUU ¢ HoMeHKIIaTypoil ieKapCTBEHHBIX
dbopwm, yrBepxkaeHHoM Pemenuem Komnernn EBpasuiickoii 5KOHOMUYECKOW KOMUCCUU OT 22
nexadps 2015 r. Ne 172, 1 1ONONHUTENBHO MPUBOAUTCS MOHITHOE MALMEHTY OObsICHEHUE (
npu HeoOXxoauMocTH). Ecnu Ha mepBUYHON yIaKOBKE MCIOJIb3YETCsl MOHATHBIN MAIMEHTY
TEPMHUH, €T0 HEOOXOUMO ITPUBECTH B CKOOKAX.

HeobxonuMo omucarh pu3nyeckue XapaKTepUCTUKHU, Hampumep, Gopmy, IIBET, BUI,
IPaBUPOBKY U T. 1. B COOTBETCTBHUH C pa3jiesioM 3 00IIeil XapaKTepUCTUKU JIEKAPCTBEHHOTO
Ipernapara.

Heo6xonumo omnucaTh Bce pa3Mephbl YIMAKOBOK JaHHOW JIEKapCTBEHHOU (OPMBI U
JO3UPOBKU B COOTBETCTBUM C pa3feiaoM 6.5 o0mieil XapakTepUCTUKU JIEKapCTBEHHOIO
npernapara, ¢ yKa3aHHEeM BCEX JIOMOIHUTEIbHBIX AJIEMEHTOB, BIOKEHHBIX B YIIAKOBKY, TAKUX
KaK WUIJIbl, TAMIIOHBI U T. JI. B OTHOIIIEHUM TPYNIOBOM YITaKOBKH HEOOXOAMMO YETKO yKa3aTh
COJIEP’)KUMOE YIIAaKOBKH, HanpuMep "mpemnapar X JTOCTYIEH B yIIaKOBKaX, cojaepKamux Y, Z
uiu W TabneTok, U B TPYIIOBOM yIaKOBKe, COCTOsIIECH U3 N KapTOHHBIX TMauek, Kaxaas u3
KOTOPBIX COAEPKUT M TabsieTok".



[Ipu HEoOXOAMMOCTH YKa3bIBAE€TCS, UTO HE BCE pa3Mephl YIIAKOBOK MOTYT HaXOJUTHCS B
obopore. JlomyckaeTcst yKa3bIBaTh MEPEKPECTHBIC CCHIIKKU HA JAPYTHUE JICKAPCTBEHHBIE (POPMBI
Y IO3UPOBKH.

Kareropus otirycka JIeKapCTBEHHOTO IIperapara

VYKa3pIBaeTCsl MPUHAJIEKHOCTD JICKAPCTBEHHOIO Ipenapara K OJHOM W3 CIIEAYIOIINX
KaTEroOpyui OTIyCKa:

<JlekapCTBEHHBII Npenapar OTHOCUTCA K KaTeropuu OTIycka <0e3 peuenta> <o
penenTy>, <B yCIOBHUAX JICUCOHO-MPOPUITAKTUICCKUX YUPEIKICHUN>.>.

VYKa3bIBalOTCSl YCJIOBUS WM OTPAHWYCHUSA, KACAOUIMECS MOCTABKU U UCIOJIb30BAHUS
JIEKapCTBEHHOro mpenapaTta (mpu Hanuuuu). Eciu peructpallMOHHOE YIOCTOBEPEHHUE
JIEKapCTBEHHOTO Mpernapara ObUIO BIJIAHO MIPU YCJIIOBUH BBITIOJIHEHUS OTIPEACIICHHBIX 0COOBIX
00513aTENbCTB, paccMaTpUBAEMbIil JIEKAPCTBEHHBIM MpenapaT MOKET HPUMEHSATHCA B
OTPEJICTICHHBIX CIIy4asiX, TOJBbKO MOJ CTPOTUM MEAUIIMHCKUM HaOII0JIeHueM (B YCIOBUSX
neueOHO-TPOUIIAKTUYECKUX YUpeXKAEHUI), a B ciaydae paguodapmMaieBTUHIECKUX
IpernapaToB — 1o HaOII0IEHHEM UMEIOIIIETO COOTBETCTBYIONIEE pa3pelleHre JIHIIA.

HaumeHnoBaHue u agpec aepxareliss perucTpaluOHHOTO YAOCTOBEPEHUS U IPOU3BOAUTENS
, OTBETCTBEHHOI'0 3a BBITYCKAOIIUNA KOHTPOJIb KA4€CTBA, €CJIM OHU HE PA3JIMYAOTCS.

Jlepxartesb perucTpalOHHOTO yAOCTOBEPEHUS U MPOU3BOIUTEb:

{HanmeHOBaHHe H aapec)

<{rem.}>

<{¢paxc{>

<{aapec 2JIeKTpOHHOH MOYTHI !>

HaumeHnoBaHue u agpec aepxareiiss perucTpalluOHHOTO YAOCTOBEPEHUS U IPOU3BOAUTENS
, OTBETCTBEHHOI'0 32 BBIITYCKAIOIIUNA KOHTPOJIb KAYE€CTBA, €CJIM OHU PA3JINYAOTCS.

Hepxareis peTHCTPaiOHHOrO YAOCTOBEPCHUA

HeoOxoauMo yka3aTh HaMMEHOBAHHE WU aApEC JEpKATENsl PErUCTPAIMOHHOTO
YIOCTOBEPEHHSI B COOTBETCTBUHU C pazjeioM 7 oOIled XapakTepUCTUKH JICKApCTBEHHOTO
mpernapara 4eTKO UASHTU(DUIIMPOBAB €T0 KaK JepKaTessl PETUCTPAIMOHHOTO yIOCTOBEPEHHS,
HaIpumep,

{Ha3BaHue cTpaHbl HA A3bIKE H3J10KeHHs TekcTa JIB} Ha3BaHue cTpaHbl IPUBOIUTCS HA
A3bIKE, HA KOTOPOM cocTasJieH JIB.

{HauMmeHOBaHHE Jep)KATEId peruCcTPalHOHHOIO Y0CTOBEPEHHS |

{iOpuanqeckuii (pakTudeckuit) aapec}

<{ren.}>

<{taxc}>

<{aapec 2JIeKTpOHHOH MOYTHI !>

HanmenoBanme cTpaHpl U aapec HEOOXOIWMO YKa3bIBaTh Ha SI3BIKE, HA KOTOPOM
COCTaBJIEH JIMCTOK-BKJIAAbI. Jlnsg pgepxkarened perucTpaluoOHHBIX YJAOCTOBEPEHUU,
PACIONIOKEHHBIX Ha TEPPUTOPUU TPETHUX CTPAH CJIEAYET UCIO0JIb30BaTh JIATUHCKUM an(aBuT.



Jlomyckaercst ykazaTtb HoMepa TeneQoHOB, (PakcoB U agpeca dIEKTPOHHOM MOYThI (BeO-CalThI
1 DJIEKTPOHHYIO MOYTY, CBSI3BIBAIOIIYIOCS C BeO-caliTaMM, YKa3bIBaTh HE JIOMTYCKAECTCs).
IIpousBoguTeNb
HeoOxomuMo yka3zaTh HaMMEHOBAaHUE W aJpec MPOU3BOJIUTEIISI, OTBETCTBEHHOTO 3a
BBIITYCKAIONIMN KOHTPOJb KAayecTBa Ha S3bIKE, HA KOTOPOM COCTAaBJIEH JIMCTOK-BKJIAJbIIII,
HaIpuMep:

{Ha3BaHue cTpaHbl HA A3bIKE H3J10KeHHs TekcTa JIB} Ha3BaHue cTpaHbl IPUBOIUTCS HA
A3bIKE, HA KOTOPOM cocTasJiieH JIB.

{HaumeHOBaHHE Jep)KATEId perucTPalHOHHOIO Y0CTOBEPEHHS |
{iOpuanqeckuii (pakTudeckuit) aapec)

HaszBanue ctpanbl u agpec HEOOXOIUMO YKa3bIBaTh Ha SA3bIKE, HA KOTOPOM COCTaBJICH
JMCTOK-BKIAbINIL. J{J1s1 epakaTenel perucTpaluOHHbIX YIOCTOBEPEHU, pacIOI0KEHHBIX Ha
TEPPUTOPHUH TPETHUX CTPaH, CIEIyeT UCIOIb30BaTh JIATUHCKUHN andaBUT. YKa3bIlBaTh HOMEPA
tenedoHoB, PakcoB U aipeca SAEKTPOHHON MOYTHI HE JIOMYCKAETCS.

Ecnu nepxatenb perucTpaimoOHHOTO YIOCTOBEPEHUS U TPOU3BOIUTEID SIBJISETCS OQHUM
U TEeM >K€ JHUIIOM, JOIMYyCKaeTcs MCIOoJb30BaTh OOmMil 3arojioBok "Jlepxkartenb
PETUCTPAIMOHHOTO YAOCTOBEPEHUS U TPOU3BOIUTEND' .

Ecnu mpousBoauTenei, oCymecTBISIONIUX BhITYCKAIOMIUM KOHTPOJIb KauecTBa, Oojiee
OJIHOTO, MX HEOOXOIMMO yKa3aTh 37eCh (C cepoil 3amuBKON min 0e3 B 3aBUCHMOCTH OT
BapuaHTa Te4YaTH JUCTKa-BKiaabima). OgHako B MEYATHOM BEPCUU JIMCTKA-BKJIAJbIIIA
JIEKapCTBEHHOTO Tpemnapara Heo0X0IMMO Y€TKO yKa3aTh MMPOU3BOAUTEIS, OTBETCTBEHHOTO 32
BBIITYCKAKOUIMNA KOHTPOJIb KAU€CTBA JIEKAPCTBEHHOT O IIpenapara.

Ecnu nexapcTBeHHBIN Mpernapar 3aperucTpUpPOBaH MOJ Pa3IUYHBIMU TOPTOBBIMU
HaMEHOBAHUSIMH B TOCYJIapCTBax-4jieHaX, B JTAHHOM pa3fesie TaKke MPHUBOAAT MEPEUYCHb
BCEX HAMMEHOBAHUM.

[lepedyenp mnpeacTaBuTeNed JepKaTesisi PErUCTPALlMOHHOIO YJIOCTOBEPEHUS Ha
TamMo>XeHHOU Tepputopun Coroza:

a) MmepeyeHb MPEACTABUTENEH JeprKaTensi perucTPallMOHHOrO YJIOCTOBEpPEHHS Ha
TamoxeHHOM Tepputopun Coro3a siBisieTcsi 00s3aTeIbHBIM TpeOOBaHUEM, B Ciydyae €Ciu
JepKaTenb PErUCTPAllMOHHOIO yIOCTOBEPEHUSI HAXOJUTCS HA TEPPUTOPUU TPETHUX CTPaH.
IIpu ero ykazaHuu MPUBOMASITCS CBEAEHUS O MPEACTABUTENSX AEPKATENSI PErUCTPALMOHHOTO
YIIOCTOBEPEHUS Il BCEX TOCYJapCTB-WICHOB. BMmecTe ¢ TeM MpencTaBUTENb AEpiKATeNs
PETUCTPAIIMOHHOTO yIOCTOBEPEHUS MOKET OBITh OJMH IS HECKOJIBKUX TOCYAapCTB-YJICHOB,
UM TaK>K€ MOXET SIBJISITBCS JepKaTeslb PETUCTPAIIMOHHOTO YA0CTOBEPEHUS HETIOCPEICTBEHHO
, €CJIM IPyTHE TIPEICTaBUTENIN HE yKa3aHbl. Ecu OAMH U TOT e MpecTaBuTe b paboTaeT B
HECKOJIbKMX TOCYAapCTBAaX-4€HaX, JaHHbIE O HEM YKa3blBalOTCA OJWH pa3 IMoJ
HAaMEHOBAaHHUEM COOTBETCTBYIOIIUX TOCYJaPCTB-YICHOB;

0) ecnu IpencTaBUTENb JAepKATENS PETUCTPALMOHHOTO yIOCTOBEPEHUS HAXOAUTCS Ha
TEPPUTOPHUH FOCYNAPCTBA-WICHA, OTIIMYHOTO OT rOCYAapCTBa-4ieHa B KOTOPOM oOpariaeTcs



JEKapCTBEHHBIM Tpernapar, TO NPU yKa3aHUU ajipeca B HEro HEOOXOIWMO BKIIOYUTH
HaMMEHOBAaHUE TOCYJIAapCTBa-YJ€HA HAXOXKACHUS JepXkKaTess PEerucTpalioHHOTO
YIOCTOBEPEHUSI HA TOCYJApCTBEHHOM S3BbIKE (SI3bIKAX) rOCyJapcTBa-wjieHa, B KOTOPOM
OCYUIECTBIISIETCS] 0OpalleHHe JIEKApCTBEHHOIO Mpenapara;

B) B LIEJISIX 3aMEHBI IOJHOTO HAaMMEHOBAHMSI TOCyJapCTBa-4jJi€HAa B 3aroj0BKE
UCTIOJIB3YIOTCSI KOJIbI CTPaH B COOTBETCTBUU C MEXAyHapOoAHbIM cTaHaaptom ISO 3166-1 "
Konpl s npencrasinenuss HaumenoBanuii ctpad. Yacte 1. Koasl ctpan”;

r) B LEIAX SKOHOMHUHM MECTAa B HAl€YaTAaHHOM JINCTKE-BKJIAbIIIE MPEACTaBUTEIIECH
JeprKaTessl perucTpalMOHHOr0 YOCTOBEPEHHUS TOMYCKAETCsl YKa3bIBaTh MOCIEA0BATENBHO, a
He B (dopme Tabnui. Eciu NHUCTKU-BKIAIBIINIM SBISIOTCS MHOTOSI3BIYHBIMH, TEpEYeHb
MECTHBIX TIpeACTaBUTEIICH MeUaTaeTCsl OJTHOKPATHO B KOHIIE JTMCTKA-BKJIA IBIIIA;

1) JOMYCKaeTCs yKa3blBaTh TOJBKO HAaWMMEHOBaHWE, HOMEp TenedoHa W ajapec
AIEKTPOHHOW mouThl (IO BBIOOPY) MpPEACTABUTENS JepikKaTelsd PEerucTparioOHHOrOo
ynoctoBepenus. [Ipu Hanmyum mecta yKas3blBaeTcsi MOYTOBBIA aapec. BeO-caliTel u
AIIEKTPOHHYIO MOYTY, CBSA3BIBAIOIIYIOCS C BEO-caliTaMU, yKa3bIBaTh HE IOy CKACTCS;

€) €CJIM MPECTABUTEINb JIEPKATENSI PErUCTPALMOHHOTO YAOCTOBEPEHUSI HAXOJUTCS 3a
npejeliaMi roCy1apcTBa-ujieHa B KOTOPOM OCYIIECTBIIAETCS OOpallieHne JeKapCTBEHHOTO
npenapara, yka3blBaeTcsd HAaMMEHOBAaHUE IOCYJapCTBa-4JIeHa, HA TEPPUTOPUUA KOTOPOTO OH
HaXOJUTCHL.
<3a mr0b60i uH(Qpopmanued o mnpenapare ciaeAyeT o0paimarbci K MECTHOMY
MPEACTaBUTEJIFO JIEPHKATEIA PETHCTPALITHOHHOTO YJOCTOBEPEHHA:

{Ctpana}

{HanMeHOBaHHE OpraHHU3alHH }

{Anpec: {HaceneHHbIH MyHKT} {IOYTOBBIH HHAEKC]} — CTpaHa)

Ten: + {Homep TenegoHa}

<Aapec 371eKTpOHHOMH MO4YThI>>

JlomoTHuTENHHBIE CBEACHUAA

Ecnu nekapcTBeHHBI mpemnapaT 3aperucTpUpPOBAH C YCTAHOBIECHUEM
NOCTPErUCTPALIMOHHBIX MEp, HEOOXOIUMO YKa3aTh Cleayollee:
JUIs. JIEKApCTBEHHBIX MPENapaToB, 3apETUCTPUPOBAHHBIX C YCTaHOBJIEHUEM
JOTIOTHUTENIbHBIX TPEOOBaAHUIA:

<[Ipenapar 3aperucTpupOBaH C yCTAHOBJICHHEM JOINOJHHUTEIbHbIX TPeOOBaHUH. DTO
3HAYUT, 9TO MOABATCA HOBbIE CBEJCHHA O IpPEnapare.

IlpencrapieHHple JaHHbIE O JIEKAPCTBEHHOM Mpernapare OyayT eXKeroHo MPOBEPATHCI H
JOTIOJIHATHECS HOBBIMH CBEJACHHSMH, H IO Mepe HEOOXONHMOCTH JTHCTOK-BKIaAbIII OyIeT
OOHOBJIATHCS.>

JUIs1 JIEKAPCTBEHHBIX MPENapaToB, 3aPErUCTPUPOBAHHBIX IO MPOLEYPE PETUCTPALINU B
UCKIIFOUUTENBHBIX CITydasx:



<IIpenapar 3aperucTpupOBaH 110 Nponeaype "perucTpalud B HCKIFOYUTEIbHBIX CIydasx "
. DTO0 3HA4YHUT, 4TO <BCJIEJACTBHE PEAKOH BCTpPEYaeMOCTH 3a00JE€BAHHUI> <H3 HAYYHBIX
COO0OpaKeHUI™> <HCXOAd H3 STHUYECKHX COOOpa)KeHHH™> HEBO3MOXXHO IIOJYYHTH BCE
HEeoOXOJUMbIE CBEJICHHS O Npernapare.

Ilo sToMy nekapcTBeHHOMY nipernaparty OyaeT MpOBOAUTHCSA PKCIEPTH3A JFOOBIX HOBBIX
JAaHHBIX, KOTOpBIE MOTYT MOSABJIATHCSI €XEroJHo, H 10 Mepe HeoOXO0AUMOCTH
JINCTOK-BKAa/1bIII Oy/1€T OOHOBJIATHCS.>

JUIsl JIEKApCTBEHHBIX MPENaparoB, 3apErUCTPUPOBAHHBIX MO MPOLEAYPE YCIOBHOM
perucTpanuu:

<IIpenapar 3aperucTpupoBaH 110 npoueaype "yciaoBHas peructpanus”. 310 3HAYUT, 4TO
MOABATCS HOBBIE CBEJCHHUSA O MpEnapare.

IlpesncraBieHHple faHHBIE O JIEKAPCTBEHHOM IIpenapare OyJIyT HPOBEPAThCA H
JOTIOJIHATHCS HOBBIMH CBEJICHHAMH €XETOJHO, H 110 Mepe HeOOXOIUMOCTH JTUCTOK-BKJIabIII
OyzieT OOHOBIATHCS.>

JInsi BOCHpPOU3BEJCHHBIX JIEKAPCTBEHHBIX MpPENapaToB, €ciu pedepeHTHBIN
JIEKapCTBEHHBIM mpenapar ObUI 3aperucTpUpOBaH IO Npoueaype '"perucrpanus B
UCKJIIOYUTENBHBIX ClTydasx', HEOOXOJUMO yKa3aTh CIEIYIOIIee yTBEPKACHUE:

<X coaepKuT To ke JJeHCTBYIOII[ee BEIECTBO H JCHCTBYET TaK e, KaK H "pepepeHTHbIH
JIeKapCTBEHHBIH nipeniapat". PepepeHTHBIH 1eKapCTBEHHBIH npenapat ObLT 3apETHCTPHPOBAH
110 nponeaype "perucTpauquu B HCKIFOYHUTEIBHBIX CIy4dasx". ITo 03HA4aeT, 4To <BCJIECICTBHE
PENKOH BCTpedaeMOCTH 3a00JIeBAHUA™> <H3 HAYYHBIX COOOPa)KeHHI™> <HCXO0d U3 ITHIECKHX
coobpaXkeHHi™>, Bce HeOOXOJIUMBIC CBEACHHUA O pE(QepeHTHOM JIEKapCTBEHHOM IIpEerapare
MOJIyYUTh HEBO3MOXHO. {HauMmeHoBaHHE yIOJHOMOYEHHOTO OpraHa rocyJapcTBa — 4JIE€HA
EBpasutickoro ’KOHOMHYECKOI'0 COf03a) €KerojHo OyJeT MpOBOJIUTH AKCIIEPTH3Y JFOOBIX
HOBBIX CBEJICHHH O pe(h)epeHTHOM JIEKapCTBEHHOM Mpernapare, a JAHHbBIH JTUCTOK-BKJIAbIII
Oyner OOHOBJATHCA 10 Mepe HEeOOXOAHMOCTH B COOTBETCTBHH C OOHOBJICHHAMH
JIHCTKA-BKJIa/IbIIa PEPEPEHTHOIO JIEKAPCTBEHHOI O MPENapara™.

<[Ipourie HCTOYHUKH HHQOpMAI[HH>
B naunubiil paznen cienyeT BKIIOUUTH CCHUIKM HAa APYrue€ UCTOYHUKU HH(POpPMAIIUH,
KOTOpbIE MOTYT OBITh MOJIE3HBl MHAUMUEHTy. OTH HMCTOYHUKU HH(OpMAIMU JOJIKHBI
COOTBETCTBOBATh 001N XapaKTEPUCTUKE JICKAPCTBEHHOTO Mpenapara U He JIOJKHBI HOCUTh
PEKIIAMHOTO XapaKTepa:

a) JaHHBIE O TOM, KaK MAIMeHThl MOTYT MOJYYUTh JOCTYN K HHPOpMAIUU B
aNbTepHATUBHBIX (popMaTax, TaKuxX Kak wpudt bpaiins, ayauo, undpoBoil AUCK WK KpyIHas
nevyaTh JINCTKA-BKIIABINIA. JTH JaHHBIC YKA3bIBAIOTCS KPYIMHBIM MIPUGTOM, YTOOBI MAITUEHTHI
C HapyIIEHHEM 3pEHHs 3HAJIU O BO3MOXKHOCTH aJIbTEPHATUBHOrO (opmaTta MOJTy4YEHUS
uH(pOpMaIny;

0) cchlIKa Ha €IMHBIN peecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB:



<Iloapob6HbIe cBeIeHHS O JAaHHOM TIpernapate CoJAepKaTcsa B €IHHOM peecTpe> <Hmerorcs
TaK)K€ CChUIKH Ha JIPyrue BeO-calThl IO peaKuM 3a00J/1eBaHUIM H BHJaM JjiedeHH:.> BTopas
4acTh IAaHHOTO OJIOKAa MPUMEHUMA UCKITIOYUTENHHO K Op(paHHBIM Mpenaparam.

<JIucTOK-BKJAABIII JOCTYIIEH Ha <BCEX A3bIKAX rOCyAapCTB — 4ieHOB EBpa3uiickoro

9KOHOMHYECKOTO COI03a> B €JIHHOM PEECTPE 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
U Ha OQHUIHATIbHOM CaiTe YMOJIHOMOYEHHOTO OpraHa (9KCHEpTHOH OpraHu3alliui)
EBpas3uiickoro 5)KOHOMHIE€CKOTO COr03a {CalT yIMOJHOMOYEHHOTO OpraHa (CaluT OpraHu3aIuu)
f>

Bce 3Ty cBeneHus B HalleuaTaHHOM MaTepualie JOJKHBI ObITh OTYETIUBO Pa3IUIUMBI U
JIETKO YUTAEMBI.

(JIUHUS OTPBIBA UIIK OTPE3a)

JJis mapeHTepalibHbIX MPEnapaToB U JIPYTUX JIEKAPCTBEHHBIX MPENapaToOB, UCIOIb3YEMbIX
MPEUMYIIECTBEHHO B JIEYEOHO-NMPODPHIAKTUYECKUX YUPEKICHHUSIX, B HCKIIOUUTEIbHBIX
Cily4asix JUisl 9KCTEMITOPAIbHBIX MIpenaparoB (MpU YCIOBUU YTO OHH MOKA3aHbI JIETAM U MIPU
OTCYTCTBHHM BO3MOXHOCTHU Pa3pabOTKH JEKapCTBEHHON (POpMbl, moaxojsiiei AeTsiM (Ha
OCHOBAaHMM CTPOTHX HAyYHBIX OOOCHOBaHWii)), B JAaHHBIM pa3liesl BKIIOYAIOTCS TaKue
3HAQYUMBIE JIJI1 MEIUIIMHCKUX PAOOTHUKOB MPAKTUUYECKUE CBEJICHMS, KaK MPUTOTOBJIEHUE U (
W) paboTa C IpermapaToM, HECOBMECTUMOCTh, PEKUM JI03UPOBAHUS, TIEPEIO3UPOBKA, MEPHI
KOHTpOJIs, J1abOpaTOpHbIE aHAIU3bI, MPU HEOOXOAUMOCTH, C MEPEKPECTHOM CCHUIKON Ha
paznen 3. B aTom ciydae pasnen cieayet HadaTh Ghpa3oil:

<Crexyroniue cBeJcHHUA NPEIHA3HAYCHBI HCKIIOYHUTEIBHO /I MEUITHHCKUX pAOOTHHKOB
>

Ecnu B ymakoBKy mpenronaraercsi BIOXKHTh JOTOJHUTEIbHYIO0 HAYYHYIO0 HH(HOPMAIUIO
JUTSL METUIIMHCKUX PAOOTHUKOB, 3TO HEOOXOAUMO CHIeNIaTh CIEIYIONIUM 00pa3oM:
a) BJIOXUB B YIAKOBKY JIEKAPCTBEHHOrO IMperapara MoJHy OOIIYyI0 XapaKTePUCTUKY
JIEKapCTBEHHOT'O MIpernapara B KaueCTBE OTACIBHOIO JOKyMEHTA WU
0) 100aBUB MOJHYIO OOIIYI0 XapaKTEPUCTHKY JIEKAPCTBEHHOTO MperapaTa B KaueCTBE
OTPBIBHOTO pa3jiefia B KOHIIE HANEYaTaHHOTO JIMCTKA-BKJIAbIIIA, JUIsl YETKOTO pa3/ieleHus
uH(pOpMaUK AJI MAUKUEeHTa OT HHPOPMaLUU JUIsl MEAULIMHCKOTO pa0OTHHUKA.
3asBUTENb JOJDKEH OOOCHOBATH BKIIIOYEHHE IMOJHOW OOIIe XapaKTepUCTUKU
JIEKApCTBEHHOTO Mpernapara B YIAKOBKY M CHOCOO BKJIIOYEHHUS, a TAKKE yKa3aThb B KOHLIE
JOTIONIHEHHE 0e3 (PaKTUYECKOr0 TMOBTOPEHUS TMOJHOTO TEKCTa OOIIeHd XapaKTepHCTUKH
JIEKapCTBEHHOT'O IIpenapara B MOCJIEIHEN peIaKIuu.
3asgBUTENN JOJDKHBI BHUMATEIBHO MPOAHAIM3UPOBATh HEOOXOIUMOCTh BKIIOUCHUS
0/100HOM Hay4HOU MH(OpPMAIIMU B YIAKOBKY, C YY€TOM CBOMCTB JIEKAPCTBEHHOT'O Mpenapara
. Undopmanius o iekapcTBEHHOM IpenapaTe MpeCTaBIIeTCs HACHTUYHBIM 00pa3oM Ha BCeX
A3BIKaX TOCYJapPCTB-UJICHOB.
TpeboBanus K OPOPMIICHHUIO TPOEKTA JTUCTKA-BKIIAIbIIIA



OG6rue TpeboBaHus

Pa3mep u opuenrtanus crpanuubl: GopMatr A4, OpueHTaLUsI KHHKHAS.

[Tons: mo 2 ¢M C KaKJ10M CTOPOHBI.

[pudt: Times New Roman, pazmep: 12 nrt, cTuiab 0ObIYHBINA, MEKOYKBEHHbBINH HHTEPBAI
OOBIYHBI, I[BET YepHBINA. B Tabnuiax nomyckaercss HCIOAb30BaTh MPUPT MEHBILIETO pa3Mepa
. CHOocKH, oNHCH K rpadukam, 1uarpaMMaM BBIMOIHSIOTCS ¢ pa3MepoM mpudra 10 nr.

BripaBauBanue: 3arosiopok "JlucTok-Bkiaawiil — UHGOpMAIuUs s HamnueHrta',
3aronioBku ("ToproBoe HanMeHOBaHKE, T03UPOBKA, JiekapcTBeHHas (popma'; "JlelicTBytomiee
(ue) BemecTBO (a):" pacmonaraloTcs N0 LEHTPY, BCE OCTaJbHBIE 3arojJOBKH U
ITOBECTBOBATEIIbHBIN TEKCT — IO IIMPHUHE.

WNurtepanel: ab3aunbiii oretyn 0 cM, MEXCTPOUYHBIM UHTEpBAJI OJAUMHAPHBINA, HHTEPBAI
Mexay ad3amamMu 6 NT, HHTEPBAJI MEXJY 3aroJOBKOM M TEKCTOM — CM. MH(POpPMALHUIO 1O
0(pOpMIIEHHIO 3ar0JIOBKOB HUXKE, MHTEPBAJl MEX/ly CUMBOJIaMH (KEPHUHT) — YTOOBI H30€XKaTh
pa3pbIBOB B TEKCTE. B HEKOTOpBIX Cllydasx CIEAYyeT MPUMEHSATh HEepa3pbIBHBIA mpoden (
HaIllpuMep, MEXKJy YMCIAMU U OTHOCSUIMMHUCS K HUM €IMHULAMH H3MEPEHHS, MEXKIY
3HakaMu %, Ne 1 OTHOCSIIMMUCS K HUM LK(paMu) U HEPA3PBIBHBIN Ae(uc.

Hywmepauust ctpaHull: HyMEpPYIOTCS BCE CTpaHHMIbI KpoMe IepBor. Homepa cTpanuiy
MPOCTABIIAIOTCS apaOCKUMU I pamMu 0€3 TOUKH B CEpEIUHE HIXKHETO KOJIOHTHUTYIIA.

TpebGoBanus kK 0hOPMIICHHIO 3ar0JIOBKOB

3aronoBok <JIMCTOK-BKJIaJbIll — MHpOpMAUMs A <malueHTa™> <MoTpeOuTens™>>
oopmisieTcss CTPOYHBIMH OyKBamMH (Kpome TMepBOM), CTUIb MIpU(PTA MOTY>KUPHBIH,
UHTEPBAJIBI 12 NT niepe]T 3aroJIOBKOM U 6 NT IOCIE 3ar0J0BKA.

3aronoBok <ToproBoe HaMMeHOBaHUE, JO3UPOBKA, JIEKapCcTBEHHAas (opma> opopMiIsieTcs
CTpOYHBIMH OyKBamu (Kpome MEpBOii), CTUIIb MIpUTa MOTYKUPHBIN, pa3mep mpudTa 12 nr,
MHTEpBAJIBI 12 NT nepes 3aronoBKOM U 6 IIT TTOCJIE 3ar0JIOBKA.

3aronoBok <JlericTByromiee (me) BemecTBO (a): {melCTByIOIIee BEIIECTBO }>
oopmIIsieTcsl CTPOYHBIMU OyKBaMU (Kpome MepBoil) CTuib mpudTa OOBIUHBIN, pazmep
mpudTa 12 nt, uHTEpBaIBI 6 MT MEepe] 3aroJ0BKOM U 12 TIT mocie 3arojioBKa.

IlepBoe mpemsioxkeHue oOLEH MpeAyNnpeauTeNbHON MHPOPMALUK AJis MallMeHTOB
opopmisieTcsl CTPOUYHBIMM OykBaMH (KpoMe MEpBOM), CTHWIb WWPUPTA NOIYKUPHBIN,
UHTEPBAJIBI 12 NT niepe]T 3aroJIOBKOM U 6 NT IOCJE 3ar0J0BKA.

3aronoBok "CoaepkaHue TUCTKa-BKIaabIma" oopmiIseTcs CTPOUHBIMU OyKBaMHU (Kpome
MepBOi), CTUIb MIpUdTa MOTYKUPHBIN, UHTEPBAJIBI 12 NT mepes 3aroioBKOM U 6 T MOcIe
3aroJioBKa

3aronoBKu pazfenoB 0GOPMIISIOTCS CTPOYHBIMU OyKBaMu (KpOME IMEpPBOI), CTHIIb
mpu@Ta NOTYKUPHBIM, HHTEpBaJIbl 12 NIT Hiepe]] 3ar0JI0BKOM U 6 IIT MOCIIE 3arojIoBKa.

3arosoBoK HyMepyeTcs apabckumu nudpamu mno nopsanky (B gopmate 1., 2. u T. 1).
Mexxty HOMEPOM M Ha3BaHUEM pa3/iesia IPUMEHSATh HEPA3PhIBHBIN MTPOOEII.



3aroJoBKM MOJIPa3/iesioB (3arojloBKU) OQOPMIISIIOTCS CTPOYHBIMH OyKBamH (Kpome
nepBoit), cTuiIb mpudTa MOJYKUPHBIA, 0e3 Hymepanuu. B KoHIIE 3aroJiOBKOB TOUKH HE
cTaBsTCs.".
6. B npunoxxenun Ne 17 x ykazaHHBIM TpeOOBaHUSIM:
a) pazznen | U3I0XKUTh B CIEAYIOLIEN pelaKIuu:

"1. OOmme moIoKEHUS

"UHCTpyKIMsA MO MEIHUIMHCKOMY HPUMEHEHHIO JIEKapCTBEHHOI'o Mpenapara (
TUCTOK-BKIaAbI) (nanee — JIB) mpenna3znauena st mamueHTa (motpedutesns). XopoIiio
COCTAaBJICHHBIM U 4ETKO W3J10KeHHBIN JIB mo3BosisieT MakcMMaaIbHOMY KOJMYECTBY JIIOACH
BOCITOJIb30BaThCS 3TOW MHGOpPMAIHMEH, BKIIFOYas JETeH CTapIIero BO3pacTa, M MOJIPOCTKOB,
MaJIOTPAMOTHBIX JIMI[ U JIUI] C HapylleHueM 3peHus. YToObl au3aliH MO3BOJISI JIETKO
opueHTUpoBaThcss B JIB m obecmeumBan OOCTYMHOCTh WH(OpManuu, mpu BBIOOpE
¢upmennoro ctuis JIB npomyckaercs oOpalieHue KOMIIAHUM K CHEUHAIUCTaM IO
MH()OPMALTMOHHOMY JHM3aNHY.

Hacrosiue [IpaBuiia conepxar ykazanus 1o coctapieHuto JIB, obecneunBaromme ero
ya10004UTaEMOCTh.";

0) B ab3are yeTBepTOM pasznena 4 MpeajoKeHue MepBOe U3I0KUTh B CIEAyIONen
peaKIuu:

"JIB coctaBnsercs Ha ocHoBaHuu OXJIII u moimkeH BKIIFOYATh B ceOs MHGOPMAIIHIO,
yKa3aHHYIO B nojpasnaenax 4.2. — 4.8 npuioxxenus Ne 12 k TpeOOBaHUSIM K HHCTPYKIIUH TI0
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKaPCTBEHHOTO IMpernapara M OOIIed XapaKTepUCTHKE
JIEKapCTBEHHOTO TMpenapara Jyisi MeIUIIMHCKOTO TPUMEHEeHUS." .

7. B Tabnune npunoxenust Ne 18 B mo3uiiuu b6 cnoBo "Heucnonb3oBanue" 3aMEHUTH
CJIOBOM "HcCHOJIb30BaHue".
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