[MTPJIOXXEHUE

K Pemrenuro Kosuierun

EBpa3uickor 53KOHOMHUYECKOH KOMUCCUU
oT 20 r. Ne

N3IMEHEHMUIS,
BHOCHMbIE B PyKOBO/CTBO M0 COCTABJIEHHI0 HOPMATHBHOTIO IOKYMEHTA
M0 KAa4eCTBY JIEKAPCTBEHHOT'0 Mpenapara

1. PykoBOJACTBO MO COCTaBJICHUID HOPMATHUBHOIO JOKYMEHTa IO

KA4eCTBY JIEKAPCTBEHHOI'O Mpenapara U3JI0kKUTh B CIECIYIONIEH peIaKIINU:

«YTBEPXJEHO

Pemenunem Komnernun
EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUH
ot 07 centsiopst 2018 . Ne 151
(B penakuuu Pemenns Konneruun
EBpa3uiickoi 3KOHOMUYECKON KOMUCCUU
OT 20 1. N )

PYKOBOJCTBO
10 COCTABJICHUIO HOPDMATHUBHOI'O T1OKYMCECHTA
M0 KAYECTBY JICKAPCTBECHHOI'0 NIpemaparTa

|. O0wue monoxeHust

1. Hacrosiiee PykoBoacTBo pazpaboraHo ¢ yueToM npuiioxkeHus Ne 3

Kk [lpaBuiam peructpanum M 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
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MEIUIMHCKOTO  NPUMEHEHHUs, yTBepkIcHHbIM  Pemenuem  CoBeta
EBpa3zuiickoil s3koHOMUYeCKOM KoMHuccHH OT 3 HOs10pst 2016 r. Ne 78 (nanee —
[IpaBuna) u ycTaHaBiIMBaeT TOPSJIOK COCTaBJIEHUS U  OQopMIIEeHUSA
HOPMAaTUBHOTO JJOKyMEHTA MO Ka4eCTBY JICKAPCTBEHHOIO Mpernapara (aanee —
HOPMATUBHBIN JOKYMEHT I10 Ka4€CTRBY).

2. Hactosimee PykOBOACTBO paclpoCTpaHsSeTcsl Ha JICKapCTBEHHBIS
npenaparsl i1 MEAUIHUHCKOTO NPUMEHEHHS HE3aBUCUMO OT MPUPOABI
JIEUCTBYIOIIETO BEUIECTBA.

B oTHOmeHnu akTUBHOM (apMaleBTUUeCKOM CyOCTaHIIUU COCTABIICHUE
HOPMATHBHOTO JOKYMEHTA MO Ka4eCTBY HE TpeOyeTcs.

3. HopmaTuBHBIN JOKYMEHT O Kaue€CTBY yCTaHABJIMBAET TPeOOBaHUS K
KOHTPOJIIO Ka4eCTBa JIEKAPCTBEHHOIO Mpenapara (CoAEpKUT CrelupuKaIuio
U ONUCAHWE METOJIHUK MCIHBITAHUM WA CCBUIKM HAa COOTBETCTBYIOIIHE
dapmakorneiinpie cratbu  ®Dapmakonen EBpazuiickoro 3KOHOMHYECKOTO
cor03a, yrBepxaeHHon Pemenuem Kosuternm EBpa3suiickor 5KOHOMUYECKOU
xomuccuu ot 11 aBrycra 2020 r. Ne 100 (nanee — @apmakones Coroza), a npu
oOpallleHMu  JIEKapCTBEHHOTO  TMperapara TOJbKO HAa  TEPPUTOPHUU
pedepeHTHOro rocyjapcTBa — Ha COOTBETCTBYIOIINE (hapMaKOTCIHBIE CTAThH
rocygapcTBeHHON  ¢apmakorien  pedepeHTHOTO  TOCyAapcTBa WU
dapmakoreif, pa3pemieHHbIX K  IPUMEHEHUI0  3aKOHOJATeIhCTBOM
pedepeHTHOTO TrocyAapcTBa, Ha OCHOBaHWU TMPOBEJACHHOW HKCIEPTHU3bI
JIEKQpCTBEHHOr'0 TMperapara, a TakKe IIPU COOTBETCTBUM TpeOOBaHUI
dapmakorieil TomycKaeTcs MPUBEICHUE CChUIOK M Ha (papMaKOIelHbIE CTaThU
®apmakorien  Coro3a. B ciaydae  OTCYTCTBUST ~ COOTBETCTBYIOIICH
dapmakorneitnonn cratb @apmakomnen Coro3a cleayeT PYKOBOJICTBOBATHCS
MOJIIMTYHKTOM «B» NMyHKTa 14 u myHkToM 15 HacTosimero PykoBoicTRa.

4. HopMaTuBHBIN JTOKYMEHT 1o Ka4eCTBY YTBEPKIACTCS

YIIOJIJHOMOYCHHBIM OPraHOM pe(bepeHTHoro rocygapcrBa u COriiaCoBbIBACTC:A



B penakuu, YTBEPKIECHHOU pedepeHTHBIM roCyJ1apCTBOM,
YIOJIHOMOYEHHBIMU OpTraHaMu TOCYJIapCTB MpU3HAHUA (IPU HAIMYUM) TIPU
pEerucTpanuy, MPUBEACHUU PETUCTPALMOHHOIO JIOChE B COOTBETCTBUE C
TpeboBaHusiMu EBpaszuiickoro skoHoMHuueckoro coroza (mainee — Coros), u
npeHa3HaYeH i1 KOHTPOJS KayecTBa JIEKApCTBEHHOrO mpernapara B
MOCTPErUCTPAIMOHHBIN IEPUOJI HA TEPPUTOPUSIX TOCYIAPCTB — uieHOB Coro3a
(masiee — rocy1apcTBa-4JICHBI).

5.Ilpy  BHECEeHMM  M3MEHEHUW B  PETUCTPALIMOHHOE  JOChE
JIEKapCTBEHHOTO0  Mpemnapara, TpeOyIomUX BHECEHHS HW3MEHEHHH B
HOPMATHBHBI JOKYMEHT TI0O KadecTBY, OQOpMIIseTCS W3MEHEHHE K
HOPMAaTUBHOMY JOKYMEHTY IO KadeCTBY B COOTBETCTBMM C NyHKTOM 31
HacTosAlero PykoBoacTBa.

6. HopMaTuBHBI JOKYMEHT IO Ka4yeCTBY COJICPKHUT CBEICHUSA O
JIEKapCTBEHHOM TIpernapaTe, BKIOYeHHble B paszmens 3.2.P.1, 3.2.P.5.1,
3.2.P.5.2,3.2P.7u 3.2.P.8.1 monynsa 3 u ccbuiky Ha paznen 1.3.2 moxyns 1
PErMCTPALIMOHHOTO JIOChE JIEKAPCTBEHHOTO mpemnapara (B COOTBETCTBUU C
npuioxkenueM Ne 4 x IlpaBuinam) W HCHOJIB3yeMble KOHTPOJbHBIMU
1ab0paTOpUsIMU TOCYIAPCTB-YJICHOB, HE MMEIOLIUMHU JOCTYIMa K MOIYJIO 3
PETUCTPALIMOHHOTO JTOChE JIEKAPCTBEHHOIO Ipernapara, JAJisi OCyIIECTBICHHS
KOHTPOJISl KaUeCTBa JIEKAPCTBEHHBIX NpenapaToB. CBeAeHUsI, CoaepxKauecs
B MOJyJie 3 pEerucTpalMoOHHOTO JO0ChE JIEKAPCTBEHHOTO Mpemnapara, UMEIOT
nepBocTeneHHoe 3HaudeHue. CBejeHus, cojepKaliuecs B HOPMaTHBHOM
JOKYMEHTE 10 KayecTBY, HE MOILYT MPOTUBOPEUUTHh CBEIACHUSIM,
COJICPKAIIUMCSL B MOJYJIE 3 PETrHCTPALMOHHOIO JOChE JIEKApPCTBEHHOIO
npenapara. Jlomyckaercsi BKIIOYEHUE JOMOJHUTEIBHBIX CBEJICHUM B
HOPMAaTHBHBIN JIOKYMEHT MO Ka4eCTBY B COOTBETCTBUU C TPEOOBAHUSIMHU

®apmakoneun Coro3za.
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/. Cnemudukanm Ha aKTUBHBIE (apmalleBTHYECKUE CYOCTaHIUU,
MOJIydeHHBIE TyTEeM XUMHUYecKoro cuHTe3a (pazgen 3.2.5.4.1 momyns 3

PErUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOIO Tperapara), COAEpKallue HX
JekapcTBeHHbIe mpenapathl (pasnen 3.2.P.5.1 moaynst 3 peructpaliiOHHOTO
J0CbE  JIGKAPCTBEHHOTO TMpemapara), a TakXke, ecld NPUMEHHUMO,
cnenuduKanuu BOCIIPOM3BEJICHHBIX  JIEKAPCTBEHHBIX penaparos,
COCTAaBJISIFOTCA B COOTBETCTBUU C TPEOOBAHUSIMU COTIIACHO MPHIIOKEHUI0 No 1
K HactosimemMy PykoBoICTBY.

8. TpeboBaHuUs K COCTABICHUIO CrieUU(PUKALNA HA OTAEIbHBIE TPYIIIIbI
JICKapCTBEHHBIX pernaparoB (mampumep, OMOTEXHOJIOTHIECKHE,
paguodapmalneBTUUecKue ¢ JIp.) W aKTUBHBIE (papMalieBTUYECKUE
CcyOCTaHIIMM, BXOJSIINE B COCTaB JIEKAPCTBEHHBIX MPEMapaToB TaKUX TPYIII,
OTIPEIEISIOTCS COOTBETCTBYIOIIMMH aKTaMU, BXOASIIMMU B ripaBo Coro3a.

9.B mpunoxenmm Ne 1 k HacrosmemMy PyKoBOJICTBY oOmmcaHb
TpeOOBaHUS B OTHOIICHWM JICKAPCTBEHHBIX IIPENapaToB B BHUAC TBEPIBIX
JIEKapCTBEHHBIX (POPM JUIsl TIPUEMa BHYTPb, JKUIKHUX JEKAPCTBEHHBIX (PopM
JUIsi TpUueMa BHYTPb, a TaKXe JIEKapCTBEHHBIX TMpenapaTtoB s
NapeHTEPATIbHOTO MPUMEHEHHsS (00dbIIOr0 W Maioro oobemon). OOmuii
MOJXOJT K COCTaBJICHUIO crielu(PuKaIuii Ha JaHHBIE JEKAPCTBEHHbIC (POPMBI
MOXXET TIPUMEHSATHCS TMPU COCTABJICHUHM CIeNUPUKAIIMA Ha JIpyrue
JIEKapCTBEHHBIE (POPMBI C y4ETOM TpPEOOBAHHMI COOTBETCTBYIOIIUX AaKTOB,

BXOIAIIHUX B IIPpaBO COIOSB., B OTHOHICHHUHU TAKHX JICKAPCTBCHHBIX (bOpM

Il. CtpykTypa HOpPMAaTUBHOTO JIOKYMEHTA 0 Ka4e€CTBY

10. CtpykTypa HOpPMAaTHBHOTO JOKYMEHTa IO KauyecTBY JOJDKHA
COOTBETCTBOBaTh MpuioxeHuto Ne 3 k IlpaBuiam u conepkarb pas3ieiibl B

CICAYOIICM IMOPAAKEC:



5

a) TUTYJBHBIN JIUCT 110 (hOPME COTIIACHO MPUIIOKEHUIO Ne 2;

0) cocTaB JIEeKapCTBEHHOIO Mpenapara;

B) crienrduKaIus;

T') ONMCAaHUE METOJUK UCTIBITAHU;

1) ONIMCAaHNUE YIIAKOBKU;

€) MapKUpPOBKa;

) YCJIOBUS XpAaHECHMUS;

3) CPOK F'OJHOCTH (CpOKa XpaHEHHUs ).

JlomyckaeTcsi, 4TOObl HOPMATUBHBIN JOKYMEHT 0 KaYeCTBY COJEPKal
TaK)Ke€ MPUMEUYaHUS TMPU HEOOXOJUMOCTH YTOUHEHUS WM Pa3bsICHEHUS

CBGI[GHPIP'I, MMpCACTAaBJICHHLIX B IICPCUYNCIICHHBIX BLIIIC Pa3Jaciiax.

1. TutynpHBINA THCT

11. B ¢popme TUTYIHHOTO JIMCTa HOPMATUBHOTO TIOKYMEHTA [0 KAYECTBY
YKa3bIBAIOTCS:

a) BCE TOProBbl€ HAWMMEHOBAHUS JICKAPCTBEHHOTO  Mperapara,
COIJIACOBAHHBIE  YMOJIHOMOYEHHBIM  OpraHOM TOCyJapcTBa-ujeHa |
BKIIFOUEHHBIC WJIM TpeUIaraeMble s BKJIIOYEHHUS B PETHCTPAIMOHHOE
yIOCTOBEpEHUE, U JeKapcTBeHHas (hopma B cooTBeTcTBUM ¢ HOoMeHKaTypoi
JexkapcTBeHHBIX (hopmMm, yTBepkneHHor Pemenunem Komnernu EBpasuiickoit
IKOHOMUYECKON KoMuccun oT 22 nexadps 2015 r. Ne 172

0) 103UpOBKAa B COOTBETCTBUU C MPUHIMUIAMH, YKA3aHHbBIMU B
TpeOOBaHUAX K  WHCTPYKIHH 1O  MEAUIIMHCKOMY  MPUMEHEHHUIO
JICKapCTBEHHOT'O TIperapara W OOIed XapaKTepUCTUKE JIEKAPCTBEHHOTO
npemnapaTta JUisi MEIUWUIMHCKOTO NPUMEHEHHUS, YTBEpPXKACHHbIX PemeHuem
Coserta EBpasniickoit s5koHOMHUYECKOW KoMuccuu OT 3 HosiOpst 2016 1. No 88

(manee — TpeOOBaHUS K HHCTPYKIIMH);
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B) MOJTHOE U (MJIM) COKpAIlleHHOE HAaUMEHOBAHUE U CTpaHa JepiaTems
PErUCTPAIMOHHOTO Y/IOCTOBEPEHHUSI.

12. HeoOxonuMo mTpeaycCMOTPETh CHENHaNbHbIE TOJS IS YKa3aHUS
HOMEpa HOPMATHUBHOTO JIOKYMEHTa MO KayecTBY U rpuda coriacoBaHUS.
TpeboBaHusg K yKa3aHUIO HOMEpa HOPMATUBHOI'O JOKYMEHTA IO KayeCTBY
npuBojaTcs B npuiioxeHuu Ne 3 k [IpaBunaM. B HopMaTHBHOM TOKYMEHTE 110
KAueCTBY HE JIOMyCKAETCS MePEUUCIIATh YUaCTHUKOB IIPoIlecca MPOU3BOACTBA

JIEKapCTBEHHOIO Mpernapara.

2. CocraB JIEKapCTBEHHOTO Ipernapara

13. CocTaB neKapCTBEHHOIO MpernapaTa IPUBOJUTCS B COOTBETCTBUU C
paznenom 3.2.P.1 moxayns 3 perucTpaloHHOIO JI0ChE JIEKapCTBEHHOTO
npenapara (0e3 ykazaHusi GyHKIIMOHAILHOTO Ha3HAYEHUSI BCIIOMOTaTEIbHBIX
BEII[ECTB) B OTACIBHOM pa3jieic HOPMATHBHOTO JTOKYMEHTa MO KayeCTBY
nyTeM YKa3aHUs KadeCTBEHHOTO M KOJMYECTBEHHOTO JIEKApCTBEHHOTO
mpenapara ¢ ykazaHHeM CChUIOK Ha (hapMakoleW WM WHbIE JOKYMEHTHI,
pETJIaMEHTHPYIONINE KAadeCTBO AaKTHUBHOW (apMarieBTUYeCKOW CyOCTaHIIUN

(cyOcTaHIMii) ¥ BCIOMOTaTEIbHBIX BELIECTB.

3. Cnenudukarus

14. Cnenndukanuss HOPMATUBHOTO JOKYMEHTa MO KA4eCTBY JOJKHA
OBITH COCTaBlicHa Ha OCHOBaHmM paszmena 3.2.P.5.1 wmomyms 3
PErUCTPAIlMOHHOTO JO0Che JIEKapCTBEHHOro mpemnapara. Creuudukaius
MIPECTABIISIETCSl B BUJIE TAOIUIIbI, COCTOsIICH U3 3 rpad:

a) OKa3aTeIu KaueCTBa;

0) HOPMBI (TOTTyCTHMBIC MIPEEIBl) HA CPOK TOJTHOCTH (CPOK XpaHEHUS).
B cnyuae ornuuus mnokaszarened WIM HOPM (JIOMyCTUMBIX MpPEIETIOB) B

CHCI_II/I(I)I/IKEIHI/IHX MMPONU3BOAUTECIIAL HA CPOK TOAHOCTH U HA BBIITYCK, I10OKA3aTCJIU
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WIM HOPMBI (JOIyCTUMBIE TMpENENbl) Ha BBIIYCK YKa3bIBalOTCA B BUIE
IpUMEYaHusi K COOTBETCTBYIOLEMY IMOKA3aTEII0 WM HOPME (JOMYCTUMOMY
npeaeny);

B) CCBUIKM Ha MeToJbl uchbeiTaHuil. [lpu Hamuuum omnucaHus
COOTBETCTBYIOIEro MeTona (Metonuku) B @apmakonee Coro3a yKa3blBaeTCs
HauMeHoBaHue Meroaa (Mmeroaukn) u «ODEADCy, a npu OTCYTCTBUM B HEH —
YKa3bIBa€TCS HAMMEHOBAHHME METOJa (METOJIMKH) B COOTBETCTBHHM C
nokymentamu 3.2.P.5.1 u 3.2.P.5.2 Monyns 3 perucTpamioHHOTO J0ChE
JIEKapCTBEHHOTO Mpernapara u ¢ppaza «MeTOAUKa MPOU3BOIUTEIISN».

15. HaumeHoBaHmMs  TOKasaTelel  KadecTBa B CHeIU(UKAIIIN
yKa3bIBalOTCA B cooTBeTcTBUM ¢ Dapmakoneerd Coro3a, a TakKe C y4E€TOM
noJioxkeHu akToB KoMuccuu, ycTaHaBIMBAIOIIKMX TPEOOBaHUS K KauyeCTBY
JIEKapCTBEHHBIX NPEINApPATOB, a IMPU OTCYTCTBUH B HUX — B COOTBETCTBHUH C
dapmaxomneeil pepepeHTHOTr0 roCy1apcTBa UM B COOTBETCTBUH C OCHOBHBIMU
dapmakomnesmu, omnpenensiemMbiMu  KoHuemnuuei Mo  TapMOHU3AIUU
(dapmakorieil rocygapcTB — 4jieHOB EBpa3uiickoro 3KOHOMHYECKOTO CO03a,
yTBep)kaeHHOU Pemennem Komnernn  EBpa3uiickodl  3KOHOMHYECKOUN

komuccun oT 22 centsops 2015 r. Ne 119.

4. Onrcanne METOIUK UCIIBITAaHUHN

16. Onucanue METOAMK WCIBITAHUN JIEKAPCTBEHHOTO TMperapara Io
BCEM TOKa3aTeJsIM KauecTBa, YKa3aHHbIM B CHeUU(pUKAIMUA, TPUBOIUTCS B
COOTBETCTBUU C pazgenom 3.2.P.5.2 momynst 3 perucTpalimoHHOTO 10ChE
JIEKapCTBEHHOIO Mpernapara.

Ecnu Meron u (unu) metonuka ucnbiTaHus onucaHbl B Dapmakornee
Coro3a, yKa3bIBa€TCS CChIIIKA HA COOTBETCTBYIOINIYIO (hapMaKOTIEHHYIO CTATHIO

C OINHUCAaHWEeM MpPoOONOAroToBKM (TIpu HeoOxoaumoctu). Hampumep, mis
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Metojsia «BbicokoadhexTrBHAs KUAKOCTHAST XpoMaTorpadus» yKa3bIBaeTCS:
«D®EADC 2.1.2.28. Boicoko3pexkTuBHAS KUAKOCTHAS XpoMaTorpadus».
[Ipu omucanuu wmeToAOB U (MJIM) METOAMK, OTCYTCTBYIOLIUX B
@apmakonee Coro3a, MPUBOJUTCS MOJHOE OMUCAHUE UCIOIb3YEMOT0 METO/IA
U (WIM) METOJUKH C YKa3aHUEM UCMOJIb3yeMoH (papmakorneu (Mpu HATUYKH).
[Ipu onucanuu MeTOAO0B W (MJIM) METOAUK, IPEayCMaTpPUBAOIINX
NOJIyYEHUE CIHEKTPOB, XPOMATOrpamM, 3JIeKTpodoperpaMm H T. M., HX
oOpaslbl MOTYT OBITh BKIIOUEHBl B COOTBETCTBYIOIIMN pa3iesl TEeKCTa
HOPMATHBHOTO JOKYMEHTA IO KayeCTBY WJIM MOTYT OBITh pa3MEIICHbl Ha
OTJENbHBIX CTpaHuuax. [lpu HE0oOXOAMMOCTH, FKCIEPTHl MOTYT 3alPOCHUTH

yKa3aHHbIC 00pa3iibl y 3asIBUTEIIS.

5. OnucaHue yrnakoBKU

17.B pa3nene 5 HOpMATUBHOTO JIOKYMEHTa MO KAa4eCTBY HEOOXOIMMO
OIKCAaTh:

a) MEPBUYHYIO YIIaKOBKY (amMIyJibl, (hJIaKOHBI, OaHKH, MTAKETHI U T.I1.);

0) KOJIMYECTBO €AUHUIL TPOAYKIIMHU B IEPBUYHON yIIaKOBKE (Hampumep,
KOJIMYECTBO TaOJETOK B KOHTYpPHOM S4YEHKOBOM wiH Oe3bs4eKOBOM
YIAKOBKE);

B) IPOMEKYTOUYHYIO, BTOPUYHYIO (TIOTPEOUTENTHCKYI0) YIAKOBKY U
KOJIMYECTBO MEPBUYHBIX YIAKOBOK B HEM (HAITpUMEpP, KOJTUYECTBO KOHTYPHBIX
SUYEUKOBBIX YITAKOBOK BO BTOPUYHOMN YIIAKOBKE);

') HAIMYUE TOTJOTUTENS BJIard, JIMCTKa-BKJIaAblla (MHCTPYKIUMU IO
MEIUIIMHCKOMY MPUMEHEHHIO), KOMIJIEKTHOCTD (UrJja, KareJbHULa, 38KUM U
T. II.) U JPyTue CBEICHUS B COOTBETCTBUU ¢ pazaenom 3.2.P.1 momyns 3
PErUCTPALIMOHHOIO JOChE€ JIEKapCTBEHHOro nmnpemnaparta. Kpome Toro,
TpeOOBaHUS K OMUCAHUIO XapaKTepa U COACPKUMOI0 YIIAKOBKH YCTAaHOBJICHBI

B pazuene 6.5 TpeOOBaHUM K HWHCTPYKUMU. XapaKTePUCTUKA YIAKOBKHU
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OTHOCUTCS K HEOOS3aTeNIbHBIM TPeOOBAHMSM, a B CIydyae HEOOXOIUMOCTH €€
MPUBE/ICHUS, OHA HE JOJDKHA NPOTUBOpeuYuTh pazaeny 3.2.P.7 monyns 3

PErUCTPAILIMOHHOTO JIOCKE JICKAPCTBEHHOIO Mpernapara.

6. MapkupoBka

18.B pa3znene 6 HOPMAaTHUBHOTO JOKYMEHTA IO Ka4eCTBY HEOOXOIMMO
yKa3aTb CCbUIKY Ha paszgen 1.3.2 momynsa 1 permcTpaumoHHOrO J0ChE

JICKapCTBCHHOI'O IIpCIIapara.

7. YCcnoBus XpaHEHHUs

19. Cegenust 00 yCIOBUSX XpaHEHUS HE JOJKHBI MPOTUBOPEUYUTH
CBEJICHUSIM, coAepKaiumcs B pasnaeine 3.2.P.8 Mmoayns 3 peructpaiimoOHHOTO
JIOChE JIEKAPCTBEHHOTO IIpenapara.

20. O6mue TpeOOBaHUS K ONMUCAHUIO YCIOBUM XpAaHEHUs IPUBOJATCS B

npuinoxeHun Ne 6 k TpeOOBaHUSIM K MHCTPYKIHUU.

8. Cpok TOJIHOCTH (CPOK XpaHEHHS])

21. CBenenusi, BKIOYAaEMbIE B pa3zie] 8 HOPMATUBHOTO JIOKyMEHTA I10
Ka4yeCTBY, HE IOJKHBI IPOTUBOPEUYHUTH CBEJICHUSM, COJEPKALIUMCS B pa3jielie
3.2.P.8 Monyna 3 perucTpanMoOHHOrO JOChE JIEKAPCTBEHHOrO Ipernapara.
OO6mue TpeOoBaHUS K YKa3aHUIO CPOKOB I'OJHOCTH (XpaHEHHUs) IIPUBEACHBI B

pasnene 6.3 TpeOOBaHMI K HHCTPYKIIUU.

I11. Opopmaenne HOPpMATHBHOTO JOKYMEHTA MO KAYE€CTBY

22.TexcT HOPMATUBHOTO JIOKYMEHTAa IO KadeCTBY JOJIKEH OBITh
KpaTKuM, 0€3 IMOBTOPOB M MCKIIFOYATh BO3MOYKHOCTH JIBOSIKOTO TOJIKOBAHUSI.

COKpaH_IeHI/IC CJIOB B TCKCTC, HAUMMCHOBAHHUAX PHUCYHKOB MU CXCM HC
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JOMYCKAEeTCs, HCKIIOYEHUE COCTABISIIOT COKpALIEHUs, COAEp)Kalluecs B
cnenupukanuu u ycraHoieHHble @apmakoneit Coro3a.

Ccouiku Ha ®apmaxorniero Coro3a cienyeT NPUBOAUTH B peAaKIUU
«DEADC».

[Ipu ykazaHuM cChUIOK B cnenupukanuu Ha oOuue (apMakoleiHbie
CTaThbU WM 4acTHbIe Papmakoneinbie ctatbu Papmakonen Coros3a ciemyer
yKa3bIBaTh TOJbKO HOMEP TaKOW CTAThH.

23.1lpu  wu3I0)KeHUU TPeOOBAHMM K KayecTBY JIGKAPCTBEHHOTO
npenapara MpUMEHSIOT CJIOBAa CO 3HAUYCHHUEM JIOJHKCHCTBOBAaHUS (HAmpHUMeED,
«IOJDKEHY, «CIIEyeT», «HE0OXOAMMO» U T. J.), & IPU OMHCAHUU METOIUK
UCIIBITAHUN — TJIArojl B TPEThEM JIMIIE MHOXECTBEHHOIO Yncia (Hampumep,
«pacTBOPSIOTY, «PUIBTPYIOT», KTUTPYIOT» U T. 11.).

24. TepmuHbl, 0003HAUYCHUSI U OMIPENEIICHUS JOJKHBI COOTBETCTBOBATh
dapmakornee Coro3a u aktam Komuccuu B cpepe oOpaltiieHus JeKapCTBEHHbBIX
cpenctB. Ilpu Mcnoab30BaHUM MHBIX TEPMUHOB M 00O03HAYEHUH, CIEAyeT B
TEKCTE MPUBOJIUTH UX ONPEICICHUS.

25. B TekcTe He noImycKaeTcs:

a) MpUMEHEHNEe 000POTOB Pa3rOBOPHON peuu;

0) MpUMEHEHHE AJISI OJTHOTO M TOTO K€ MOHATUS PA3THUYHBIX TEPMUHOB,
OJIM3KUX IO CMBICTY (CHHOHMMOB), a TaKK€ MHOCTPAHHBIX CJIOB U TEPMHUHOB
MIPU HAJIMYUW PABHO3HAYHBIX CJIOB M TEPMUHOB B PYCCKOM SI3bIKE;

B) COKpalieHue O00O03HAYeHUN EIWHMI] HU3MEPEHHs, €CIu OHHU
ynoTpeositorest 6e3 nudp;

I') 3aMeHa CJI0B OYKBEHHBIMHU 0003HAUYCHUSAMHU (32 UCKITFOUCHUEM TaOJIHUII
u hopmyn);

1) IPUMEHEHUE MaTeMaTHYECKUX 3HAKOB 0e3 udp.

26.1Ipn Hamuuuu B dapmakonee Coro3a ONMUCAHUA XAPAKTEPUCTHUK

pEaKkTHBOB, MarepuaioB, Oy(depHBIX W CTaHZAPTHBIX PACTBOPOB,
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MPUMEHSIEMBIX MPU UCTIBITAHUSIX, UX HAUMEHOBAHUS BBIJIEISIOTCA KYPCHUBOM,
W TI0CJI€ HaUMEHOBaHUs yKa3bIBaeTcsi oOo3HaueHue «P». KypcuBom
BBIJICJISIFOTCS TAKKE HAaWMMEHOBAHUSI TUTPOBAHHBIX PACTBOPOB, OMUCAHHBIX B
®dapmaxonee Coroza 0e3 o6o3naueHus: «P». [Ipu orcyrcTBun B @apmakornee
Coro3a omucaHusi XapakTepUCTUK PEAKTUBOB, MAaTepHalOB, B TOM YHUCIIE
UCIOJB3YEMbIX TMPU MPUTOTOBJICHUU PACTBOPOB, IPUMEHSIEMBIX MPHU
UCIIBITAHUSX, NTOCIIC HAUMEHOBAHMS YKA3bIBACTCS UX KBanu(ukaus u (Win)
KaTaJIO)KHBI HOMEp M (WJIM) CChUIKA Ha JIOKYMEHT MPOU3BOJUTEIS,
pErIaMEHTHPYIOIIMN  KMX  KA4ecTBO C  YyKa3aHMEM  HAaWMEHOBaHHS
npousBoAuTeNs. JIms  cTaHAApPTHBIX  OOpa3IOB, MCIOJB3YEMBIX IPHU
UCIIBITAHUSX, IOJDKHA OBITh YKa3aHa MX KBaJM(PUKAIUs U HAUMEHOBAHUE UX
MPOU3BOAUTEIS (€CIIM MPUMEHUMO).

2. DopMyIbl pacyeTa JODKHBI OBITh MPEICTABICHBI B PA3BEPHYTON U
COKpaIIeHHOW (opMax M COMPOBOKAATHCS TMOSCHEHHEM YyKa3aHHBIX B HUX
bu3nyeckux BenmuunH. O003HaUYeHUS (U3UYECKUX BEIWYHUH JOJDKHBI OBITH
IpPUBEJEHBI B COOTBETCTBUM ¢ TpeboBaHuamu Papmakonen Corosa. [lepenoc
yacTu (DOPMYJIbl pacueTa Ha APYTYI0 CTPOKY HE JOMYCKAeTCsl.

28. Jlnsa n3amepenus GU3NIECKUX BEIIMYMH, YKa3aHHBIX B HOPMATHBHOM
JOKYMEHTE 10  KAayeCTBY, [MPHUMEHSAIOTCA  €AUHULBI  HU3MEPEHHS,
npeaycMoTpeHHble MexayHapoaHoit cuctemort enunuil (CH), u equHULIBI
U3MEPEHUS, UCTI0JIb3yEMbIe HApaBHE C HUMHU.

29. TeKCT HOPMATUBHOTO JOKYMEHTAa MO KauyecTBYy OdOopMIseTcs ¢
YYETOM CJIEAYIOIIUX TapaMeTPOB HACTPOUKHU:

pa3Mepsl noJient: mesoe — 30 MM, npaBoe — 15 MM, BepxHee U HUKHEE —
20 mwMm;

a03aiHbIi oTcTym — 12,5 MMm;
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mpudt Times New Roman pasmepa Ne 14 (s HoMepa HOPMAaTHBHOTO
JOKYMEHTa 1o KadecTtBy — 16). Pazmep mpudra B Tabnmmax momyckaercs
YMEHBIIUTH 70 pazmepa Ne 12.

3aroJ0BKM U HAUMEHOBAHUE JIEKAPCTBEHHOTO MpernapaTa HAYMHAKOTCS €
IPONKUCHOU OYKBBI U BBIAEISIIOTCA MOITYKUPHBIM IIPUPTOM.

OCHOBHOMW TEKCT mevaraeTcd depe3 1,5 MEXIyCTpOYHOrO MHTEPBAJIA,
TEKCT B cHenu(pUKalMd M MpUMEYaHUsAX — uepe3 | MexAyCTpOUHBIN
WHTEpBaJ, TEKCT B 3arojOBKaXx H B OMNWCAaHUM KA4YECTBEHHOIO H
KOJIMYECTBEHHOT'O COCTaBa — 4Yepe3 1 MeXIyCTpOUYHBIA MHTEpBAI (B CiIyyae
yKa3aHHs pa3HbIX HAUMEHOBAaHUM — yepe3 1,5 MeXyCTpOYHOrO HHTEpPBAIIA).

30. CrpaHuilbl HOPMAaTUBHOTO JOKYMEHTa MO KAaueCTBY JOJKHBI OBITH
npoHyMepoBaHbl. [Ipyu 3TOM Ha mepBOW CTpaHULE HOMEP HE MPOCTABIISIETCS.
B npaBoMm BepxHEM YIiIy KaKJI0H CTpaHHLbI HEOOXOIUMO MPETyCMOTPEThH
110JIE JJIsl HAHECEHUSI HOMEpa HOPMATHUBHOTO JOKYMEHTA I10 KAYECTBY.

31.B cayuyae BHeceHHMS M3MEHEHMM B HOPMATHUBHBIA JOKYMEHT IO
KauecTBY HEOOXOJMMO MPEACTaBUTh TMOJHBIM NPOEKT HOPMATHUBHOTO
JIOKYMEHTA M0 KayeCTBY, a TaK)Ke MOJHBIA MPOEKT HOPMATUBHOIO IOKYMEHTA
[0 KauyeCTBY C HM3MEHEHMSIMH, BHECEHHBIMU B PEXUME PELEH3UPOBAHUS.
[lonHbBI MPOEKT HOPMATHUBHOIO AOKYMEHTA IO KAyeCTBY C M3MEHEHMSIMU,
BHECECHHBIMH B  PEXUME  PpELEH3UPOBAHUsS, IpPEJHA3HAYEHBl  JUIS
OTCJICKUBAHMUS BCEX BHOCHMBIX HW3MEHEHUN. YTBEPKIACHUIO MOJJIEKHUT
VCKJIIOUUTEIBHO COTJIACOBAHHBIM II0 pe3yJibTaTaM BHECEHUS W3MEHEHUU

MIOJIHBIM MMPOEKT HOPMATUBHOTO JIOKYMEHTA 110 Ka4ECTBY.



[Tpunoxenue Ne 1
K PyKOBOJICTBY MO COCTaBJICHUIO
HOPMAaTHUBHOT'O JOKYMEHTA MO KAYECTBY
JIEKAPCTBEHHOIO Ipenapara

TPEBOBAHMUA
K COCTABJICHHMIO ClIeU(PUKANMN: aHATUTHYECKHUX METOAMK U KPUTEPHUEB
NpUeMJIeMOCTH (papManeBTHYECKUX CyOCTAHUMI, OJTYYEHHBIX IIyTeM
XHMHYECKOro CHHTEe3a, H COAeprKaIlMX HX JIEKAPCTBEHHBIX NpernapaTos

I. O6mas xapakTepucTrka

1. Hactosimiue TpebGoBaHusi cojepkaT ONUCAHME TOAXOJIOB K
pa3zpaboTke cnenudukanuii Ha aKTUBHBIE (DapMaleBTUYECKUE CyOCTAHIINHU U
(W) JEeKapCTBEHHBIE TMpemaparbl, B TOM 4YHCJIE IO pa3paboTke u
O00OCHOBaHUIO KPUTEPHUEB MPUEMIIEMOCTH (JAOIMYCTUMBIX HOPM) U BBIOOpY
AHAJTUTUYECKUX METOJUK IS aKTUBHBIX (papMalleBTUUYECKUX CYOCTaHIUN,
NOJIyYEHHBIX MYTEM XHMHYECKOTO CHHTE3a, U  COJAEpXKallluX HX
JIEKApPCTBEHHBIX MPENAPATOB.

2. Cnennukanust 3a71a€T COBOKYITHOCTh KPUTEPUEB, KOTOPHIM JTOJKHBI
COOTBETCTBOBATh AaKTHUBHbIE (hapMalleBTUUECKUE CyOCTaHUMM U (UJIN)
JIEKapCTBEHHbIE MpenapaThl, YTOObl CUUTATHCA MPUTOJIHBIMU JUIsI CBOETO
ueneBoro HasHaueHus. CoOTBETCTBUE cCHeUU(PUKALMKM O3HAYAET, YTO
aKkTuBHas (hapMalleBTUUYECKas CyOCTaHIIUS U (WJIM) JICKapCTBEHHBIN MpernapaT
COOTBETCTBYIOT MPUBEAECHHBIM KPUTEPUSIM MIPUEMIIEMOCTH MPU YCIOBUH, YTO
UCIIBITaHUS IPOBEJICHBI COTJIACHO aHAIMTUYECKUM METOJMKaM, YKa3aHHbIM B

HEM. CHGHI/I(bI/IKaI_II/II/I ABJLIFOTCA  KIIHOYCBBIMHU  CTAHAAPTAMH  KAa4CCTBaA,
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KOTOpBIE MpejjiaracT U OOOCHOBBIBAET MPOU3BOJUTENb MPU PETUCTPALUU
JIEKapCTBEHHOIO Mpernapara.

Crneundukauu SBISIOTCS OJAHUM U3 SJEMEHTOB OOIIEH CTpaTreruu
KOHTPOJISI ~ aKTUBHBIX  (hapMaleBTUUECKUX  CyOCTaHIMUH u  (WIH)
JIEKApPCTBEHHBIX MpenapaToB, pa3padOTaHHON C 1eJbI0 OOecHedYeHus: ux
KaueCcTBa U MOCTOSAHCTBA XapaKTEPUCTHK. J[pyrue 3J1eMeHThI 3TON CTpaTeruu
BKJIIOYAIOT JOCKOHAJIbHOE YCTAHOBJICHHWE BCEX XapaKTEPUCTUK AKTUBHBIX
dbapMaleBTUUECKUX CYOCTaHIIMMA, TPOMEXKYTOUHBIX MPOAYKTOB M (UJIN)
JIEKapCTBEHHBIX TpenapaToB (Jajiee — MPOIYKTHI) B MpoOIEcce pa3paboTKu
JIEKapCTBEHHOT0 TIpemapara, a Takxke crporoe coomoaenue [IpaBun
HAJIJIEXKAILEH MPOU3BOJACTBEHHONW MPAKTUKA EBPa3niiCKOro SKOHOMHUYECKOTO
coro3a, yTBepxkacHHbIX Pemenuem CoBera EBpa3uilcKOMl 3KOHOMUYECKOU
komuccun ot 3 Hos0ps 2016 1. Ne 77 (manee — IlpaBuna Haanexamien
MPOU3BOJICTBEHHOW TMPAKTUKH), HANPUMEP, MOIXOASIIME TOMEUIECHUS H
o0opyI0BaHue, BaJUAUPOBAHHBIA IMPOIIECC MPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara, BaJUIUPOBAHHBIC AHAIIUTUYECKUE METOJUKH, HCIBITAHUE
UCXOJHBIX MATEPHUAJIOB M ChIPbSl, BHYTPUIIPOU3BOJCTBEHHBIC HCIBITAHUS,
UCIIBITAaHUE CTAOMIIBHOCTHU U T. .

Crnenmdukanuu TpeaHa3HAYEHBI I TOATBEPXKICHHUS KayecTBa
aKTUBHOM (papMarieBTUYECKOW CyOCTaHIIMM W JICKapCTBEHHOTO Mperapara.
OHuU He TIpecIeaYIOT 1[EIU MOJIHOTO YCTAHOBJICHUS XapaKTEPUCTUK U TTOITOMY
JIOJDKHBI  OBITH OCHOBAaHBl Ha XapaKTEPUCTHUKAX, MOATBEPIUBIINX CBOIO
MPUTOTHOCTH ISl oOecreueHns: 0e30MmacHOCTH U 3P(HEKTUBHOCTH aKTUBHOU

dbapmareBTHIeCKo CyOCTaHIINY 1 JIEKapCTBEHHOTO Mperapara.

I1. Chepa npumeHeHus

3. KauecTBOo akTHBHBIX (hapMalEeBTUYCCKUX CyOCTaHIMH U (WIN)

JEKapCTBEHHBIX  MPENapaToB  OINpPEAEIseTcs  ypOBHEM  pa3palbOTKH,
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BHYTPUIIPOU3BOJCTBEHHBIM KOHTPOJIEM, KOHTpojeM coOmtonenus [lpaBun
HAJUIEKAIE  NPOU3BOACTBEHHOW MPAKTUKH, BajlUJalMEd Iporecca
IIPOU3BOJICTBA, a TAKXKE CICU(PUKAIUIMU, IPUMEHIEMBIMU K HUM B IPOIECCE
pa3paboTku U mpou3BojcTBAa. B HacTosimux TpeOoBaHUSX ONpeAessitoTCs
TpeOOBaHMs K creuu(UKalyu, TO €CTh K TeM HUCIBITAHUSIM, METOJIUKAM U
KPUTEPUSIM TPUEMIIEMOCTH, KOTOphIE OOECHEUYMBAIOT KA4€CTBO AKTHUBHOMU
(dbapMalleBTUUECKON CyOCTaHIIMM W JIEKAPCTBEHHOrO Iperapara Ha MOMEHT
BBIITYCKAa U B TEUEHHUE BCETO CpPOKa TOJHOCTH (XpaHeHus). Crnenudukanuu
SBIIAIOTCS Ba)XXHBIM, HO HE EJUHCTBEHHBIM KOMIIOHEHTOM OOecCIeyYeHus
KauecTBa AaKTUBHBIX (PapMalleBTUYECKUX CYOCTaHIIMH U JIEKapCTBEHHBIX
Ipenaparos.

4. Hacrosimmme  TpeOoBaHMs ~ NPUMEHSAIOTCS B OTHOILICHUH
JIEKAPCTBEHHBIX MpPENapaToB (BKJIKOYAsl BXOMSIINE B UX COCTaB AKTHUBHbBIC
dbapmareBTUUECKHE CYOCTaHIIMHM), HAXOMSIIMXCA Ha JTale pPEerucTpalruu.
B nactosmmux ~ TpeOoBaHusSX  HE  pacCMaTpUBAIOTCS  aKTUBHBIC
dbapmaiieBTUUECKHME CYOCTaHIMM ¢ (WIM) JIEKapCTBEHHBIE Mpenaparhl,
HaxOJSIIMEeCcs Ha 3Tarne KIMHUYECKOU pa3paboTKHu.

Hacrosimmue TpeGoBaHuss MOTyT TIPUMEHATHCS B OTHOIICHUU
CUHTETHYECKUX u MOJTYCUHTETUYECKUX aHTUOMOTHKOB U
HU3KOMOJIEKYJIIPHBIX ~ CUHTETUYECKUX TMENTUI0B, OJIHAKO IOJOXKEHUS
HacToAmMUX TpeOoBaHUN HEIOCTATOYHBI JUIS HAJJIEXkKAIIEr0 OMUCAHUS
crienuuKauii BBICOKOMOJICKYJISIPHBIX MENTUAOB U MOJUMENTUIOB, a TaK¥Ke
OMOTEXHOJIOTHYECKUX (OMOTOTHYECKUX) TPEmapaToB.

PamnodapmanieBTideckue mpemnapaTrhl, MPOAYKTH  (epMEHTaINH,
OJIMTOHYKJICOTU[IBI, PACTUTENbHBIC Tpenaparbl W  HEoOpaboTaHHBIE
npernaparbl KUBOTHOTO M PACTUTEIBLHOTO MPOUCXOXKICHHUS B HACTOSIIUX

TpebGoBanusIX HE paccCMaTPUBAIOTCSI.
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5.B mHactosmmx TpeOoBaHUSAX NPHUBOAATCS PEKOMEHAAIMH B
OTHOLIEHUU KPUTEPHUEB MPUEMIIEMOCTH, KOTOPbIe HEOOXOIUMO pa3padoTaTh
JUTSl BCEX aKTUBHBIX (papMarieBTUYECKUX CyOCTaHIINI U (KJTK) JIEKapCTBEHHBIX
penaparoB, TO €CTh YHUBEPCAIbHBIX KPUTEPUEB MPUEMIIEMOCTH, a TaKKe
CIEUaIbHBIX KPUTEPUEB TPUEMIIEMOCTH, TPEAYCMOTPEHHBIX ISl OTAEIIBHBIX
aKTUBHBIX (papMalleBTUYECKUX CyOCTaHIIMH ¢ (WJU) JIEKAPCTBEHHBIX
npenaparoB. Hacrosmue TpeboBaHus cienyer paccMaTpuBaTh Kak OCHOBHOE
PYKOBOACTBO IO COCTaBJIICHHIO crHenuduKanuii U BBIOOPY KpUTEPHUEB
npuemsieMoctd. [lpy 3TOM TMpHU TOSBICHHUM HOBBIX AHAJTUTHYECKUX
TEXHOJIOTHI 1 MOAN(UKAIIUHN CYIIECTBYIOIINUX TEXHOIOTUMA MTPHU TOCTATOYHOM
00OCHOBaHUHU CIEAYET TAK)KE UCIOJIb30BaTh UX JIAHHBIE.

6.B Hacrosmmx TpebOoBaHMSIX paccMaTpPUBAIOTCS — CIIEAYIOIINE
JIeKapCTBEHHBIEC (POPMBI:

a) TBEp/IbIe JIEKapCTBEHHbIE (DOPMBI JJIsl IpreMa BHYTPb;

0) >KuJKue JIeKapCTBEHHBIE POPMBI JJI pUEeMa BHYTPb;

B) IapeHTEPANIbHBIE JIEKAPCTBEHHbIE (POPMBI (OOJBIIOTO W MAJIOTO
00BbEMOB).

7. YkazaHHple B TMyHKTe 6 HactosAmmx TpeOOBaHMI JIEKapCTBEHHBIE
dbopMBI CIy’)KaT MOJACISIMH, KOTOpPBIE MOTYT OBITh TPUMEHUMBI K HWHBIM
nexkapcTBeHHbIM ¢dopmam. [lpu cocraBneHun cnenudukanmii Ha JIpyrue
JIeKapCTBEHHbIE (POPMBI (HAaTpUMEpP, UHTATSALUOHHBIE (TTIOPOIIKH, PACTBOPHI U
T. 1.), JIEKAPCTBEHHbIE (POPMBI JUIsi MECTHOIO NPUMEHEHUs (KpPEeMbl, Ma3H,
reid) ©W TpaHCACPMAalIbHBbIC JIEKAPCTBEHHBIE (POPMBI) IeIeco00pa3HO
npuleratb K paCIIUPEHUIO KOHLEMLUN, HCHOJb3YeMbIX B HACTOALIUX
TpeboBaHuUsIX.

8. B Hacrosiuux TpeOoBaHMSIX NPENCTABICHO KpPAaTKOE OMUCAaHUE
KKJ0M KOHUENUHUU U yKa3aHbl OOCTOSITENLCTBA, IPU KOTOPHIX OHU MOTYT

OBITH IIPUMCHHUMBI. Kaxk IIpaBuIO, MIPCAJIOKCHHUA II0 IPHMCHCHHUIO JOTHUX
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KOHIIENIIUA JOJDKHBI OBITh OOOCHOBAHBI 3asIBUTENIEM U TE€pPE]] BBITYCKOM

COrjiaCoBaHbl C YIIOJTHOMOYCHHBIM OPTraHOM IroCyJapCrBa-4jicHa.

1. Onpenenenus

O.Jlns mneneit Hacrosmux TpeOOBaHWM HMCHONB3YIOTCS TOHSTHA,
KOTOPBIE O3HAYAIOT CJIEAYIOLIEE:

«OBICTPOPACTBOPSIONIMECSA JIEKAPCTBEHHbIC IIpEnaparbl» — TBEPbIU
JIEKApCTBEHHBIA  Tpemnapar Jyisi NOpueMa BHYTPb C€  HEMEIJICHHBIM
BBICBOOOK/ICHUEM CUUTAETCSl ObICTpOpacTBOpstomuMcs, eciu He meHee 80%
OT 3asiBJICHHOTO COJEpKaHMs (papMarieBTUYECKON CyOCTaHIIMKM PaCTBOPSIETCS
B T€UEHHE 15 MUHYT B KaxkJ101 U3 cneayromux cpea: npu pH 1,2, 4,0 u 6,8;

«BHYTPUIIPOU3BOJICTBEHHBIEC UCTIBITAHUS — UCTIBITAHUS, IPOBOJIUMBIC B
nporecce Npou3BojAcTBAa  (GapMalleBTUUECKONW  CyOcTaHIuU U (WJIM)
JIEKAPCTBEHHOr0 TMpernapara, a HE B paMKaX KOMIUIEKCA HCIBITAHUM,
MIPOBOJIUMBIX TIEPE]T BHIITYCKOM B OOpaIlleHHE;

«KOMOMHUPOBAHHBIM  TIpemapar» — JIEKapCTBEHHBIM  Ipemapar,
cojiepkaiuii 6osee ogHOM hapMalleBTUUECKOM CyOCTaHIINU;

«HEMEJJICHHOE  BBICBOOOXKIEHUE»  —  TPOIECC  PaCTBOPEHUS
JIEKapCTBEHHOTO TIpernapara B >KETyJIO0YHO-KUIIIEYHOM COJIEPKUMOM 0Oe3
HaMEPEHUsI OTCPOUYKH WM MPOJIOHTAIIMHN €T0 PACTBOPEHHUSI HIIH a0CcopO1ny;

«OTJIOXXEHHOE (OTCPOYEHHOE) BBICBOOOXKICHHE» — BBICBOOOXKICHUE
dbapMalieBTUUECKON CyOCTaHIIMM B MOMEHT BPEMEHHU, HE COBIAJAIOIINN CO
BPEMEHEM I10CJIE HEMOCPEICTBEHHOTO MpUeMa BHYTPb;

«MOIUMOPPU3M» — HAXOXKACHUE OJHOU U TOU ke papmarleBTUYECKOU
CyOCTaHIIMHM B PA3IUYHBIX KPUCTALTMYECKHX (opMax, B TOM YHCIIC B BUIE

MIPOIYKTOB COJIbBATAIIMN WJIU TUApaTaIiuu (TICEBAOTOIUMOPGBI) U aMOPPHBIX

hopm;
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«MPOAYKT jAerpajanuu (MPOAYKT pa3lIOKEHHUs)» — MOJIEKYJa,
oOpasyromiascsi  BCIEACTBUE  XHMHYECKOTO  HM3MEHEHHMSI  MOJIEKYJIbI
(dhapManeBTUUECKON CyOCTaHIIMM CO BpEeMEHEM U (MJIM) TOJT BO3JEHCTBUEM
OCBEIICHUS, TeMIeparypsl, PH, B1aru u T.J. WIK MPU B3aUMOJEHCTBUH C
BCIIOMOT'aTeJIbHBIM BEIIECTBOM M (KJIM) CUCTEMOM YITaKOBKH (YKYIIOPKH);

«MPOJIOHTUPOBAHHOE BBICBOOOKJEHNE» — IPOLIECC BBICBOOOKICHUS
(apMaleBTHUECKON CyOCTaHIMM Ha MPOTSKEHUU JIMTEIBHOTO MEpHOja
1OCJI€ BBEACHUS;

«pacTBOPUTENB» — HEOPraHWYECKass WM OpPraHuyYecKasl >KHIAKOCTb,
UCIIOJIb3yEMasl B KaUeCTBE Cpebl (HOCUTENS) JUIsl IPUTOTOBJIIEHUSI paCTBOPOB
U CyCHeH3uil 1pu cuHTe3e (HapMaleBTUUYECKON CyOCTaHIMU  WJIU
IPOU3BOICTBE JIEKAPCTBEHHOIO Mperapara;

«pareMar» — cMech (TBepjas, KUAKas, razoo0pa3Hasl) WU PacTBOP
HKBUMOJISIPHBIX KOJIMYECTB JIByX SHaHTHOMEpoB. He obmanmaer ontuueckoi
aKTUBHOCTBIO;

«cnenu(puyHOe  HCMOBITAHWE»  —  HWCIObITAaHUWE,  CUMTAIOUIEEeCs
IPUMEHUMBIM B OTHOILIEHUH ONPEAEIICHHBIX (papMalleBTUUECKUX CyOCTaHIUI
U (WIM) ONpPENEIEHHBIX JIEKAPCTBEHHBIX MPEMApaTOB B 3aBUCUMOCTU OT MX
0COOEHHOCTEH U (WJIN) 1IEJIEBOTO HA3HAUYCHMS;

«CTaHIAPTHBIN o00paszell (CTaHIapTHBI Marepuan)» — BEIIEeCTBO,
UCIIOJIb3YyEMOE B KauecTBe CTaHjaapTa (dTajloHa) MNpU KOJIUYECTBEHHOM
onpeaeieHUH, UICHTU(PUKAIIMN WIH UCTIBITAHUU Ha YUCTOTY;

«YHHBEpPCAJbHOE  HCHOBITAHUE» —  HWCIBITAHWE,  CUYUTAIOIIECECs
MOTEHIIUATFHO MPUMEHUMBIM KO BCEM (papMaleBTUUECKUM CyOCTaHLUSAM U
(W1M) KO BCEM JIEKapCTBEHHBIM IMpernaparam (HarmpuMep, UCHIBbITAHUS TPHU
OMKMCaHUM, UACHTU(DUKAIIMN, KOJIUYECTBEHHOM ONPEJICTICHUN U ONpPEeICICHUN

npumecen);
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«papMalileBTUUECKUE CyOCTaHIIUM, XOPOIIO PACTBOPUMBIE B BOAEC» —
dbapMaiieBTUUECKHE cyOcTaHIIUU C COOTHOIICHUEM «J103a
BEII[ECTBA/PACTBOPUMOCTh BEIIIECTBA» MEHBIIUM WU paBHbIM 250 Ml B
nuara3one pH 1,2 — 6,8 (manpumep, coenurenue A objagaeT HaMMEHbIIICH
pacTBOPUMOCTHIO, paBHOU | mr/mu tipu 37 = 0,5 °C u pH 6,8, mpeacrasieHo
B Tpex noszupoBkax: 100, 200 u 400 mr. Takou nexkapCTBEHHBIM Mpenapar
CUMTAETCS MaJOpPacCTBOPUMBIM, TMOCKOJIBKY €ro COOTHOIIEHUE <«J103a
BEIIECTBA/pacTBOPUMOCTD BeriecTBay coctasisier 400 mut (400 mr: 1 mr/mn =
400 mu1) 1 TeM cambIM TipeBbiaeT 250 min);

«XUPAIBHBI» — HE COBIAJAIOIMIMNA MPU HAIOKEHUU 3E€PKAIBHOTO
OTPKEHUS, MPUMEHSETCS B OTHOIICHUU MOJICKYJ, KOoHbopMaluuil u
MaKpOCKOIMYECKUX OOBEKTOB (Hampumep, KpUcTawioB). TepMHH Takxke
pacmpocTpaHseTcs Ha 00pa3ibl BEHIECTB, YbM MOJEKYJIbl XUPAJIbHBI, JaKE
€CJIM MaKPOCKOITMYECKOE MHOYKECTBO MOJIEKYJI MPEICTABIIAECT COOOM pariemar;

«3HAHTUOMEPBI» — H30MEPBI, KOTOPHIE UMEIOT OJMHAKOBBIE COCTAB U
XUMHUYECKOE CTPOEHUE, HO OTJIMYAOTCS MPOCTPAHCTBEHHBIM PACIIOJI0KEHUEM
aTOMOB B MOJIGKYJIE U SBJISIIOTCS HECOBMECTHMBIMHU  3€pKaJbHBIMU
OTPAKECHUSIMH.

Jlns neneit HacTosux TpeOoBaHW MOHATHE «ITPUMECH)» ITPUMEHSICTCS
B 3HAYCHUH, ONpeAciIeHHOM B lIpaBuWiiax Hamjiexaiied mpoW3BOJICTBEHHOM
MPAKTUKH, TIOHATHE «KPUTEPUU MPUEMIIEMOCTH» MPUMEHSETCS B 3HAYCHUH,
OMpe/IeICHHOM B PYKOBOJICTBE MO KaueCTBY JIEKAPCTBEHHBIX PACTUTEIIBHBIX

npenapatoB (mpuioxkenue k Pexomenmaimum Komnerun EBpasuiickoit

o

sKOHOMHYecKkorM komuccuu ot 10 wmas 2018 r. Ne 6), mnousarue
«MOTU(DUIIMPOBAHHOE  BBICBOOOXKICHUE» TMPUMEHSAETCS B  3HAYCHUH,
onpeaeIeHHOM B PyKOBOJICTBE MO KayeCTBY JICKAPCTBEHHBIX MPENApaToB C

MOI[I/I(I)I/II_II/IPOBaHHBIM BBICBO60)KI[€HI/ICM HJIs1 IpueMa BHYTPb (HpI/IJ'IO)KeHI/Ie K
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Pexomenpganmu Kosmternn EBpasuiiickoli 3KOHOMMYECKOW KOMHUCCHH OT

16 pespans 2018 r. Ne 2).

V. Bungs! ucrnipitanmii
1. Ilepuonndeckue (BHIOOPOYHBIC) UCTIBITAHUS

10.Ilepuoguueckue (BBIOOPOYHBIC) WCHBITAHUS —  MPOBEICHHUE
ONpEJEICHHBIX MCHBITAHUN MpU BBITYCKE B oOOpalieHWEe Ha 3apaHee
BBIOPAHHBIX CEpPUSAX AKTUBHOM (papMalieBTUYECKOM CyOCTaHUMU W (WIJIH)
JIEKApCTBEHHBIX TMpenapatoB (mainee — cepur) W (WIM) yepe3 3apaHee
YCTAHOBJICHHBIE MTPOMEKYTKH BPEMEHU (@ HE OTHOCUTEIBHO KaXKJIOM CEPUN).
[Ipyu »>TOM cepun, HE MOABEPracMbIE HCHBITAHUAM, TaKXKE JTOJHKHBI
COOTBETCTBOBATh BCEM KPUTEPHUAM IMPUEMIIEMOCTH, MNPETyCMOTPEHHBIM IS
akTUBHOW (papmaneBTUYECKOW CyOCTaHIIMU U (WIM) JIEKAPCTBEHHBIX
npenaparos. [IpoBeeHre TaKOro UCHBITAHUS MPECTABIIAET COOON HETOIHYIO
nporpamMMy UCIBITAaHUH, U, CIENOBATEIbHO, €ro HEOOX0AUMO O00OCHOBATh U
PEACTABUTH Ha YTBEPKICHUE YIOJTHOMOYEHHOMY Ooprany
roCyJlapCTBa-wieHa [0 Hayajia NPOBEACHUSA. Takou IOAXOJ NPUMEHHUM,
HalpuMep, K  HUCHOBITAHUSM  HA  OCTATOYHBIE  PACTBOPUTEIU U
MUKpPOOHUOJIOTMYECKYI0 YHMCTOTY B OTHOIIEHUM TBEPIBIX JIEKAPCTBEHHBIX
dopm s mpuema BHYTph. llpu Tomade perucTparmoHHOTO JOChE
JIEKApCTBEHHOTO  Mpemapara 3asBHUTENIb MOXET pacnoyiararb JIMIb
OTrpaHUYEHHBIMHU JAHHBIMU, TOATOMY TAKOH MOAXOJ CIEAYET pPeaTnu30BbIBATh
Ha MOCTperucTpauoHHom 3tane. Ecinu npu nepuonudeckux (BIOOPOYHBIX)
UCIIBITAaHUSIX OOHAPYKUBAIOTCS KaKHe-JINO0O HECOOTBETCTBUSI YTBEPKICHHBIM
KPUTEPUSIM TIPUEMIIEMOCTH, 00 3TOM HEOOXOJUMO HAaJJIeKalIUM 00pa3oMm
YBEJOMUTH YIOJIHOMOYEHHBIE OpraHbl rOCylapcTB-uwieHOB. Eciam 3tun

HCCOOTBCTCTBUA CBUACTCIILCTBYIOT O HGO6XO)II/IMOCTI/I BOCCTaHOBJICHU
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PYTHHHBIX HCHBITaHHI;'I, cIeayer BCPHYTb MCIBITAHHA IIPU BBIITYCKC B

OTHOLIEHUU KaXXIO0U CEpUH.

2. Kputepuu npueMaeMOCTH MPH BBIITYCKE U B TEUCHHUE CPOKa
TOJHOCTHU (XpaHECHUS)

11.Tlonxon, CBS3aHHBIN C pa3IMuMEM KPUTEPUEB MPUEMIIEMOCTH IS
cnenu@uKanuii Opu BBITYCKE U B TEUYEHUE CpPOKA TOJAHOCTH (XpaHEHHs),
IPUMEHUM TOJBKO K JIEKAPCTBEHHBIM IMpemnapataM. OH mOpenycMaTpuBaeT
yCTaHOBJICHHE O00Jie€ CTPOTHX KPUTEPUEB MIPUEMIIEMOCTH IPU BBIIYCKE
JIEKapCTBEHHOI'0 IMpernapara 10 CPaBHEHHIO C KPUTEPUAMH IPHEMIIEMOCTH,
IPUMEHSEMBIMHA B T€UEHUE CPOKa FOAHOCTH (XpaHeHus). [[ns npumeHeHus
TaKOro MOJXO0/a MPUMEpPaMH MOKa3aTesied MOTYT CIIYKUTh KOJIMYECTBEHHOE
OIpeIeJICHUE U POJCTBEHHbIEC TPUMECH.

12.3agBuTens BOpaBe MNPENyCMOTPETh 0OJee CTPOrHe COOCTBEHHBIE
npeesabl KpUTEPUEB MPUEMIIEMOCTH HA MOMEHT BBIITYCKa, YTOOBI 00€CIIEUUTh
YBEPEHHOCTh B TOM, YTO KayeCTBO JIEKAPCTBEHHOI'O Ipernapara OCTaHETCs B
npejaeniax perjaMeHTUPOBAHHOTO KPUTEPHS MPUEMIIEMOCTH Ha MPOTSKEHUU

BCEr0 CPOKa rOJAHOCTH (XpaHECHUSI).

3. BHYyTpUIIpOU3BOJACTBEHHBIEC UCITBITAHUS

13. BHyTpunpon3BOACTBEHHBIE WCIBITAHUS — HCIBITAHUS, KOTOPHIE
JOIyCKaeTcsi  NPOBOAWTH B MPOLECCE  MPOU3BOJICTBA  AKTUBHOU
dbapmareBTHUECKOM CyOCTaHIIMHU U (WJIM) JIGKAPCTBEHHOTO Tperapara, a He B
paMkKax O(QUIIMAIBLHOTO KOMIUIEKCA WCHBITAaHUN, TMPOBOJUMBIX TEPE
BBIITYCKOM MPOAYKIIHH.

14.B cnemmdukanmu HE BKIOYAIOT BHYTPUIIPOU3BOACTBEHHBIE
UCIBITAHUS, KOTOPBIE HCHOJIB3YKOTCS JUISI KOPPEKUHUH MapaMeTpOB

TCXHOJOI'MYCCKOI'0 IIpoHmeCCa B IIPCACiax Jualla30Ha JSKCILlyaTalluH,
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YCTAHOBJICHHOTO IS JJAHHOTO TEXHOJOTMYECKOro IMpoliecca (Hampumep,
TBEPJIOCTh U XPYIKOCTb si/iep TabJIETOK, HA KOTOPbIE JIOJHKHO OBITH HAHECEHO
MOKPBITHE, U Macca OT/ICJIbHBIX Ta0JETOK).

15. OnpeneneHubie WCHBITAHUS, IIPOBOJVMBIE B npolecce
MPOU3BOJACTBA, MOTYT OBITh  JOCTAaTOYHBIMH  JJII  TOJTBEPIKIACHUS
COOTBETCTBUSI TPEOOBAHUSAM CIECIM(PUKANNKN, €CIA TaKUEe K€ HCIBITAHUS
BKJIFOYCHBI B CHeNUUKAINIO, a KPUTEPUH NPHEMIIEMOCTH WJICHTHYCH
TpeOOBaHMIO, YCTAaHOBJICHHOMY B cHelU(UKAIIMK, TPUMEHIEMON MpH
BBITYCKE, WIIH SABJIAETCS OoJiee ctporuM (Hampumep, PH pactBopa).

16.BmecTe ¢ TeM OTOT MOAXOJ HEOOXOAWMO BaJUIUPOBATH IS
JI0Ka3aTeIbCTBA TOTO, UTO (DYHKIIMOHAJIBLHBIC XapaKTEPUCTUKHU TIJIAHUPYEMOTO
K TOJYyYECHUIO MPOAYKTAa WM PE3yJbTaThl €ro WCIHbITAHUM B Mpolecce

MMpoOn3BOACTBA HC NU3BMCHUJINCH 110 OTHOIIICHHUIO K rOTOBOM IpOAYKIIUH.

4. Borpockl mpoeKTUpOBaHUsl (IM3aitHa) U pa3padoTKu

17. Cnemudukanuu cieayeT COCTaBJIsAITh Ha OCHOBAaHUM OIBITA |
JAHHBIX, HaKOTUICHHBIX B npoiiecce pa3padoTKu aAKTUBHOM
dapmaneBTHUecKO cyOcTaHuMM M (KMJM) JIEKapCTBEHHOro mpemnaparta. Ha
OCHOBAHHUM ATUX JAHHBIX MOXXHO BHOCHUTH MPEUIOKEHUS 00 HCKIIOYCHUH,
n00aBJICHUH WJIU 3aMEHE ONPEICIICHHBIX UCTIbITaHuW. Hampumep, HCKITIOYUTS:

a) UCTIBITAHUSI HA MHKPOOMOJOTHYECKYI0O YHUCTOTY JUIsl aKTHBHBIX
dbapMalieBTUUECKUX CyOCTaHIMM W (WJIM) TBEPJIBIX JICKAPCTBEHHBIX (opM,
KOTOpbIE B  Mpolecce  pa3padOTKU  MOJATBEPAWIM  HECHOCOOHOCTH
MOJJCPKUBATh KU3HECIIOCOOHOCTh W POCT MHUKPOOPTAaHU3MOB (CXEMBbI
petenuii Ne 6 u 8);

0) ompe/eieHne BEIIEeCTB, PKCTPArUPYEMbIX M3 YITAKOBKH, €CIU OBIIO
JIOKa3aHO C BOCIIPOM3BOAMMBIMU pE3YyJbTaTaMH, YTO ODKCTparupyembie

BC€ICCTBA B JICKAPCTBCHHOM IIPCIIApPaTC HC O6H21pY)KI/IBaIOTC$I i Hux
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COJICp’)KaHUE YJIOBJIETBOPSET MPUEMIIEMBIM KPUTEpUSIM U TPEOOBAHUSIM
0e30ITacCHOCTH;

B) UCIIBITAHUE HA ONpEJCNICHUE pa3Mepa YacTUl[ B 3aBHCUMOCTH OT
3HAYUMOCTU 71  (PYHKIHMOHAJIBHBIX XapaKTEPUCTUK MPOAYKTa (MOKHO
MPOBOJAUTh B KAaueCTBE MCIBITAHUS B MPOIECCE MPOU3BOJCTBA WIH MPU
BBIITYCKE).

18. VicipiTanre Ha pPacTBOPEHHE TBEPABIX JEKAPCTBEHHBIX (HOPM IS
npueMa BHYTPh C HEMEJJIEHHBIM BBICBOOOXKIIEHUEM, COIEpKAIIUX XOPOIIO
pacTBOpUMBIE B BOJI€ AaKTHBHBIE (papMaleBTUUYECKUE CYOCTaHIINH,
JOITyCKAETCSl 3aMEHUTh Ha MCIBITAHWE HA PacClalacMOCTh, €CIU B XOJE
pa3pabOTKU TaKUE JIEKApCTBEHHBIE IIperaparbl MPOSBISIIA IOCTOSHHOE
OBICTpOE BHICBOOOXKICHNE (hapMalleBTUUECKOM CyOCTaHIIUU (CXEMbI PELICHUIM

Ne 7(1) m 7(2)).

5. IlpoGyieMbl OrpaHMYEHHOCTH JAHHBIX 0 KAUECTBY MpH M01aye
PErUCTPAIMOHHOIO JOChE JEKapCTBEHHOIO Mpenapara

19.Ha MoOMEHT mnojayu pEerucTpalMoOHHOTO JOChE JIEKAPCTBEHHOTO
npernapara JaHHbIC TI0 €r0 KaueCTBY MOTYT ObITh OTPAaHUYEHHBIMU, YTO MOYKET
NOBJIMATH HA MPOLECC YCTAHOBJIEHUSA KPUTEPHUEB MPUEMIIEMOCTH. B cBsi3m ¢
3TUM MO0 Mepe HAKOIUIGHHUsS OIbITa MpU MPOU3BOJACTBE OIpPEACICHHOM
aKTUBHOW ¢apmaleBTUUeCKo cyOcTaHMu © (WJIM) JIEKapCTBEHHOTO
npenapara MOXET MOTPeOOBaThCA MEPECMOTP KPUTEPUEB MPUEMIIEMOCTH
(Hampumep, KPUTEPUEB MPUEMIIEMOCTH COAEpP)KaHMUS  creuuuueckoin
npumecu). Kpurepuu npuemsieMocTd Ha MOMEHT MOJa4H PErUCTPAMOHHOTO
JOChE JIEKAPCTBEHHOTO Ipernapara ClIeAyeT yCTaHaBIMBATh HA OCHOBAaHUU
TpeboBaHuit 6€30macHOCTH U 3P(HEKTUBHOCTH.

20.TIpy HaMMYMM HA MOMEHT YTBEPKICHHSI UCIBITAHUNA U KPUTECPUEB

NpUEMIICMOCTH JIMIIb OIPAHUYCHHBIX HAHHBIX I1O0O KAa4YCCTBY JICKAPCTBCHHOI'O
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npernapara paHee YTBEP)KJACHHBIE HUCIHBITAHUS U KPUTEPUU TPUEMIIEMOCTH
HEOOXOJIUMO TEPEeCMOTPETh IO MEpPEe HAKOIUICHHS CBEJCHUM, C Y4eTOM
BO3MOYXHOM MOAU(UKAIIMNA UCIIBITAHUN U KPUTEPHUEB TIPUEMIIEMOCTH. MoryT
OBITH YCTAHOBJICHBI KaK MeEHee, TaKk U 0ojee CTpOrue KpUTEpUHU

IPUEMIIEMOCTH.

6. Beimyck o mapamerpam

21. BeImycK 10 IapaMeTpaM Kak aJlbTepHATHBA PYyTUHHBIM HCTIBITAHUSIM
IpU BBIMMYCKE MOXET OBITh HCIOJB30BaH B OTPAHUYEHHBIX CIOydasx U
UCKIIIOUUTENILHO TPU YCIOBUH MOTYyYEHHs 0J0OpEHUs OT YIIOJTHOMOYEHHOTO
opraHa (HarpuMep, 3aMEHa UCTIBITAHUS HA CTEPUIIBHOCTD ISl JIEKAPCTBEHHBIX
npenapaTroB,  MOABEPrarolMUXcs  3aKIIOYUTEIbHOW  (TEpMUHAIBHOMN)
CTEPUJIN3AIINH, UX BBIITYCKOM M0 ITapaMeTpam). B ciydae 3aMeHbl UCTIBITAaHUS
Ha CTEPWIBHOCTh BBIIYCKOM II0 TMapaMeTpaM BBITYCK KaXKIOW CEpUH
OCYILECTBJISIETCSI HAa OCHOBAaHUU  YJIOBIIETBOPHUTENBHBIX  PE3YJIHTATOB
MOHUTOPUHTA OIPEJEICHHBIX [MApaMETPOB (TEMMEPATyphbl, [ABICHUS H
npoao/KUTeNbHOCTH (a3 ((dha3bl) TEepMUHATBLHOW CTEpPUIM3AIMU B XOJIE
MIPOU3BOJICTBA JICKAPCTBEHHOTO Mpernapara). ITU mapameTphl, KaK MpaBuio,
MOYKHO KOHTPOJIMPOBATH M U3MEPATH ¢ OOMBIIEH TOYHOCTBIO, IO3TOMY OHU
Oonee HaACKHBI TPU OOECIEUEHWU CTEPUIIBHOCTH, YE€M HCIIBITAHUE Ha
CTEPUJIBHOCTh KOHEYHOI0 MTpoAyKTa. B nmporpammy Bblllycka 1o napamerpam
MOTYT OBITh BKJIIOYEHBI COOTBETCTBYIOIIME JA0OOPATOPHBIC WCIBITAHUS
(HampuMep, MCIMOJb30BAHUE XMUMHUYECKOTO WM (PU3MYECKOr0 WHIUKATOPA).
[Ipexxne 4em BHEIPATH BBIMYCK IO MapamMerpaM IMpoIecC CTEepUIIU3aIiu
HEOOXOAMMO  JOJDKHBIM — oOpa3oM  BamuaupoBaTth. ClemyeT  Takxke
MOATBEPKJIATh COXPAHEHUE BAIMJAUPOBAHHOIO COCTOSIHHUSI MOCPEICTBOM
MPOBEJICHUST pEBAIUIAIMA Yepe3 YCTAHOBJICHHbIE WHTEpBaibl. [lpu

OCYHICCTBJICHHH BBIIIYCKA IIO IIapaMETpaM B CHCHI/I(I)I/IKaI_H/IIO H€O6X0)II/IMO



13

BKJIFOUUTH MOKa3aTesb Ka4yecTBa (mampumep, CTEPUIBHOCTB),
KOHTPOJIMPYEMBIA KOCBEHHO, @ TaKX€ CChUIKY Ha CBS3aHHYIDO C HHUM

AHAJIMTUYECKYIO0 METOIUKY .

7. AnbTepHAaTUBHBIE METOAMKH UCTIBITAHUI

22. AnbTepHATUBHBIE METOAMKUA MCHBITAHUM — METOJMKH, KOTOpPbHIC
JOTYCKAeTCsl MCIOJIb30BaTh JJIA ONpPENENICHUs IMOKa3aTessl KauecTBa, €Clid
OHM TIO3BOJISIIOT KOHTPOJHUPOBATh KAYE€CTBO AKTUBHOM (hapmaneBTHUYECKOU
cyOcTaHMu U (WW) JIEKApCTBEHHOTO TperapaTa B TOW K€ CTENeHH, YTO U
opuIMaIbHO YTBEPXKACHHAS METOAMKA, WM B 00Jiee BBHICOKOW CTEIEHHU.
Hampumep, nms TabieTok, KOTOpble, Kak ObLIO JOKa3aHO, HE pa3iaraiTcs B
npolecce MNPOU3BOACTBA, B LEJIAX BBIMTYCKAIOIIETO KOHTPOJS KadyecTBa
JIOITYCKAETCSl HKCIOJIb30BaTh CHEKTPOPOTOMETPUYECKYIO METOJUKY, a HE
oduIMaIbHO YTBEPKICHHYIO0 XpomaTorpaduueckyro. Tem He MeHee, B HeIX
MOATBEPKICHUSI COOTBETCTBUSL KPUTEPUSAM IMPUEMIIEMOCTH B TEUEHHUE CPOKA
TOJHOCTH  (XpaHEHHUs)  JIGKAPCTBEHHOIO  Ipemapara  HEOO0XOJIUMO

UCIOJIb30BaTh XPOMATOIPAPUUECKYIO METOIUKY.

8. @apMaKoIEWHbIE HCIBITAHUS U KPUTEPUU ITPUEMIIEMOCTH

23.B ®apmaxkonee Coro3a, a mpu OTCYTCTBUU B HEM B (hapMakomesx
rOoCyJAapCTB-4JICHOB TPHUBENCHBI OMpENETICHHbIE METOAWKW (Jaiee —
dbapmakoreiiHple METOAMKHA) WM CChUIKM Ha HUX. Bo Bcex cmydasx (eciu

1enecoo0pa3Ho) cliefyeT UCHO0b30BaTh (hapMaKoNeHbIe METOUKH.

9. PazBuBaromnecs TEXHOJIOT U

24. T1ockonbKy HEMPEPHIBHO pa3padaThIBAIOTCS HOBbIE AaHAIUTHUYECKUE

TCXHOJIOIMM W  BHOCATCA H3MCHCHHA B  CYIICCTBYIOILIMC, ciacayer
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HCIIOJIBb30BATh  PA3BHUBAOIIMUCCA  TCXHOJOIHMH, C€CJIM OHH  IIO3BOJIAKOT
00eCIIeYnTh AOIIOJHHUTCIIBHYIO T'apaHTHIO KadeCTBA HJIM HX IMPHUMCHCHHC
000CHOBAaHO MHBIMH IMpUINHAMH C TOYKH 3PCHUA oOecrieueHusI KauecTBa WU

0€30MacHOCTH JIEKapCTBEHHOTO Ipenapara.

10. BnusiHre akTUBHOM (papMalieBTUUECKOM CyOCTaHIIMU
Ha creur(uKalny JeKapCTBEHHOr o Ipenapara

25.Kak mnpaBuno, HET HEOOXOJUMOCTH TPOBOAUTH HCIBITAHUS
JIEKapCTBEHHOIO0 Mpernapara IO [I0Ka3aTelsiM KadecTBa, XapaKTEPHBIM
UCKJIIOYUTENIbHO JJIs aKTUBHBIX (papMalieBTHUecKuX cyOctanuuii. Hanpumep,
JIeKapCTBEHHBIN Mpenapatr He TpeOyeTcsl UCTIBIThIBAaTh Ha HAJIMYUE MPUMECEH,
KOHTPOJIb KOTOPBIX OCYUIECTBJISIETCS B AKTUBHOM (DapMalieBTUUECKON
CyOCTaHLIMM M KOTOpPBIE CBSI3aHBI C MPOLIECCOM CHHTE3a, a HE SIBISAIOTCS
OpoayKTamMu jerpafganuu. bonee mnoapoOHble CBeIEHUS NPUBEIACHBI B
npaBujax MO U3YYEHUIO MNPHUMECEHd B JIEKAPCTBEHHBIX CPEACTBaX U
YCTAaHOBJIEHUIO TPEOOBAHMM K HUM B CHEHUPUKALUAX, YTBEPKIAEMBIX

EBpazuiickoit axoHOMHUUECKON Komuccuen (nanee — Komuccus).

11. CranpaptHblii oOpaszeln

26. KauecTBO cTaHAgapTHOro oOpasia AOKHO COOTBETCTBOBATH €0
HazHayeHuto. CTaHaapTHBIM 00pa3el YacTo XapaKTepU3yIOT U OLIEHUBAIOT Ha
OPUTOJHOCTh JUISL LIEJIEBOTO HA3HAYEHUS C IOMOUIBIO JOMOJHUTEIBHBIX
METOAMK U METOA0B. B cTanAapTHRIX 00pa3iiax akTUBHOM (papMarieBTUIECKOM
CcyOCTaHLIMM, MPEJHA3HAUYCHHBIX JI HCIOJb30BAHMS B UCIBITAaHUSX Ha
KOJMYECTBEHHOE  ONpeleNieHne, HeoO0XOAUMO HaJUIekKalluM  o0pa3om
UACHTUPUIUPOBATh M (WJIM) KOHTPOJMPOBATH MPUMECH M ONPENEsATh

YHUCTOTY C IIOMOIIBIO KOJIMUECTBECHHOMU MCTO/JUKH.
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V. TpeboBanus K crieruduKanusm
1. Cneundukanuu: onpeneneHue 1 000CHOBaHUE
Omnpenenenue crienupuKaui

27.B nomnoiHeHue K UCIBITAaHUSIM MPU BBIMYCKE CTIeU(PUKAIUS MOKET
coJiepKaTh NIEPEUCHb UCTIBITAHUN B MPOIIECCE MPOU3BOICTBA, IEPUOTUIECKUX
(BBIOOPOYHBIX) HCMBITAHUN M TPOUYUX HCIBITAHUM, KOTOpbIE HE BCErja
MPOBOASTCS MOCEPUNHO. B OAOOHBIX CUTYaIUsAX 3asiBUTEIIb JOJDKEH yKa3aTh,
KaKU€ HCIBITAHUS MPOBOMSITCS TMOCEpUNHO, a Kakue — HeT. [lpu 3TOom
HEO0OXOAMMO yKa3aTh U 000CHOBATh BHIOOP M YaCTOTY UCIBITAHUN. AKTUBHAs
dapmaneBTrueckas cyocTaHius U (UJIK) JIEKapCTBEHHBIN Ipenapar JOJKHbI
YAOBJIETBOPATh KPUTEPUSM TPHUEMIIEMOCTH, €CIM OHM MOABEPraroTcs
ucnbiTanusIM. CieyeT OTMETUTh, YTO BHECEHUE U3MEHEHUM B crieliuUKaIIUU
NOCJIE YTBEPKACHUSI PETMCTPALIMOHHOIO JIOChE JIEKAPCTBEHHOIO IMperapara
MOXXET MOTpeOOBaTh MPEABAPUTEIBHOM HSKCHEPTU3bI YIOJIHOMOYECHHBIM

OpraHoOM rocy1apcTBa-4JcHa.

O6ocHoBaHue crienuduUKaIni

28.1lpy TNEepBUYHOM COCTABJICHHM cHeruduKkanuu HEoO0X0aUMO
000CHOBaTh KXKJYIO MpEIIaraeMyr0 aHaJIUTUYECKYI0 METOJUKY U KaKIbIi
Kputepuii puemieMoctr. [Ipum 000CHOBaHMM HEOOXOJMMO CCBHUIATHCS Ha
COOTBETCTBYIOITHE AJaHHBIE IO pa3paboTke, TpedoBanus Papmakonen Coro3a,
a TpU OTCYTCTBMM B HEM Ha COOTBETCTBYIOIIHME JaHHBIE —(apmakoriei
roCyJIapCTB-UJICHOB, PE3yJIbTaThl UCIIBITAHUN aKTUBHBIX (papMalleBTUUECKUX
cyOctaniuii ¥ (WJM) JIGKAPCTBEHHBIX IMPEMapaToB, MCIOJIb30BAHHBIX B
TOKCUKOJIOTHYECKUX U KIIMHUYECKUX UCCIETOBAHMIX, a TAKKE HAa PE3yJIbTaThI

I/ICCJ'IGIIOBaHI/Iﬁ YCKOPCHHBIX W OOJI'OCPOYHBIX HCIIBITAHUN CTaOMJILHOCTH.
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Kpome Toro, He0OX0IMMO YYUTHIBATH MPUEMIIEMBIE JTHANA30HbBI BEPOATHOU
BapuaOEIbHOCTH AHAIIMTUYECKOW METOJMKU U BEPOSITHOM BapuabEIbHOCTU
mpoIiecca Mpou3BOACTBA JIEKAPCTBEHHOTO IIpenapara.

29. MoryT ObITh IPUMEHUMBIMH W TPUEMJIEMBIMU WHBIE MOJIXObI, HE
OMMCaHHble B  HacTosmux  TpeboBanusix.  IlpumeHeHue  Takux
aNbTEPHATUBHBIX MOJXOAOB TpeOyer oOOocHOBaHUsl 3asBuUTeneM. Ilpu
000CHOBaHUU crnenudukauii HeoOXOAUMO PYKOBOJICTBOBATHCS JaHHBIMU,
MOJIYYCHHBIMM TI0 pe3yibTaTaM CHHTE3a aKTHUBHOW (apmalieBTUIECKOM
cyOcTtaHMu M (WIHM) Mpollecca MPOU3BOJACTBA JICKAPCTBEHHOIO Mpenapara.
[Ipu »>TOoM B KauecTBe OOOCHOBAHHS MOXKHO paccMaTpHUBATh TEOPETHUYECKHU
JOMYCTUMBIC TIPEACNbl JJIsI KOHKPETHOM METOJIUKH WIM KOHKPETHOTO
Kputepus npuemiieMocTu. OJIHAKO HE3aBUCUMO OT MPUMEHSEMOro MoJxojaa
OCHOBOIIOJIATAIOIIUMHU  SBJISIIOTCS ~ DKCIIEPUMEHTAIbHBIE  (haKTHUYECKUE
pE3yJIbTATHI.

30.1Ipu cocraBaeHun W OOOCHOBAaHWM cHelU(PUKAIUN  ClIeayeT
YYUTHIBATh PE3YyJIbTaThl HCIBITAHUA CEpPHUi, BKIIOUYEHHBIX B MPOTPAMMY
UCTIBITAHUM  CTaOWJIBHOCTH, a TakXke Cepui, TOJYUYECHHBIX MPH
MacImTabMpoBaHUM (BaluIaIlMK) MPOIEcca, HEOOXOAUMO YACISIThH 0c000e
BHUMAaHUE  HUCXOJIHBIM  CEpPHUSIM, HCIOJB3YEMbIM I  UCIHBITAaHUUN
crabmnbHOCcTH.  Ecnim  maHuUpyeTcss — MCMOJIb30BAHME  HECKOJIBKUX
MIPOU3BOJICTBEHHBIX IUIOIIAIOK, TO IPU MEPBOHAYATLHOM BHIOOPE OCHOBHBIX
UCIIBITAHUI U KPUTEPUEB MPUEMIIEMOCTH 11€71€CO00pa3HO YUUTHIBATh TaHHBIE,
MOJIYYEHHbBIE HA 3TUX IUIOLIAJKaX. ITO HEOOXOAUMO B CIydae, €CIIU UMEETCS
HEJIOCTATOYHBIM  IEPBOHAYAJIBHBIM  ONBIT  NPOU3BOJACTBA  AKTUBHOM
dapmareBTHUeCKO CcyOCTaHIMM W (WJIM) JIEKapCTBEHHOTO IMpernapara Ha
JAHHOW TIPOM3BOJICTBEHHOU TLIOIMIaAKe. Eciu 1y BbIOOpa HWCMBITAHUN H

KPpUTCPUCB MPpUEMJICMOCTHU HCIIOJIb3YCTCA 1 pepe3CHTAaTHBHAA



17

MPOU3BOJICTBEHHAS IUIONIAJKA, TO MPOAYKT, MPOU3BEICHHBIN HAa OCTaJIbHBIX
MJIOIIA/IKAX, JOJIKEH COOTBETCTBOBATH ATUM KPUTEPUSIM.

31l.IIpy  00OCHOBAaHMHM  OTIEIBHBIX KPUTECPUEB MPHUEMIEMOCTH
PEKOMEHIyeTCsl TPEACTABICHUE pEe3yJbTAaTOB HUCIBITAaHUN B Tpaduueckoit
dbopMe (B 4aCTHOCTH, 3HAYECHHUN KOJIMYECTBEHHOTO COJIEP>KaHUSI aKTUBHOMU
(dbapMalleBTUUECKON CyOCTaHIIMM M POJICTBEHHBIX mNpumecei). [Ipu Takom
MPEJCTABICHUN PE3YJbTaTOB HEOOXOJMMO BKIIOUUTH B cHEIU(UKAIIIO
JAHHBIE, MMOJTYYEHHbIC HA CTaAUU Pa3pabOTKH, a TAKKE UMEIOIIHUECS TaHHbBIE O
CTaOMJIBHOCTU Cepuil aKTUBHOW (hapMalleBTHUECKON CyOCTaHIIMU WU
JIEKApPCTBEHHOT'O Mpenapara, TPOU3BEAECHHOIO C MOMOILIBK MPEIaraeéMoro
npoIiecca Mpou3BOACTBA JEKAPCTBEHHOTO IIpenapara.

32.1Ipy 00OCHOBaHWMU UCKIIIOYEHUSI HUCIBITAHUS W3 CHEHUPUKAIUU
HEOOXOAMMO PYKOBOJCTBOBAThCA MAaHHBIMH O pa3pabOTKe U Badugalluu

po1ecca MPOU3BOACTBA JIEKAPCTBEHHOT O IIpemnapara (€ciu NpUuMEHUMO ).

2. YHuBepcallbHbIE UCIIBITAHUSA (KPUTEPHUN)

33.1Ipu BbImoONHEHUM TpeOOBAaHMM, YKa3aHHbIX B MyHKTax 34 — 36
HacTosimMx TpeOoBaHUM, HEOOXOJIMMO TaKK€ YUYWUTHIBATHL TPEOOBAHUSA
PykoBoacTtBa 1O BamuMgauuMy  aHAJIUTHYECKUX METOOUK  IPOBEIACHUS
VCTIBITAHUN JIEKAPCTBEHHBIX CPEACTB, YTBEpkKIACHHOTO Pemennem Komnnerun

EBpasuniickoit s3xoHoMu4eckoi komuccun oT 17 urons 2018 1. Ne 113.

dapmalieBTUYECKUE CyOCTaHIIUU

34. Cnenyroniue UCIBITAHUS U KPUTEPUU MPUEMIIEMOCTH MPUMEHUMBI
KO BCEM aKTHUBHBIM (hapMalleBTUUECKUM CYOCTAHIIUSIM:

a) OMHMCAaHNE — KAYECTBEHHAS XapaKTePUCTUKA (PU3UIECKOTO COCTOSHUS
(HampuMep, TBEpJOE  BEIIECTBO, JKUAKOCTb) W  I1IB€Ta AaKTUBHOU

dbapmarieBTUUECKON cyOcTaHluu. Eciin OJTHO U3 3THX CBOWCTB HU3MEHSIETCS
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Ipyu XpaHEHWH, TaKoe€ W3MEHEHHE HEOOXOJAUMO W3YYUTh U TPHUHSATH
HEO0OXOJIUMbIE MEPBHI;

0) naeHTU(QUKAMSA — WCTIBITAHUS WIACHTU(DHUKAIIMK JOJDKHBI J1aBaTh
BO3MOKHOCTh ~ HAaWJIydllUM  oOpa3oM  pa3inyaTh  COCIUWHEHUS  C
OJIN3KOPOJICTBEHHOW CTPYKTYpOH, KOTOpblE MOIYT NPHUCYTCTBOBaTh B
aKTUBHOM  (apmanieBTUYECKOW CyOcTaHIMU U (Wu) JIEKapCTBEHHOM
npenapare ¢ BBICOKOW J0Jell BeposATHOCTH. McmblTaHus uaeHTU(HUKAIUU
JOJDKHBI OBITh CHIENM(UYHBIMUA B OTHOIIICHUHU aKTUBHOM (papMalieBTUUECKOM
cyOctanuuu (Hampumep, MHGpakpacHas crekTpockonus). Maentudukarums
TOJIBKO C TIOMOIIBI0  XPOMATOrpPaUUYECKOTO BpPEMEHH  yJepKaHUs
HE cudTaercs crneuuduuyHoil. Bmecte ¢ TemM  HCHOJb30BaHUE
2 xpomaTorpaduuecKnX METOAWK, B KOTOPBIX Pa3JeiCHUE NETCKTUPYEMBIX
BEII[ECTB OCHOBAHO Ha PA3JIMYHbBIX MPUHIIAIAX, WJIH 00bETMHEHNUE UCTIBITAHUI
B 1 meToauky (Hanpumep, BOXX/Y® na nuoanoit marpuie, BOXXKX/MC wm
I['X/MC) sBasiercs mnpuemieMbiM. Eciam aktuBHas QapmaneBTudeckas
cyOcTaHIUs NpeaCcTaBisieT COO0M COb, UCTIBITAHUE UACHTU(DUKAIIUN JOTKHO
ObITh CHEHU(PUYHBIM B OTHOIICHUM KaXJIOro M3 HOHOB. MoeT ObITh
JIOCTaTOYHBIM HCTBITAHUE, CHEU(UUHOE B OTHOIICHUH camou conu. Jlims
ONTHYECKU aKTUBHBIX (DapMalleBTHYECKUX CYOCTaHIIMA MOXKET OBbITh
HEOOXOAMMO  MPOBENCHHE  CHeNU(PUIHOTO  HUCHBITAaHUS IS HX
UACHTU(UKAIIMA  WJIA  TPOBEACHHE  KOJWYSCTBEHHOTO  OMpEeCHUs,
cHeru@UIHOTO B OTHOIICHUH XUPATHLHOTO COCTHHCHMUS;

B) KOJIMYECTBEHHOE OTMpENeTIeHuEe — JUIsl OMPENeTCHUs COJACPKaHUS B
aHAMM3UPYEeMOM  00pasile aKTUBHOW (apMaleBTUUECKON CyOCTaHIUU
HEOOXOAMMO BKJIIOUYWTHh B CHEUNUPUKANNIO CHEIUPUIHYIO METOIUKY,
MO3BOJISAIONIYIO TTOJTy4YaTh CTaOWIIBHBIC pe3ynbTaThl. BO MHOTHX Ciydasx
JOTTYCKAeTCs UCIOJIB30BaTh OJHY U Ty ke MeToAuKy (Hanpumep, BOXKX) kak

1T KOJWYECTBEHHOTO  ONpPEACICHUS aKTUBHOM  (papMalleBTHUSCKOM
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CyOCTaHIIUM, TaK W IS OIpeAeNeHUs CcojJiepkaHus mnpumeceil. Ecnm
MPEJCTABIICHO OOOCHOBAaHUE WCIOJIb30BAHUSI HECHEUU(PUUHON METOAUKU
KOJIMUYECTBEHHOT'O OMPEACIICHUS, NI JOCTH)KEHHUS OOIel crenuduIHOCTH
HEOOXOJIMMO  WCIOJIb30BaTh  JIpYTHE  TOATBEPXKIAIOIMINE  METOIUKH
vcnbITaHui. Hanpumep, ecnu 11 KOJIMYECTBEHHOTO ONPEAESIICHUs aKTUBHON
(dbapMalleBTUUECKON CyOCTaHIIUM HCHOJIB3YETCS TUTPOBAHUE, HEOOXOIUMO
UCIIOJb30BaTh KOMOMHAIIMIO KOJIMYECTBEHHOTO ONPECICHUS U MOAXOSIIETO
VCTIBITAHUA Ha COJIEPHKAHUE PUMECH;

r) IpuMecHd — B cHenu(UKAIMA yKa3bIBAIOT OpPraHUYeCKHue U
HEOPraHUYECKUE TMPUMECH, OCTATOYHBIC PACTBOPUTEIU. IKCTPAIOJIALIMS
3HAYUMBIX TMPEAEIOB COACp)KAHUS IPUMECEHM Ha OCHOBE JaHHBIX,
MOJIYUYCHHBIX B XOJI€ pa3paboTKu, onucaHa B cxeme pemrenuit Ne 1. [Tockosibky
HAa MOMEHT MOJA4YUd PETUCTPALMOHHOTO JOChE JIEKAPCTBEHHOIO IMpenapara
JaHHBIC JIJI OIICHKHM IMOCTOSHCTBA IpOIlecca MOTYT OBITh HEJOCTATOYHBIMH,
HEIleJIeCOO0pa3HO  YCTaHABIMBATh KPUTEPUHU IPUEMIIEMOCTH, KOTOPBIC
OXBAaTBIBAIOT TOJILKO JIAHHBIE AaHAJIN3A CEPUM, UMEIOIMECS HA MOMEHT I10J1a4u1

PErucTpaiuOHHOrO A0CHE JICKAPCTBCHHOI'O ITpCIiapara.

JlekapcTBEHHBIE MpENapaThl

35. Cnenyronue UCOBITAHUS U KPUTEPUU TMPUEMIIEMOCTH MPUMEHHUMBI
KO BCEM JIEKAPCTBEHHBIM Mpenaparam:

a) OMHMCaHue — B CreU@UKAIMU PUBOJAUTCS OMUCAHUE KAaYECTBEHHBIX
XapaKTePUCTHUK JIEKapCTBEHHOU (opMbI (Hampumep, pasmep, popma u 1BET).
Ecnm ogHO M3 3THUX CBOMCTB M3MEHSETCS B XOJIe Mpoliecca MPOU3BOICTBA
JIEKApCTBEHHOIO Mpenapara Wid NPy XpaHEHUHU JEKApCTBEHHOTO Mpenapara,
TaKO€ M3MEHEHHUE HEOOXOJUMO HM3YUUTh M NPUHATH HEOOXOIUMBIE MEpHI.
Kputepun mnpuemieMoCcTd AOJKHBI BKIOYATh B CeOS BHEHIHUM BHJ

JIEKApCTBEHHOI0 Npenapara. Eciii mpu XpaHEHUH JIEKAPCTBEHHOIO Mpenapara
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€ro BHEIIHHMM BUJ M3MEHSETCA MO LBETY, TO B cHelU(UKALUI0 TpeOyeTcs
BKJIFOYEHUE METOJIUKU KOJIUYECTBEHHOMN OLICHKU;

0) naeHTUUKaIU — UICIIBITAHUS JJOJDKHBI yCTaHABIUBATH MOAJIMHHOCTD
aKTUBHOM (papmalleBTUYECKON CyOCTaHIIMM B JIGKAPCTBEHHOM IIpemnapare, a
TaK>K€ MO3BOJISATh Pa3nyaTh COCIUHEHHUS C OIM3KOPOJACTBEHHON CTPYKTYPOH,
KOTOpPbIE MOTYT MPUCYTCTBOBATh C BBICOKOM JI0JIEM BEPOSITHOCTH B COCTaBE
aKTUBHOW (apmanieBTUYECKOW CyOCTaHIMM ¢ (WIM) JIEKQpCTBEHHOM
npenapare. Mcnbitanus uaeHTUGUKAIMU JOJDKHBI ObITh CIEU(PUIHBIMU B
OTHOILIEHWW AaKTUBHOW (papmarieBTHYECKOW CyOcTaHIMM  (HampuMmep,
uH(ppakpacHass cnekrpockomnus). WaeHTudukamuss TOJIBKO C TOMOIIBIO
XpoMaTorpaueckoro BpEMEHU yNEpKaHWA HE CUUTAETCSA CHEeUU(PUUHOM.
Kak npaBuio, uCnoyib30BaHuE 2 XpOMATOIPAPUUECKUX METOJIUK, B KOTOPBIX
paslefieHue OCHOBAHO Ha pPa3MUYHBIX MPUHIMMNAX, WIH OOBEIUHEHUE
ucneiTanuit B 1 metoauky (Hanpumep, BOXKX/Y® nHa nuomHoit Marpuiie,
BOXX/MC unn I'’X/MC) siBniseTcst mpueMiIeMbIM;

B) KOJIMYECTBEHHOE ONPE/IETICHUE — B OTHOILIEHUH BCEX JIEKAPCTBEHHBIX
npernaparoB JUisl ONpeeTeHUs COJAEpkKaHUus B CreudUKAIN0 HE0OX0IUMO
BKJIFOYUTh CHEIU(UUHYI0O METOAUKY KOJIHMYECTBEHHOTO OMpeaecHus,
MO3BOJISIIONIYIO TIOTy4YaTh CTaOWIbHBIC pe3ynbTaThl. Bo MHOTHX cCiydasx
JOMTyCKAETCS UCIIOJIb30BaTh OJHY U Ty K€ METOUKY (Hanpumep, BOXKX) kak
JUIsL  KOJIMYECTBEHHOTO  ONpEJAENICHUs aKTHUBHOM  (papMaleBTUYECKOU
cyOCTaHLIMM, TaK W [UJIl ONpeAeNieHus coJepkaHus mnpumecend. [ns
KOJIMYECTBEHHOTO OMPEICTICHUSI aKTUBHOM (hapMaIieBTUUECKON CyOCTaHIIUHU B
JIEKAPCTBEHHBIX MpenapaTrax MOTYT OBbITh MCIOJIb30BaHbl PE3YyJIbTAThI
UCIIBITAHUI Ha OTHOPOJHOCTh COAEPKAHUSI, €CIIM METObI, UCIIOJIb3YEMBbIE JIJIS
OTpeIeJICHUS] OJJHOPOJHOCTH COJACPKAHUSA, SIBISIOTCS TaK)Ke MPUEMIIEMBIMU
JUIsL KOJMYECTBEHHOTO ompenaeneHus. Ecnu mpeacTtaBieHO 0O0OOCHOBaHUE

HUCITOJIb30BaHUA HCCHCHH(l)H‘-IHOfI MCTOAMKHN KOJIMYCCTBCHHOI'O OIIPCACICHU A,
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JUISL JOCTHKEHUS 001Iel crieriuUIHOCTH HE0OXOJUMMO UCTIOIB30BaTh JPYTHe
MOATBEPXKIAIONINE aHAIUTUYECKUE MeToauku. Hampumep, ecaum  ais
KOJIMYECTBEHHOT'O OIpe/eICHNS aKTUBHON (hapMarieBTUUECKON CyOCTaHIIUM
UCIIOJIBL3YETCS TUTPOBAHHE, HEOOXOAWMO HCMOJIb30BaTh KOMOWHAIUIO
KOJIMYECTBEHHOT'O OMPEICIICHUSI U TTOAXO/IAIIETr0 UCTIBITAHUS Ha COJICPKAHUE
npuMecu. Eciam B cilyyae HCHOJB30BaHUA HECMEUU(PUUHOW METOAUKU
KOJIMYECTBEHHOI'O  ONpEACICHUS  UMEIOTCS  JAaHHbIE O  BIIMSHUU
BCIIOMOTATENIbHBIX ~ BEIIECTB HA pe3yJbTaThl aHaln3a, HEOO0XOJIUMO
HCIIOJIb30BaTh CIEU(DUIHYIO METOUKY;

I) IpUMECH — B CHEMU(PUKAIUN YKa3bIBAIOTCSI OpraHUYeCcKue u
HEOpPraHWYECKUE  MPUMECH,  MPOJAYKTHl  JErpajalld,  OCTATOYHBIC
pactBoputenu. OpraHMuecKue MNpUMEcH, OO0pasyroluecs MpU JAerpajaluu
aKTUBHOM (papMalnieBTUYECKON CyOCTaHLIUM, U TPUMECH, OOpa3yrolrecs B
Ipoliecce MPOU3BOJCTBA JEKAPCTBEHHOrO Mpemnapara, Mojjiexar KOHTPOJIIO.
CrnemyeT yCTaHOBHUTH IIpUEMJIEMbIC TPEICIbl CONePyKaHUI MHIUBUYATbHBIX
crenupUIUPOBAHHBIX TPOAYKTOB JIETPaJialluK, KOTOPHIE MOTYT MPEICTABIATh
co0o¥ Kak naeHTH(DUIIMPOBAHHBIC, TAK M HEUICHTU(DUITUPOBAHHBIC TIPOTYKTHI
JIerpajanuy, a TakXkKe TMpeaeiibl CyMMapHOTO COJEp)KaHHS MPOTYyKTOB
nerpamamuu. [lpumecn, oOpasyromiuecs B TMpoIlecCe CHHTE3a aKTUBHOM
(dhapManeBTHUECKON CyOCTaHIINN, KaK MPABHIIO, KOHTPOJIUPYIOTCS Ha CTaIuN
€€ HCIMBITAHUSI U HE BKJIIOYAIOTCS B MPEE COJIEPKAHUS CYMMbI MPUMECEH.
Ecnu TexHosioruyeckas mpuMech SIBISICTCS TAKXKE MIPOAYKTOM JCTpajialivu, €€
COJIep)KaHNEe HEOOXOJUMO KOHTPOJHMPOBATh M BKIOYATh B  Mpeael
coAepKaHUsl CyMMbI MPOAYKTOB Jierpananuu. Eciiu ¢ momMoIpro Hajjiexaniein
AHAJIUTUYECKOM  METOAWMKHM  OJHO3HAYHO  JOKa3aHO, YTO AaKTHUBHas
dbapMaiieBTUUECKass CyOCTaHIMSI, BXOJIIas B COCTaB KOHKPETHOTO
JIEKaApCTBEHHOIO Tperapara, B KOHKPETHBIX YCIOBUSAX XPaHEHUS, YKa3aHHBIX

B PErMCTPAllMOHHOM JIOChE JIEKAPCTBEHHOI'O Mpernapara, HE MOJBEpraercs
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Jerpajiallii, TO MOCJIE€ PEruCcTpallii TaKOTro JIEKAPCTBEHHOTO IMpernapara Io
COTJIACOBAHUIO C YIIOJTHOMOYEHHBIM OPTaHOM JIOMYCKAETCsl COKPATUTh 00bhEM
UCTIBITAHUS HAa TIPOYKTHI IETPAIAIIUHU WU UCKITFOUYUTH €T0 U3 CIIeu(PUKaIIH.

36.B cxeme pemenuit Ne 2 ommcaHa 3KCTpamoJISIlUs 3HAYMMBIX
NpEAeiOB COJEpKAHUSA TPOAYKTOB JAeTpajallid Ha OCHOBE JIaHHBIX,
MOJIYYSHHBIX B MpoIiecce pa3padboTku. Ha MOMEHT mogaum perucTpaioHHOTO
JIOChE JICKAPCTBEHHOTO TMperapaTa JaHHBIX I OIEHKH ITOCTOSHCTBA
mpoliecca MPOW3BOJCTBA JIGKAPCTBEHHOTO TIperapara, Kak IIPaBHIIO,
HEJI0CTaTOYHO. B CBsA3M ¢ 3TUM Hellenecoo0pa3Ho yCTaHABIUBATh KPUTEPUU
MPUEMIIEMOCTH, KOTOPBIE€ OXBATHIBAIOT TOJBKO JJaHHBIC aHalu3a CEpuH,
UMEIOIIHNECS Ha MOMEHT TI0JIaul PErUCTPAIIMOHHOTO J0ChE JIEKApPCTBEHHOTO

npenapara.

3. CnenuduyHble UCTIBITAHUS (KPUTEPUHN )

37.1loMmuMO yHUBEpCAIbHBIX HUCIBITAHWUN, YKa3aHHBIX B MyHKTax 34 —
36 wHacrosmux TpeOoBaHuil, B OTHOIICHWU OTAEITBHBIX AKTHUBHBIX
dbapMalleBTUUECKUX CyOCTaHIMM u (WIM) JIEKAPCTBEHHBIX IPENnapaToB
TpeOyercs MPOBEACHUE CIEAYIOIIUX JOMOIHUTENbHBIX HUcCHbITaHuil. Eciu
UCIIBITAHWE OKA3bIBAECT BIIMSIHUE HA KOHTPOJb KAauecTBa CEpHUIl aKTUBHOM
dapmarieBTHUecKo CcyOcTaHmuu W (WiM) JIEKapCTBEHHOTO IIpenapara, B
cnenu@UKai HEOOXOJUMO BKIIOUYNTh HWHAWBUIYAIbHBIC HWCIBITAHUS
(kputepun). B oTnenpHbIX ciaydasx (HarmpuMmep, Mociie HaKOIUICHUS TaHHbBIX
00 M3MEHEHMSIX KaueCTBa JICKAPCTBEHHOTO Ipernapara) MOKeT NoTpeOoBaThCS

MMPOBCACHNUC NHBIX WCIBITAaHUM.

Crnenndudeckre UCTIbITaHNS (KPUTEPUN)
U1 hapMareBTUUeCKUX CyOCTaHIINN
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38. Cnenyronue crnenupuyecKkre UCTBITaHUS (KPUTEPUN) MPUMEHUMBI
KO BCEM aKTUBHBIM (hapMarleBTUYECKUM CYOCTAHIIHSIM:

a) GU3UKO-XUMHYECKHE CBOMCTBa. BkitouaroT B cebst B ToM uuncie pH
BOJHOTO pacTBOpa, TEMIIEpaTypy (AMama3zoH TeMmeparyp) IJIaBIECHUS U
noKasareiab NpeloMIIeHUsA. MEeTOAMKH, HCHOJb3yeMbIC IJisi ONpECICHHUS
YKa3aHHBIX CBOMCTB, KaK MPaBUJIO, YHUKAIBHBI M HE TPEOYIOT CIOMKHBIX
U3MepeHuil (Hampumep, KamWUIAPHBIM METOJ| OMPEIETICHUs] TeMIIepaTyphl
I1aBJieHus, pedpakTromMeTpus mo A66e). MicnibITanus, BBIMOJHIEMBIE C €TI0
NOJATBEPKACHUS (PU3UKO-XUMUYECKUX CBOMCTB, HEOOXOAUMO ONpPEAENATh Ha
OCHOBAaHUM (bU3UIECKUX 51 XAMUYECKUX CBOMCTB AKTUBHOU
dbapMalleBTUUECKON CyOCTaHIIUM U €€ 1[€JIEBOI0 Ha3HAUYCHUS;

0) pazmep dyacTull. [ HEKOTOPHIX AaKTUBHBIX (apMalleBTUYECKUX
CyOCTaHLIMM, TMpeIHa3HAYCHHBIX [JI1  HWCIOJb30BaHHS B  TBEPABIX
JIEKapCTBEHHBIX TIpenaparax WIA CYCIEH3UAX, pa3Mep 4YacTUIl MOXKET
OKa3blBaTh  3HAYUTEIBHOE  BIMUSHHUE HA  CKOPOCTb  pPacTBOPEHUA,
OMOJIOCTYNMHOCTh W (WJIM) CTaOWIBHOCTb. B Takux ciywasx clenyer
YCTAaHOBUTh KPUTEPUM TMPUEMIIEMOCTH W TPOBOIAUTH HCIBITAHHE IIO
ONpEACNICHUIO pa3Mepa 4YacTHUIl C HCIOJIb30BaHUEM COOTBETCTBYIOUICH
MeTonuku. B cxeme pemenunn Ne 3 mpencTtaBiieHbl JIOTOJIHUTEIBHBIE
MOSICHEHUS B OTHOIIICHUU MMEIOIIUXCS CIydaeB MPOBEACHUS WCIBITAHUS T10
OTIPEJICTICHUIO pPa3Mepa YaCTHIL;

B) monuMopdHubie dhopmbl. HekoTopsie akTHBHBIE (hapMalleBTUUECKUE
CyOCTaHIIMM CYIIECTBYIOT B Pa3HbIX KPHUCTAUIMUECKHX (opmax, KOTOpHIE
pas3nuyaTcs 1no cBouM (usmueckuMm cBoiicTBaM. [lonmumopdusm Moxer
TakKe BKIIOYaTh B ce0S TPOAYKTHl COJNbBATAllMM W  TUApPATAlUU
(nceBgononuMopdsl) u amopdusie popMbl. Paznnuusa B mpoduiie yKkazaHHbIX
¢bopM MOTYT B HEKOTOPBIX CIydyasx OKa3bIBaTh BIIMSHHUE HAa KAa4eCTBO H

(GyHKIIMOHAIIBHBIE XapaKTEPUCTUKH JIGKAPCTBEHHBIX mpemapartoB. Ecmu
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CYIIECTBYIOT pa3Iu4usi C JOKAa3aHHbIM BJIHMSHUEM Ha (YHKIMOHAJIbHbIC
XapaKTepUCTUKHU JICKAPCTBEHHOI'O Mpernapara, €ro OWOJOCTYIHOCTh WU
CTAaOMJIBLHOCTD, TO B crielM(UKaAIIUA HEOOXOMMO yKa3aTh COOTBETCTBYIOIIEE
COCTOSIHME TBEpPJIOro BeliecTBa. OU3NKO-XUMHUECKUE U3MEPEHUSI U METO b
OOBIYHO  WCHOJIB3YIOTCSL  JUJISL  ONpPEJECICHUS  HalMuusl  HECKOIbKHUX
noJIMMOP(hHBIX POopM (HarIpuMeEp, TOUKA IJIABJIEHU (BKIKOYasi MUKPOCKOIIHIO
Ipu BBICOKOM TeMmIiiepaType), uH(ppakpacHas crektpockonus (MK) s
BEIIIECTB B TBEPJAOM COCTOSIHMH, MOPOIIKOBAas PEHTICHOBCKAas Tudpakiius,
METOIUKHU TEPMHUUYECKOTO aHanan3a (BKITIOUAS
nudepeHInaIbHO-CKaHUPYIOIIYIO KAIOPUMETPHIO (ACK),
tepMmorpaBumeTpudeckuil ananus (TT'A) u quddepeHnanrbHO-TEPMUIECKUI
anamu3 (JITA)), PamaHoBcKasi CHEKTPOCKONUS, CBETOBAasi MUKPOCKOINHS U
CHEKTPOCKONHUA SIAEPHOr0 MarHuTHOro pe3zoHanca (AMP) nns BemiectB B
TBepIOM coctosiHuM). B cxemax pemenuit Ne 4(1) — 4(3) mpexacraBicHbI
JOTIOJTHUTEIbHBIE TOSICHEHUs, KOTJa M KakK CJeAyeT KOHTPOJIUPOBaTh U
npoBepATh NOMUMOpPGHBIE (POpMBbI. YKa3aHHBIE CXEMbl PEIICHUN CIEayeT
NPUMEHATh MocienoBatenbHo. B cxemax pemenuii Ne 4(1) u 4(2)
paccMaTpuBaeTcs, MPOSIBISET U aKTMBHAs (papmarieBTUYECKass CyOCTaHIUs
noJIMMOpP(U3M U MOTYT JIM pa3nyHble OJIUMOp(dHbIE HOPMBI TOBIHITH Ha
(GyHKIIMOHAIBHBIE XapaKTEPUCTUKHU JIEKapCTBEHHOTO Tpenaparta. Cxemy
pemenuii Ne 4(3) cneayer WCHNONAB30BaTh B TOM Cilydae, €CIM aKTHUBHAs
dbapMmaiieBTUUECKAss CYOCTaHIMS MPOSBISET MOJUMOP(PU3M U OH OKa3bIBAET
BIUSHUE Ha (PYHKIIMOHATHHBIC XapaKTEPUCTUKHU JICKAPCTBEHHOTO Mpemapara.
C nomompbio cxembl pemeHnit Ne 4(3) MOXHO MNpOaHATMU3UPOBATH
BO3MOKHOCTh M3MEHEHUs podwisi momuMopdHBIX (OpM B JIEKApCTBEHHOM
npernapare, a Takke ClocOOHOCTh TaKOT0 M3MEHEHHSI OKa3bIBaTh BIMSHHUE Ha

€ro q)YHKHHOHaHBHBIC XAPaAKTCPUCTUKH.
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Kak npaBuno, o4eHb TPYJHO TEXHUYECKH H3MEPUTH MOIUMOP(HbIC
U3MEHEHHMSI B  JICKQPCTBEHHBIX IIpenaparax. B 1memsix  KOHTPOJIs
(GyHKIIMOHABHBIX XapaKTePUCTHUK JIEKAPCTBEHHOTO Mpernapara, Kak MpaBuio,
UCIIOJIb3YIOTCS KOCBEHHBIE HCHBITaHUS (HANpUMEp, PACTBOPEHHE) (cxema
pemiennii Ne 4(3)), a omnpeznenenue coaep:kaHus NOJIUMOPGHBIX (GopM U
YCTAHOBJICHUE KPUTEPUEB NMPUEMIIEMOCTH JJIsl TAKOTO HUCHBITAHUS CIEAYET
IIPOBOJUTH TOJBKO B KPANHEM CIIy4ac;

T) UCTIBITAaHHWSI  JUISI  XUPAJIbHBIX  aKTHBHBIX  (apMaIieBTHUCCKUX
cyOcranumii. Ecnu akTuBHas ¢gapmarieBTuueckas cyOCTaHIIUS MPEACTABISIET
co0O0M MPEUMYIIECTBEHHO |1 SHAHTHOMED, a COJIEPKAHNE MTPOTUBOIOJIOKHOTO
SHAHTHOMEPA HIKE KBATU(PUKAITMOHHBIX U UJICHTU(UKAITMOHHBIX TTOPOTOBBIX
3HAQYCHUM, TPUBEACHHBIX B TMpaBUjaX IO HW3YUYEHUIO TMpUMEcCEed B
JIEKapCTBEHHBIX CPEJCTBAX M YCTAHOBJICHHUIO TpPEOOBAaHUH K HHUM B
cnenuduKanuax, yTBepkaaeMmblx Komuccueid, TO IIPOTHBOIOJIOKHBIN
SHAHTHOMEDP HE ONPEAENSeTCd M0 MNPUYMHE NPAKTHYECKOM CIOKHOCTH
OTPEICJICHUS TIPU €r0 HU3KOM YpOBHE cojepkaHus. OHAKO TaKylo MPUMECH
B XUpPaIbHOM  aKTUBHOW  (apMaineBTHYECKOM  CyOCTaHIMUM U
COOTBETCTBYIOIIUX €l JIEKAPCTBEHHBIX IpPENaparax CcaeayeT KOHTPOIUPOBATh
B COOTBETCTBUU C IpaBWIaMU MO HU3YUYECHUIO MPUMECEH B JIEKAPCTBEHHBIX
CpelICTBaxX M YCTaHOBJIICHUIO TPeOOBaHUI K HUM B crienudukanusax. B cxeme
pemenuiit Ne 5 npeacraBieHo 0000IIeHUE YCIOBUM, TPEOYIOIMX MPOBEACHUS
UCTIBITAHUN UACHTU(PUKAIIMK XUPAIbHBIX COCJUHEHUHN, WCIBITAHUM Ha
ONpEIEIICHUE COJIEPKAHUS PUMECEN U HA KOJTMYECTBEHHOE OIPEICICHUE KaK
JUTsl aKTUBHBIX (hapMalleBTHUECKUX CyOCTaHITMHN, TaK W ISl JIEKapCTBEHHBIX
MpenapaToB B COOTBETCTBUU CO CIICAYIOIIMMU KOHIEIIHSIMU.

AKTUBHBIE (apmaleBTHUECKue cyOcTaHuuu: npumecu. KoHTposb
MIPOTUBOIIOJI0KHOTO SHAHTHOMEPA XUPAIbHBIX aKTUBHBIX (papMaIieBTHYECKUX

cyOcTaniuii, pa3pabOTaHHBIX B KadyeCTBE OJMHOYHOrO JHAHTHOMEDPA,
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IPOBOAUTCS TAaKUM e 00pa3oM, KaKk M B OTHOUICHHH APYIHX MpUMECEH.
OaHAaKO TEXHUYECKHE OTPAaHUYECHUS MOTYT MPEMATCTBOBATH MCIOIB30BAHUIO
T€X K€ TPEeTOB  KOJUYECTBEHHOIO  ONPENEICHUS  COAEpKaHUs
(KBaTM(pUKALMOHHBIX IPEICIIOB). Hcnonb3ys COOTBETCTBYIOLIEE
000CHOBaHUE, CIEAYET TAKKE MOKa3aTh HAJEHKHOCTh KOHTPOJIS C TOMOIIBIO
MNOAXOJAIIUX  HCIBITAHUN  HMCXOJHOTO  CHIPbS WJIM MPOMEXKYTOUHOMN
POTYKITHH.

KonmuuectBennoe ompenenenue. B cnenudukamnuio 10mKHO OBITH
BKJIIOUEHO MHCIBITAHUE Ha KOJMYECTBEHHOE ONpENEICHHE AaKTUBHOM
(dapmaieBTHUECKON CyOCTaHIIMH, MO3BOJISAIONIEE CEIEKTUBHO YCTaHABIUBATh
CoJiepKaHUE IHAHTUOMEPOB B aKTUBHOU (apmalieBTUYECKOW CyOCTaHIUU.
JlJis BBITIOJTHEHUSI DTUX YCJIOBHM CUYHTAETCS MPUEMIIEMBIM HCIOJIb30BaHUE
CHELM(PUUHON ISl XUPAJBbHOTO COEIMHEHUS METOIUKU KOJIMYECTBEHHOIO
OIpeAENIEHUsI C COOTBETCTBYIOLUIUMHU METOAAMH KOHTPOJS SHAHTHOMEPHOM
IPUMECH.

Nnentudukanus. g akTuBHON (papmanieBTUYECKOM CyOCTaHLINH,
pa3pabOTaHHOM B KAyeCcTBE OJMHOYHOTO SHAHTUOMEpA, HCIBITAaHUSA
UACHTU(PUKAUN JODKHBI 00€CledyMBaTh BO3ZMOXKHOCTh Pa3inyaTh KaXKIIblii
SHAHTHOMEP U PALIEMUYECKYIO0 CMECh SJHAHTHOMEPOB. Brinenstores 2 ciyyas,
IpU KOTOPBIX aKTHUBHAs (papMmaneBTUYecKas CyOCTaHIUs, MPEACTABIISIONIAS
coOOM  paleMUYEecKyl0  CMech, TpeOyeT MPOBEACHHUS  UCIBITAHUS
UACHTU(PUKAIIMN CTEPEOU30MEPOB MPHU MPOBEACHUH UCIIBITAHUN TIPH BBITYCKE
(McTIBITaHUSI Ha MPUTOAHOCTH) B CIydyae BBICOKOM BEPOSTHOCTH Iepexoja
HAHTHOMEpa W3 OJHOM (POPMBI B JIPYTyI0 WJIU B CIy4yae BO3HHUKHOBEHUS
OCHOBaHUU JJ1s1 U30MpATENbHONW KPUCTAIIM3ALMU, KOTOPasi MOXKET MPUBECTH
K HeTIpeJHaMEepEHHOMY 00pa30BaHUIO HEPAIIEMUYECKON CMECH.

JlekapcTBeHHBIN Mpenapar: MpOAYKTHl Aerpaganuu. [Ipu oTcyTcTBUU

MOATBEPKICHUSI TOTO, YTO B TIPOIIECCE MPON3BOJICTBA JIEKAPCTBEHHOUW (hOPMBI
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U €€ XpaHEHUM paleMU3alus SBISETCS HE3HAYUTEIbHON, HE0O0XO0JAUMO
OCYILIECTBIISITh KOHTPOJIb COJICP’KAHUS B JICKAPCTBEHHOM IIpErapare BTOPOro
SHAHTHUOMEpA.

KonmuuectBenHoe omnpenenenue. Ecim  okazaHo, 4TO B MpoIEcce
MIPOU3BO/ICTBA JIEKAPCTBEHHOM (DOPMBI U €€ XPAHECHUU palleMu3alus IBIseTCs
HE3HAYUTEIBHOM, JOMYCKAeTCsl HMCIOJIb30BaTh METOJUKY KOJIMYECTBEHHOIO
ONpe/ICJICHUsI, HECHEUU(PUUHYIO B OTHOIIECHUU XUPAIHHOTO COEIUHCHHS.
B uHBIX ciiydasx HE0OXOIWMO HCIIOJIb30BaTh METOIUKY, CHEHU(PUUHYIO B
OTHOIIEHUM XHUPAJbHOTO COCAWMHEHMS, WJIM B KAauye€CTBE aJbTCPHATHBBI
KOMOMHAIIUIO HECTeNU(PUIHON METOAUKH W BAIMIMPOBAHHON METOIUKH
KOHTPOJISl COACPKaHUs MPOTUBOIOI0KHOTO YHAHTHOMEDA.

Nnentuduxanus. B crnenudukanuio JeKapcCTBEHHOTO Mpenapara Ha
MOMEHT BBIITYCKa, KaK IIPaBWIO, HE BKIIOYACTCA CTepeocHenu(puyecKoe
UCIIBITaHWEe UAeHTU(UKAIMU. Eciu mnpu Tpou3BOJACTBE JIEKaApCTBEHHOM
dbopMbI U €€ XpaHEHHHM paleMH3alus SBISCTCS HE3HAYUTEIbHOU, TO
cTepeocnenuPpuyHOe UCTIBITAHUE UICHTU(UKAIIUU 11€I€CO00Pa3HO BKIKOYUTD
B crneuud@ukanuio axkTUBHOW (QapmarieBTHueckord cyOctaniuu. Ecnu B
JIEKapCTBEHHOW (POopMe MPOUCXOIUT parieMu3anusi, TO I MOATBEPKIACHUS
MOJITMHHOCTH  WCIMOJIB3YeTCS  XMpajdbHAas METOJIMKA KOJMYECTBEHHOTO
ONpeECHUS WIIM UCIIBITAHUE HA YHAHTUOMEPHYIO IPUMECH B JIEKAPCTBEHHOM
npermnapare;

1) cojiepkaHue Bojibl. JlaHHOE HCTIBITaHWE TTPOBOJAUTCS B Cydae, eciiu
aKTHBHAas (apMaleBTHUYECKass CyOCTaHIHMS THUTPOCKONHMYHA, WM BJara
BBI3BIBACT €€ JIeTpajalliio, WM aKTUBHAs (papMaleBTHYECKas CyOCTaHIHS
MPECTABIISIET COO0M CTEXMOMETpUUYeCcKui ruapat. Kpurepuun npuemiieMocTu
MOT'YT ObITh 00OCHOBAHBI C TIOMOIILIO TaHHBIX 00 A dekTax ruapaTaluu Win
abcopOumu Biarn. B HEKOTOPBIX Ciydasx JOCTaTOYHO HCIIOJIb30BaTh

MCTOAMKY OIPCACIICHUA IIOTCPU B MACCC IIpM BbICYHNIMBAHHMHM, HO
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MPEAMOYTUTEIHHO UCTIOIBb30BaTh METOAUKY OOHApYX)EHUS, CIICIUPUIHYIO B
OTHOIIIEHWUH BOJBI (HAIlpuMep, TUTPOBAHKE 10 MeToAy Duirepa);

€) Heopranuieckue npumecu. Ha ocHOBe JaHHBIX, MOJYYEHHBIX IMPHU
pa3paboTKe, ¥ OCHOBBIBasICh Ha 3HAHUM Tpoliecca IMPOU3BOJICTBA
JEKapCTBEHHOTO  TIpemapara, CIeayeT ONpeaeluTh  HEOOXOIUMOCTh
BKJTFOUCHUSI MCIBITAHUN M KPUTEPHUEB IMPUEMIIEMOCTH HAa HEOPTaHHMYECKHUE
npuMecH (Hampumep, KaTau3aTopbl). METOIUKN ¥ KPUTEPUH TPUEMIIEMOCTH
s cyiabdarHOM 30761 (0OmIeW  307bI) JAOJDKHBI  COOTBETCTBOBATH
TpeboBanusim ®apmakomen Coro3a, a TNpH OTCYTCTBUM B  HEW
COOTBETCTBYIOIINX JAaHHBIX — TpeOOBaHUAM (hapMaKoIei rocyJapCcTB-4ICHOB.
[Ipoune HeopraHWYECKHE MPUMECH IOIMYCKACTCS OMPEACNATh C IMOMOIIBIO
JIPYyrUuxX TOAXOJAIIMX METOAWK (HampuMmep, AaTOMHO-a0COPOIIMOHHOM
CIIEKTPOMETPUN);

K) MUKpoOHOJoruyeckass 4yucrota. B cmenudukaium  MOXeT
noTpeOoBaThCsl yKazaHue OOIIEero copaepKanus ad3poOHBIX MUKPOOPTAaHU3MOB,
00IIIero KOJIM4eCcTBa IPOXKIKEBHIX U TUIECHEBBIX TPUOOB, a Takke HHPOPMAITUH
O TIOJTHOM OTCYTCTBHH OTIPEJICIICHHBIX BUJIOB OAKTEpHil, HATUINE KOTOPBIX B
JICKapCTBEHHOM TIperapare He jaomyckaercs (Hampumep, Staphylococcus
aureus, Escherichia coli, Salmonella spp., Pseudomonas aeruginosa).
[IpucyrcrBue MHUKPOOPTaHU3MOB HE00X0UMO OTIPENICTTUTh C
WCITOJIb30BaHUEM (dhapMaKOIIeHHBIX METO/IHK. Pa3HoBUIHOCTH
MUKPOOHOJIOTUIECKUX HCIBITAHUNH W KPUTCPHUEB IPUEMIIEMOCTH CIICIyET
OMpeNesaiTh Ha OCHOBAaHMU CBOWMCTB AaKTUBHOW (DapMaieBTUYECKOMN
cyOcTaHIMM, Ccrmoco0a TMPOU3BOJACTBA M MPEAJIaraeMoro MPUMEHEHUS
JIEKapCTBEHHOTO TMpemnapata. Hampumep, B OTHOIICHHH CTEPUIIBHBIX
aKTUBHBIX (apMalleBTHUCCKUX CyOCTaHIIMH IIeJIeco00pa3HO MPOBEIACHUE
UCIIBITAaHUS Ha CTEPUIILHOCTD, @ UCIIBITAHUE Ha YHIAOTOKCHHBI 11eJIeCO00pa3HO

MIPOBOJAUTH C aKTUBHOM (papMaIieBTHICCKOM CyOCTaHIIMEH, NCTIOIb3yEeMOM JIJIS
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MPUTOTOBJICHUSI UHBEKIITMOHHBIX ()OPM JIEKAPCTBEHHBIX TpernaparoB. B cxeme
pemennit Ne 6 mpecTaBiIeHbI TOMOJTHUTEIBHBIC MOSICHEHUS, B KAKUX CITyYasiX
CJIelyeT BKJIIOYATh B CECHM(PUKAIMIO UCTIHITAHUS HA MUKPOOHOJIOTUYECKYIO

4acToTYy.

Crnenuduueckue UCnbITaHus (KPUTEPUN)
JUISL IEKAPCTBEHHBIX IIPENAPATOB
39. Vkazannsbiii B myHktax 40 u 41 Hactosimux TpebGoBanwmii nepedeHb
NOpEACTABISIET  CO0OMl  pENpe3eHTATHBHBIM  CIHCOK  JIEKAPCTBEHHBIX
[pernaparoB, a TakKXK€ PA3HOBUIHOCTEM MWCIIBITAHUM W KPUTEPUEB
IPUEMJIEMOCTH, KOTOPBIE LIEECO00pa3HO BKIOYATh B UX CHEUU(UKAIIUIO.
B nepeune paccMaTpuBarOTCS TBEPABIE U AKUIKHUE JTEKAPCTBEHHbIE (POPMBI 1JI51
npueMa BHYTPb M MapeHTepalbHbIE JEKapCTBEHHbIE (OPMBI (Maloro u
0oap1I0r0 00HeMOB). YKa3zanuble B yHKTax 40 u 41 nacrosumx TpedoBaHuit

IPUHIUITEI MOTYT OBITH TPUMEHUMBI K IPYTUM JIEKapCTBEHHBIM (popMam.

Tabnerku, TaOIETKH, MOKPHITHIE 000IOUKOM, M KATICYJIbI

40.K MsrkuM KamcyiaMmM | TpaHyJaM MOTyT ObITh NPHUMEHHUMBI
CIICIYIOIINE U3 ONMUCAHHBIX UCTIBITAHUN:

a) pactBopeHue. B cnienudukainio TBepabIX JEKApCTBEHHBIX (HOPM I
npueMa BHYTPb, KaK MPaBUJIO, BKIIOYAIOTCS WCIBITAHUS ISl OMPEICICHUS
BBICBOOOKJICHUS ~ aKTUBHOW  (hapMaleBTHYECKOW  CyOcTaHIMH W3
JIEKapCTBEHHOTO TIpemapara. B OTHOIIEHWH JEeKapCTBEHHBIX (oOpM C
HEMEJICHHBIM BBICBOOOK/ICHHUEM, KaK IPaBUIIO, JI0CTAaTOYHO
«OTHOTOYEYHBIX» HM3MEpEeHHUU. B OTHOIICHWH JIeKapCTBEHHBIX (QopM ¢
MO (PHUITIPOBAHHBIM BBEICBOOOXKICHUEM He00X0IUMO 1mo100path
MOAXOASIINE yCIIOBHSI UCIIBITAHUN W METOIMKU OTOOpa mpod. Hampumep, B

OTHOIIIEHUH JICKAPCTBEHHBIX (DOPM C MPOJTOHTUPOBAHHBIM BBICBOOOKICHHUEM
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0TOOp MPOO HEOOXOUMO OCYIIECTBIISTH B HECKOIBKHUX BPEMEHHBIX TOUKaX, a
B OTHOIICHUHU JIEKAPCTBEHHBIX ()OPM C OTCPOYCHHBIM BBICBOOOIKICHHUEM
11eJ1IeCO00Pa3HO MPOBOIUTD IBYXATAITHOE UCIBITAHNE (TIOCIIEA0BATEIBLHO UK
HapajiebHO, C HCIOJIb30BAaHMEM PA3IMUYHBIX CPEJ B 3aBHCHMOCTH OT
curyanuu). B Takux ciydasx mpH BBIOOPE HCHBITAHMA M YCTaHOBJICHHU
KPUTEPUCB IPUEMIIEMOCTH HEOOXOJAMMO IPHUHHMATh BO BHUMAaHHE
HOIYJIALKIO JIMI, KOTOPHIM IIpeIHa3HA4YaeTCsl JIEKapCTBEHHBIM Ipermapar
(HampuMep, TOXWJIBIE JIMIA, CTPaJaloline axJoprujapueii). B HeKoTophIX
ClydasiX UCIbITAHUE Ha PACTBOPCHHUE JIOIYCKACTCS 3aMECHUTh HCITBITAHUEM Ha
pacmagaemMocTh (cxema perrenuit Ne 7(1)).

Eciu u3mMeHeHne CKOpOCTH PaCTBOPEHHUS JIEKAPCTBECHHBIX MIPEMapaToB C
HEMEUICHHBIM ~ BBICBOOOJKICHHEM MOXKET 3HAYUTCIbHO IIOBIUATH Ha
OMOJOCTYITHOCTh,  PEKOMCHIYETCS  NPEAyCMOTPETh  TaKWe  YCJIOBHUSA
UCTIBITAHWH, KOTOPbIE CMOTYT BBISBISATH CEPHUH C  HEIPUEMIIEMOM
ounomocTynHOCThI0. ECiM M3MEHEHHUs B COCTaBe WM B ITapaMeTpax Ipolecca
IPOM3BOJCTBA JIGKAPCTBECHHOI'O IIperapara CYIIECTBEHHO BIHUSAIOT Ha
pacTBOPEHHE M TAKUE M3MEHEHUS HE KOHTPOJIUPYIOTCS C IMOMOIIBIO APYTroro
YCTAHOBJICHHOTO B CHCHM(HKAIMK  METOAa, TO  IEJIecO00pa3Ho
IPEyCMOTPETh YCIIOBUSI MCIBITAHWS HAa PAcTBOPEHHE, KOTOPBIC IMO3BOJIAT
pacro3HaTh MoJ00HbIe U3MEHEeHHsI (cxeMa pemeHui Ne 7(2)).

Ecmu pacTBOpeHHE CYIIECTBEHHO BIHSET Ha OHMOMOCTYIHOCTH, TO
HCOOXOAMMO YCTAaHOBUTH KPUTEPHUU INPUEMIIEMOCTH JIsi HCIBITAHUSA Ha
pacTBOpPEHHE, TMO3BOJISAIONIME OTOPaKoBaTh CEPUHM C  HENpHUEMJIEMOM
OMOMOCTYITHOCTHIO. B MHBIX Cllydasx HEOOXOAMMO BBIOpaTh TaKHE YCIOBHS
UCTIBITAHHUSI ¥ KPUTEPUHU TMPUEMIIEMOCTH, KOTOPbBIE MO3BOJIST BHIOpATh CEPUH
JIEKapCTBEHHOTO Iperapara, MPUTroAHbIC IS IPUMEHEHUS JIEKapCTBEHHOTO

npernapaTta B MEIMIIMHCKUX HEesaX (cxema pernenuii Ne 7 (2)).
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B oTHOmIEHWM JEeKapCTBEHHBIX IPENapaToB C MPOJIOHTHPOBAHHBIM
BBICBOOOK/ICHUEM  PA3IMYHBIX COCTABOB, IMPOSIBISIOMINX  Pa3TUIHYIO
CKOPOCTb BEICBOOOKICHUS, B LIETISIX YCTAHOBJICHUS KPUTEPUEB MMPUEMIIEMOCTH
JOIMyCKaeTcs I MX OOOCHOBAHMS HCIOJb30BaTh N Vivo (in Vitro)
KOPPEIALNIO TTPU HAJIWMYHMH JaHHBIX O OMOJOCTYIMHOCTH Y YeJIOBEKa TaKHUX
JeKapCTBEHHBIX MpenapaTtoB. Eciu gaHHbIe 0 OMOJOCTYIMHOCTH Y YeJIOBEKa
OTCYTCTBYIOT W HEBO3MOJKHO IMOJTBEPAUTH, YTO BHICBOOOKICHHE AaKTHBHOMN
dapmarneBTHUYECKON CyOCTaHIIMN HE 3aBUCUT OT YCJIIOBUH UCIBITAHUM IN VItro,
TO KPUTEPUU MPUEMIIEMOCTH YCTAHABJIMBAIOT HA OCHOBAHUHM HMEIOIIUXCS
pe3yJNbTAaTOB UCIBITAHUNA cepuil. JlOmycTUMBIE OTKJIOHEHHS CpEOHEU
CKOPOCTH BBICBOOOKIEHHS BO BCEX BPEMEHHBIX TOUYKaX HE JOJDKHBI
npeBbimiatb *  10%  oT  3adBIEHHOrO  COAEp)KAaHUS  AKTUBHOU
dapmarnieBTHUECKOM cyOcTaHIM (TO €CTh 00IIas BapuadeabHOCTh He OoJiee
20 %: tpeboBanue 50 = 10 % o3Hauaer, 4TO MpUEMIIEMbIN TUAINa30H PaBEH
40 — 60 %), ecnu TOIBKO OoJiee IIUPOKUN AWana3oH HE OOOCHOBaH
UCCIIeIOBAaHUEM OMOAKBUBAJICHTHOCTH (cxeMa perieHuit Ne 7(3));

0) pacnagaeMocCTh. B OTHOILIEHUU OBICTPOPACTBOPSIOIINUXCS
JIEKapCTBEHHBIX TpenapaToB (pactBopeHue > 80% 3a 15 munyt npu pH,
paBaoM 1,2, 4,0 u 6,8), colepkalux XOpOIIO PACTBOPUMBIC AKTUBHBIC
dapmarieBTHUECKHE CYyOCTaHIIMUA B (DU3UOJIOTHYECKOM JIUAMa30HEe 3HAYCHUI
pPH (mo3a pactBopsiercst B cpenie oobemom menee 250 mi mipu pH ot 1,2 1o
6,8), UCTIBITAHUE Ha PACTBOPEHHUE JIONMYCKAeTCS 3aMCHHUTh HCIIBITAHUEM Ha
pacnagaeMocTh. l[IpoBeneHHe WCHBITAaHUS HAa paclagaeMoCcTh Haubolee
nesnecooOpa3Ho, eciau Obljla YCTaHOBJIEHA B3aUMOCBSI3b C PACTBOPEHHEM WIIH
ObUIO TMOKa3aHO, YTO OMNpENECHHE PaclagaeMOCTH MOAXOIUT JIydlle, YeM
UCIIBITAaHUE HA PacTBOpPEHHE. B TakuxX cCiydasx UCHBITAaHUE HAa PACTBOPCHHUE
MOXXeT He moTpedoBaThcs. [Ipu BeIOOpPE WCMBITAaHWK Ha PACTBOPCHHUE WU

paciiagaCcMOCTb IIpCAIIoJIaracrcsa, 4ro aJisd IIOATBCPIKACHHUA HAJACKHOCTH
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COCTaBa JICKaPCTBEHHOTO TpernapaTa U MPOU3BOACTBEHHOTO Tporiecca OyaeT
npeJcTaBiacHa HHPopMaIus o pazpadbotke (cxema perrennii Ne 7(1));

B) UCIIBITAaHUSI HA TBEPJOCTh U (WiK) ucTupaeMocTb. Eciau ucnbitanus
Ha TBEPJIOCTH U (MJIM) UCTUPAEMOCTD BBITIOJIHSAIOTCS B IIPOIIECCE TPOU3BOICTBA
JICKapCTBEHHOTO TpernapaTta, TO 3TH IOKa3aTelu KadecTBa He TpeOyercs
BKJIFOYATh B crienudukanuio. Eciu TBEpAOCTh M UCTHPAEMOCTh OKa3bIBAIOT
KPUTUYECKOE BIMSIHHE HA KA4eCTBO JICKAPCTBEHHOTO Tpemnapara (HampuMmep,
KEBATEJIbHBIX TabJIETOK), TO B cHelU(PUKAINI0 HEOOXOIUMO BKJIIOUUTH
COOTBETCTBYIOIINE UCTIBITAHUS U KPUTEPUU TTPUEMIIEMOCTH;

') OJHOPOAHOCTh EAMHUIL TIO3UPOBAHUS (OJTHOPOJHOCTH TO3UPOBAHUA,
ompesenseMas METOJOM BapHallid Macc, M OJHOPOAHOCTH JO3UPOBAHUS,
ompesnenseMas ~ METOJOM  OJHOPOJHOCTH  COJCpXKaHUS  aKTUBHOMH
dbapmaneBTUUECKOM CyOCTaHIIMKM B €AUHUIE J03UpoBaHHOU (opmel). [Ipu
UCIIBITAaHUSAX HEOOXOJMMO HCIOJIb30BaTh (apMakonelHble MeTOoAuKu. B
crenu@UKaIMI0 BKIIOYAIOT OJAHO W3 ATUX HCHbITaHUN. Eciu mpumeHumo,
yKa3aHHbIC  HWCIBITAHWS  TPOBOJIATCS B TIPOIECCe  IIPOM3BOJCTBA
JIEKQpCTBEHHOr'0 TIpernapara; IMpd 3TOM B CHEHU(PHUKAIUIO HEOO0XOJAUMO
BKJIFOYUTh KPUTEpPUH mpuemsieMocTd. Ecam OTKIOHEHHs B macce
JIEKapCTBEHHBIX MPEMAapaTOB MPEBHIMIAIOT MOPOTOBOE 3HAYCHUE, TPU KOTOPOM
MOXXHO OTPEIEATh OTHOPOJHOCTh COACPKAHMUS IyTEM OMPEIACTICHUS
OTKJIOHEHHS B Macce, 3asBUTEIM B XOoJ€ pa3pabOTKH  JIOJDKHBI
YJAOCTOBEPUTHCS, YTO TOMOTEHHOCTh JICKAPCTBEHHOT'O Iperapara sBISETCS
YAOBIIETBOPUTEIBHOM;

1) copepkaHue BOABL. Ilpm HEOOXOAWMOCTH B  CHEIU(DHUKAIIIO
BKJIFOYACTCSl MCTBITAHWE Ha COJEpKaHWEe BOABL. Kputepuu mnpremiieMocTh
JOTyCKaeTcss OOOCHOBBIBATH JAaHHBIMH O BIWSHHHM TUAPATAlUN WA
abcopOIMu BOJBI JICKAPCTBEHHBIM IIperapaToM. B HEKOTOPBIX Ciydasx

AOCTATOYHO HCIIOJIB30BATb MCTOAUKY OIIPCACIICHHA IIOTCPHM B MACCC IIpHU
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BBICYIIIMBAHUHU, HO  MPEANOYTUTENIbHEE  MCIOJIb30BaTh  METOJUKY
oOHapy>KeHusl, creu(@UUHy0 B OTHOIICHUHU BOJbl (HAIIpUMeEp, TUTPOBAHUE
o Mmeroay duriepa);

€) MUKPOOHOJIOTHYECKasI YUCTOTA. WcnbiTanus Ha
MUKPOOHMOJIOTUYECKYIO  YHMCTOTY  HEOOXOAUMBI  JUISi  MOATBEPHKICHUS
BbINONTHEHU [IpaBun Hamexamendn NpPOU3BOACTBEHHOM MPAKTUKA W IS
oOecrieyeHus1 KadyecTBa JICKAPCTBEHHOIrO IMpernapara. Takue HCHbITaHUS B
OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaTroB JOMYCKAETCs HE MPOBOAUTH, €CIH
BBITIOJTHSIOTCS 2 YCIIOBUSL:

KOMIIOHEHTHI JIEKAPCTBEHHOI'O Mperapara NoABEPratOTCs UCIBbITAHUAM
JI0 Hayajia MpOu3BO/ICTBA;

B MPOIIECCE TPOU3BO/ICTBA JICKAPCTBEHHOTO IIpernapara 1o pesyJjibraraM
BAJIMJIALIMOHHBIX ~ MCCIENOBAHUWA  OTCYTCTBYET  3HAUMUTENbHBIM  PUCK
MUKpPOOHOM KOHTaMUHAIIUU WU TIpoJudepaluu.

[Tonoxxenus  Hactosimmx  TpeOoBaHMII  pacHpOCTPaHSAIOTCS  HA
BCIIOMOTATEJIbHBIE BEIIECTBA W Ha JIEKAPCTBEHHBIE Mpenaparhl. B oboux
ClIyyasix JOMYCKaeTCsl UCIOJIb30BaTh IMOJX0J]I, OCHOBAHHBIM Ha MPOBEIACHUU
BBIOOPOYHBIX UCTIBITAHHH (€CITM OH IPpUMEHUM) (cxeMa perieHuid Ne 6).

B cnemudukanuo HE0OXOIUMO BKIIOYUTH KPUTEPUH MPUEMIEMOCTH
JUTSL COIEPIKAHUS OOIIET0 KOJIMYECTBA adpOOHBIX MUKPOOPTAaHU3MOB, OOIIETO
KOJIMUECTBA JPOXKIKEBBIX W IJIECHEBBIX TPpUOOB, a Takke HWHPOpMAIHUIO O
MOJTHOM OTCYTCTBUHU OMNPECICHHBIX BUJOB OaKTEpUil, HAJIMYUE KOTOPHIX B
JICKapCTBEHHOM TIperapare He jaomyckaercs (Hampumep, Staphylococcus
aureus, Escherichia coli, Salmonella spp., Pseudomonas aeruginosa).
MuUKpoOHOJIOTMYECKYIO  YHUCTOTY CJEAYeT OINpENeNsaTh C MOMOIIbIO
MOAXOAIMNX (papMaKONEHHBIX METOJIUK, IIPU 3TOM YacTOTa 0TOOpA MPOO WK
BPEMEHHBIE TOUKHU MPOU3BOJICTBEHHOIO MPOIECCa JOJDKHBI ObITh 000CHOBAHBI

AJaHHBIMHU W HAKOIINICHHBIM OIIBITOM. HpI/I BBI60pe BHUaa HWCOBITAHUN Ha
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MUKpPOOHUOIOTHYECKYI0O YHCTOTY W KPHUTEPUEB NPUEMIIEMOCTH CIEIyeT
YUYHUTBIBATh NPHUPOAY AKTUBHOW (papMalieBTUYECKOM CyOCTaHIMU, CHOCOO
NPOU3BOJICTBA W HA3HAYCHHE JIEKApPCTBEHHOro mpemnapata. [Ipu momxkHOM
HayYHOM OOOCHOBAHMW B OTHOIIECHUH >KUIKUX JIEKAPCTBEHHBIX (OpM Ui
npueMa  BHYTPb  JIOMYCKaeTcss HE  MPOBOJUTH  HCIBITAaHUS  Ha
MUKpPOOUOIOTHYECKYI0 YUCTOTY. JIOMONMHUTENbHBIE TMOSCHEHHS O TOM, B
KaKUX CIy4asX CJeQyeT MTPOBOJUTh MHUKPOOHOJOTUYECKUE HCIIBITAHMUS,

IPE/ICTaBJICHBI B cxeMe perieHuit Ne 8.

Kunkue nekapcTBeHHbIE (GOPMBI TSI MpUEMa BHYTPb

41.Ins KUAKUX JIGKApCTBEHHBIX (OpM Il TNpueMa BHYTPh U
MIOPOIIKOB, TPEHA3HAYCHHBIX JJIs1 TPUTOTOBIICHUS KUJIKUX JIEKAPCTBEHHBIX
dbopM U1 TprueMa BHYTPb, IPUMEHSIOTCS CJICTYIOIINE UCTIBITAHUS:

a) OJTHOPOJHOCTH €AUHHUI] 103upoBanus. [loHaTHE BKITIOUaET B ce0s1 Kak
OJHOPOJHOCTH JO3UPOBAHUS, ONPEACIAEMYI0 METOIOM BapHUALMU MACC, TaK U
OJHOPOJHOCTh JO3UPOBAaHUSA, OIPEACIAEMYI0 METOJOM OJHOPOJIHOCTH
COJICp>KaHUsSl aKTUBHOW (hapMalleBTUUECKON CYOCTaHIIMU B JICKAPCTBEHHOM
npenapare. [Ipy ucnbITaHUAX HEOOXOAMMO HCIOJIB30BaTh (hapMaKOICHHbIC
MeToauku. B crnemmdukanuio, Kak MpaBWiIO, BKIOYAIOT OJHO M3 OTUX
UCTIBITAaHUN, HO He 00a omHoBpemeHHO. Eciam mnpumeHuMO, yKa3aHHBIE
VCIIBITAHUSI TOPOBOJATCS B IMPOLECCE IMPOU3BOJCTBA JIEKAPCTBEHHOTO
npernapara, mpyd 3TOM B clieliUpUKAIN0 HEOOXOIUMO BKIIOUUTh KPUTEPUU
NPUEMIIEMOCTH. JTO MPABUIIO PACHPOCTPAHSAETCS HaA JIEKaPCTBEHHBIE
CpeACcTBa Kak B OJHOJO30BBIX, TAK U B MHOTOJO030BBIX YMakoBKkax. Ecim
OTKJIOHEHUsI B MAacC€ JICKAPCTBEHHBIX IPENAPATOB MPEBBIMIAOT MOPOTOBOE
3HAYEHHUE, MPU KOTOPOM MOXKHO ONPEAEHATh OTHOPOAHOCTH COICPKAHUS

MyTEM OMPEACIICHUS] OTKJIOHEHUS B Macce, 3asBUTENIM B XOJI€ Pa3paOOTKH
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JOJKHBI yIOCTOBEPUTHCS, YTO TOMOI'€HHOCTh JIEKAPCTBEHHOI'O IMperapara
yAOBJIETBOPUTEIbHA.

Enunanna no3upoBaHus — 3TO 710332, NMPUMEHsAEMash NALMEHTOM 3a
1 mpuem. Eciu pakTuyecku npuMeHsemasi NalueHTOM /1032 KOHTPOJIUPYETCH,
€€ MOKHO ONPEJIETUTh HANPSIMYIO WM C IOMOUIBIO pacuera: MyTeM JCICHUs
oOmell M3MEpEeHHOW Macchl WM O0beMa JIEKapCTBEHHOrO Ipernapara Ha
npenoaaraeMoe 4ucio J103. Eciu ycTpoicTBO i1 103UpoBaHus (Hapumep,
MEJUIIMHCKAsT MUMEeTKa WIM IpoOKa-KaneabHula A (JIAKOHOB) SIBISIETCS
COCTaBHOM YacThIO yMaKOBKH, TO B LIENSAX OMpPEACNICHUs J03bI HEOOXOIUMO
UCIOJIb30BATh 3TO YCTpOMCTBO. B mnpoTuBHOM ciydyae HE0OXOIUMO
UCIIOJIb30BaTh  CTAHJAPTHBIE EAMHUIBI HU3MepeHuss oObema. Bribop
JO3UPYIOLIET0 YCTPOMCTBA ONPEAEISAIOT B X0A€ pa3padoTku. st mopouIkos,
MpEAHA3HAYEHHBIX JIJI1 PACTBOPEHUS, KaK MIPABUIIO, CYMUTAETCA MPUEMIIEMbBIM
UCIIBITAHUE HA OJJTHOPOJHOCTh MACCHI;

0) pH. Ecimu mnpumeHuMo, HEOOXOAMMO TMPEACTaBUTh KPUTEPUU
IPUEMIIEMOCTH OTHOCUTENBHO rana3zoHa PH 1 000cHOBaHUS €ro BEIOOPA;

B) MUKPOOHMOJIOTHYECKAS YUCTOTA. Hcnbrtanus Ha
MUKPOOHOJIOTHYECKYI0  YHCTOTY HEOOXOAMMBI ISl  TOJATBEPKIACHUS
BbINOJIHEHUS [IpaBuim Haayexamen ITPOU3BOJACTBEHHOM MPAKTUKA W IS
oOecrieueHrs KadecTBa JICKapCTBEHHOTO TMpemapara. Takwe HUCHbITaHUS B
OTHOLIEHUH JIEKAPCTBEHHBIX MPENapaTroB JOMYCKAETCs HE MPOBOAMUTH, €CIU
BBITOJIHSIFOTCS 2 YCIIOBHUSL:

KOMIIOHEHTHI JIEKAPCTBEHHOTO Iperapara NoABEPratOTCs UCIBITAHUSIM
710 Hayaja Npou3BOJACTBA;

B [IPOIIECCE TPOU3BOCTBA JEKAPCTBEHHOr0 IIpenapara no pe3yiabTaTaM
BAJIUJIAIIMOHHBIX ~ MCCJICOBAaHUNA  OTCYTCTBYET  3HAUMUTENBHBIM  PHUCK

MUKPOOHOM KOHTAMHUHAIIUU WX NMPOIudepauu.
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[Tonoxxenuss Hactosimux TpeOoBaHMII PaCIpPOCTPAHSAIOTCA KakK Ha
BCIIOMOTaTEJIbHBIC BEIIECTBA, TAK U HA JIEKAPCTBEHHBIC IIpenaparsl. B o6onx
ClIly4asix JIOMyCKaeTcs MCIOJIb30BaTh MOJX0Jl, OCHOBAaHHBIM Ha MPOBEICHUU
BBIOOPOYHBIX UCTIBITAHHM (€CJTU OH IPUMEHUM) (cxeMa perieHuid Ne 6).

B cnenmudukanmm HeoOXoaMMO yKa3aTh KPUTEPUU MPUEMIIEMOCTH IS
COJIEp)KaHusl OOIEro KOJMWYECTBA a’pPOOHBIX MHUKPOOPTaHMW3MOB, OOILEro
KOJTMYECTBA JAPOXOKEBBIX W IIJICCHEBBIX TPHUOOB, a TaKke HHPOPMAIUIO O
MOJIHOM OTCYTCTBUH OIPEICICHHBIX BUIOB OaKTepuid, HAIMYHUE KOTOPHIX B
JICKapCTBEHHOM TIperapare He jgomyckaercs (Hampumep, Staphylococcus
aureus, Escherichia coli, Salmonella spp., Pseudomonas aeruginosa).
MukpoOHOJIOrHUecKyt0 YHCTOTY CIEAyeT OIpPEAeNsATh C  IMOMOIIBIO
NOAXOAIKX (papMaKONEHHBIX METOIUK, IIPU 3TOM YacTOTa 0TOOpA MPOO WK
BpPEMEHHBIE TOYKH MPOU3BOJICTBEHHOTO MPOIECCa TOHKHBI OBITh 000CHOBAHBI
JAHHBIMU W HAaKOIUIGHHBIM oOmbIToM. [Ipu BBIOOpE BHUIAa HUCHBITAHUN Ha
MUKPOOHOJIOTHYECKYI0 YHCTOTY M KPHUTEPUEB TMPUEMIIEMOCTH CIIEIyeT
YUYHUTBIBATh NPUPOAY AKTUBHOW (papMalieBTUYECKOM CyOCTaHIMU, CHOCOO
NPOM3BOJACTBA W Ha3HAYEHWE JIGKAPCTBEHHOTO Tmpemnapara. [Ipu gomkHOM
HAy4YHOM OOOCHOBAaHWM B OTHOIICHUU >KUIKHUX JICKAPCTBEHHBIX (HOpM st
nmpueMa  BHYTpPh  JOMyCKaeTcs  HE  MPOBOAWTH  HMCHBITAHUS  Ha
MUKPOOHOJIOTHYECKYI0 YUCTOTY. JlOMOJHHUTENbHBIE TMOSCHEHHS O TOM, B
KaKUX CIydasx CjeayeT IPOBOJUTh MHUKPOOHOJIOTHYCCKHE HCIBITAHUS,
IIPEICTaBIICHBI B cxeMe perneHuit Ne 8;

I') CoJiepKaHNE aHTUMUKPOOHOTO KOHCEPBAaHTA. B OTHOIIEHUY KUIKUX
JEKapCTBEHHBIX (OopM nJisi mpuemMa BHYTPh, TPEOYOMMX HTOO0aBICHUS
AaHTUMUKPOOHOTO  KOHCEpBaHTa, HEOOXOJUMO YCTAaHOBUTH KPUTEPUU
PUEMJIEMOCTH OTHOCHTEIILHO €ro cojepkanus. IIpu BbIOOpe KpUTEpHEB
NPUEMJIEMOCTH  COACpP)KaHHWSI AaHTHUMHKPOOHOTO KOHCEpPBaHTAa ClEayeT

PYKOBOJICTBOBAThCSl ~ KOJMYECTBOM  AHTUMUKPOOHOTO  KOHCEpPBAHTA,
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HEOOXOAMMBIM  JUJII  TOJJEPKaHUS  MUKPOOMOJIOTHYECKOM  YUCTOTHI
JICKapCTBEHHOTO TperapaTa Ha BCEX dTalax €ro MPUMEHEHUS U B TEUCHUE
BCEr0  Cpoka  TojmHocTH  (XpaHeHuws). HeoOxoawmo,  UCHOIB3YS
dbapMakomneiHple METOAMKH, JJ0KazaTh 3(PGHEKTUBHOCTH AHTUMHUKPOOHOTO
KOHCEpPBAaHTa B OTHOIICHUH 3aJICPKKH POCTa MUKPOOPTaHU3MOB IIPH CaMOi
HU3KOW YyKa3aHHOW B crnenudukanuu KoHIeHTpauuu. VcneiTaHue Ha
coliepKaHUE AHTHMHUKPOOHOTO KOHCEpPBaHTA, KaK IMPaBHIO, HEOOXOIUMO
MPOBOJIUTH MPU BBITYyCKE CepUU. B HEKOTOPBIX Cilydasix B3aMEH UCTBITAaHUS Ha
MOMEHT BBIITyCKa MOXET OBITb JOCTATOYHO IIPOBEACHHS HCIBITAHUS B
mpollecce MPOM3BOJCTBA JIGKAPCTBEHHOTO TMpemapara. B cioydae eciu
UCTIBITAHUE Ha COJAEp)KaHWEe AaHTUMHUKPOOHOTO KOHCEpBaHTa SBIISICTCS
BHYTPUIIPOU3BOACTBEHHBIM, €Tr0  KPUTEPUH  TMPUEMIIEMOCTH  TaKKe
HE0OXOAMMO BKIIFOUUTH B crienidukaiuo. HecMoTps Ha TO, YTO XUMHUYECKOE
UCTIBITAHUE Ha COJEp)KaHWE AaHTUMUKPOOHOTO KOHCEpBaHTAa SBIISICTCS
CTaHAAPTHBIM TIOKa3aTelieM, BKIIOYAaeMbIM B CHEIU(HUKAINIO, B XOJE
pa3paboOTKH, MacmTaOUpOBaHUS W Ha TMPOTHKEHUHW CpOKa TOJHOCTH
(xpanenus) (Hampumep, MPU HUCIBITAHUU HAa CTAOWIBHOCTH, OIMMMCAHHOM B
Pemennn Kosernn EBpasuiickoi 3kOHOMHUYECKHM Komuccuu OoT 10 mas
2018 1. Ne 69 «O6 yrBepkaenun TpeOoBaHWII K WMCCIIEIOBAHHIO
CTaOMJIBHOCTA  JIEKAPCTBEHHBIX  MpemapaTtoB W (apMaleBTHYECKUX
cyOcTaHIMii») MOJKHA OBITh JoKazaHa 3(G()EKTUBHOCTh AHTUMHUKPOOHOIO
KOHCEPBAHTA;

1) COAep)KaHNEe AaHTHOKCHUAAHTOB. VcmpiTaHne Ha  cojaepiKaHue
AHTUOKCHUJIAHTOB HEOOXOAMMO TMPOBOAWTH TPHU BBITyCKe cepuu. I[lpu
OTIPEICJICHHBIX OOCTOSITEIbCTBAX HA OCHOBAaHWHM JAaHHBIX IO pa3padOTKe
JICKapCTBEHHOT'O TIperapaTta M pe3yJbTaTOB UCIBITAaHUS CTaOMIIBHOCTH
JOTYCKAeTCs HE TPOBOJIUTH HWCIBITAHWE HAa KOHEI[ CpOKa TOJHOCTH

(XpaHeHUs1), a B3aMEH HCHOBITAHUS MNPHU BBITYCKE MPOBECTH HUCIBITAHUE B
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mpoIecce MPOU3BOACTBA JIGKAPCTBEHHOTO Tpernapara (MpU  HAIUYUAU
COOTBETCTBYIOIIETO 00OCHOBaHMs). Eciau wucneiTaHue Ha colepkaHue
AHTUOKCUJIAHTOB TMPOBOAMUTCS B MPOIIECCE MPOU3BOACTBA JIEKAPCTBEHHOTO
npenapara, TO KpPUTEPUU TMPUEMIIEMOCTH HEOOXOAUMO BKIIOYHUTH B
cnenudukanuo. Ecnu wucnelTaHWe Ha  cOAEpKaHUE AHTHUOKCHUIAHTOB
MPOBOASAT UCKIIOUUTEIBHO MPU BBITYCKE, TO MPU BHECEHUM W3MEHEHUI B
TEXHOJOTUUECKUUA MPOILIECC WM CHUCTEMY YIAKOBKU (YKYMOPKH) IS
MPUMEHEHHUS TaKOro MOJIX0/1a CIEAYET MPOBECTH MOBTOPHOE UCIIBITAHUE;

€) SKCTparupyemble BellecTBa. Eciv [aHHBbIE, MOJyYEHHBIE B XOJI€
pa3pabOTKU U HUCMBITAHUNA CTAOMIBHOCTH AaKTUBHOW (hapMaleBTUUECKOM
cyOcTaHIMU U (W) JICKAPCTBEHHOT'O Tperapara, CBUJIETEIILCTBYIOT O TOM,
YTO COJICPKAHUE DKCTPArupPyeMbIX H3 CHUCTEMbl YMHaKOBKH (YKYIOPKH)
BEILIECTB IMOCTOSHHO HHWXE YPOBHEW COJEPKAHUS, KOTOPBIE SIBISIOTCS
IPUEMIIEMBIMH M 0€30MaCHBIMU, TO JOIMYCKAECTCS UCKIIOUYNUTH UCTIBITAHUE HA
ux cojepxanue u3 crnenudukanuu. [Ipu BHECEHHMH HN3MEHEHHIl B CHCTEMY
YIaKOBKH (YKYTOPKH) WJIM B COCTaB JIEKAPCTBEHHOTO IIpenapaTa 3TOT HOIXO0/
HEOOXOIUMO  mepecMoTpeTh. Ecnu  1aHHBIE  CBUIIETENIBCTBYIOT O
HEOOXOAMMOCTH TPOBEACHUS HCIBITAHUA W  BKJIIOYEHUS KPUTEPHUEB
MPUEMJIEMOCTH JJISl BEUIECTB, IKCTPATUPYEMBIX U3 KOMIIOHEHTOB CHUCTEMBI
YHaKOBKU (YKYMOpKH) (Hampumep, W3 PE3NHOBBIX MPOOOK, MPOKIAIOK B
KOJITIauKe, TUIACTUKOBBIX (DIIAKOHOB U T. J.), TO B OTHOILICHUH JIEKAPCTBEHHBIX
npernaparoB, MEPBUYHAS YITAKOBKA KOTOPBIX M3rOTOBJIEHA HE U3 CTEKJIA WM
MOMEIICHHBIX B CTEKJISHHBIE (IAKOHBI C YKYMOPOYHBIMHU JJIEMEHTaMH,
W3TOTOBJICHHBIMU HE U3 CTEKJIa, L[EIeCO00pa3HO MPOBEICHUE UCIIBITAHUN Ha
AKCTpArupyeMbl€ BEIIECTBA U YCTAHOBJICHUE KPUTEPUEB MPUEMIIEMOCTH JJIsI
TUX UCHbITaHui. HeoO0XoIuMo NEepPeUrciInuTh KOMIOHEHTHl CHCTEMBI
YIAaKOBKH (YKYIOPKH) M TIPEJCTaBUTh JaHHBIE MO A3TUM KOMIIOHEHTaM,

Ha4YMHAas ¢ HauboJiee paHHEH cTaauu pa3paboTKH;
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K) comepkanue crnupta. Ecim B cooTBeTcTBUH ¢ TpeOoBaHUSIMHU K
MapKUPOBKE JICKAPCTBEHHBIX CPEJCTB ISl MEAMIIMHCKOTO MPUMEHEHHS U
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB, yTBEpKAeHHbIMU Pemennem CoBeta
EBpaszuiickoii skoHOMUYeckorM komuccuu OT 3 HosOps 2016 r. Ne 76, B
uH(pOpMallMi Ha JTUKETKE YKa3bIBAETCS COJEpKaHUE CIOUPTA, TO €ro
HEO00XOAMMO BKIIFOUUTH B crienrdpukaiuio. CoaepxaHue cCoupTa ONnpeaesitoT
METOJ0M IPSIMOT0 KOJIMYECTBEHHOT'O ONPEIETICHUS WIIH PACUETHBIM METOJIOM;

3) pacTBOpeHHE. B oTHOIIEHUN CyCTIeH3UH AJi pUeMa BHYTPb U CYXHUX
HOPOIIKOOOPA3HBIX JIeKapCTBEHHBIX IpenapaTos, HOJITIEXKALUX
PECYCIIEHIUPOBAHNIO, B JOMOJIHEHHE K ONUCAHHBIM BBILIE [OKa3aTesM
KadyecTBa B cHoenu@ukaiuioo I1ei1ecoo0pa3Ho BKIOYATh (Hampumep, B
OTHOLIEHUN HEPACTBOPUMBIX AKTHUBHBIX (apMalleBTUYECKUX CYyOCTaHIUH)
UCIBITAHWE HA PACTBOPEHUE M KPUTEPUU MpUEMIIEMOCTH. VcnblTaHue Ha
pacTBOpeHUE ClenyeT NpPOBOAMTH MpU Bbiycke cepuu. [lpum Hamuuum
000OCHOBaHMI, MOJYYEHHBIX B X0JI€ pa3pabOTKH JEKapCTBEHHOrO Mpenapara,
UCIIBITAHUE MOYKET MPOBOJUTHCA B MPOLIECCE TIPOU3BOACTBA JIEKAPCTBEHHOTO
npenapara. [Ipubopsl s TpOBEACHUS HUCHBITAHUS, CPEAbl U YCIOBHS
UCHBITAaHUS JOJDKHBI OBbITh (papMaKONEeHHBIMU, B MPOTUBHOM Ciydyae
HEOOXOMMO TMPEICTAaBUTh COOTBETCTBYIOIIEE OOOCHOBaHHE. MeToAuKU
pPacTBOpPEHHUsI C HCIOJIb30BaHUEM (apMakONEeHHbIX WIH He(apMaKkomenHbIX
YCJIOBHM 1 TPUOOPOB HEOOXOIMMO BaTUUPOBATh.

B oTHOmeHMM = nekapcTBEHHBIX ~ GOpM  C  HEMEIJCHHBIM
BbICBOOOXK/IEHHEM,  KAaK  MIpaBWIO,  JOCTaTOYHO  «OJHOTOYEUHBIX)
onpezaeneHuil. B oTHOIIEHUN JeKapCTBEHHBIX (POPM € MOAUPHUIIPOBAHHBIM
BBICBOOOKIEHHEM OTOOp TPOoO HEOOXOAMMO OCYIIECTBISATH BO MHOXXECTBE
TOYEK 4Yepe3 COOTBETCTBYIOLIME BpeMEeHHble HHTepBaibl. Kpurepuu
IPUEMIIEMOCTH HEOOXOJIMMO yCTaHaBJIMBAaTh Ha OCHOBAaHWUU HAOIIOIAEMOTO

WHTEpBaja OTKIOHEHWW; TPH OTOM CJEAyeT YYUThIBaTh Mpoduin
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pacTBOpPEHUsT CEepHil, OKa3aBIIUXCS IO pe3yJbTaTaM HCCIeIOoBaHUs IN VIVO
npuemiemMbiMi. [lpu BbIOOpE MEXIy HCIBITAHHEM Ha pPAacTBOPEHHUE U
UCIIBITAHUEM Ha pacIipeesICHHe YacTHll 10 pa3Mepy HEOOX0IMMO MPUHUMATh
BO BHUMAaHHE JIaHHbIE, TIOJIyYEHHBIE B XOJI€ pa3pabOTKH;

W) pacmpenesieHue  4YacTull 1o  pasMmepy. B crnenudukanuio
1es1eco00pa3Ho BKIIIOUUTH KOJUYECTBEHHBIE KPUTEPUH TPHUEMIIEMOCTH |
METOAWKHU OTpenesieHns pa3Mepa dacTuil. [Ipu BeIOOpe MEXIy UCIBITAHHUEM
Ha pPAacTBOpPEHHE M HCMBITAHUEM Ha paclpelie]IeHue YacTUll MO pa3Mepy
HEOOXOAMMO TMPUHMMATh BO BHHUMAHHE [laHHBIE, TOJYyYCHHBIE B XOJ€
pazpaboTku. McmbiTaHue Ha pachpefeieHHe YacTUIl MO0 pa3Mepy CleayeT
OCYIIECTBIIATh TPH BhITycke. [Ipu Haimunn 0O00CHOBAaHMA B BUJIC JAHHBIX,
MOJIyYEHHBIX B XOJI€ pa3pabOTKH JIEKapCTBEHHOTO Ipernapara, HCIbITaHUE
MOXXET OBITh TPOBEACHO B TPOLIECCE MPOU3BOJICTBA JIEKAPCTBEHHOTO
npenapara. Ecau B Xxome pa3paboOTKu J0Ka3aHO, 4YTO JIEKAPCTBEHHBIN
mpenapar TOCTOSIHHO — XapaKTepU3yeTcsl OBICTPHIM  BBICBOOOXKICHHEM
aKTUBHOM (hapMaleBTUUECKON CyOCTaHLIMM, TO JOMYCKaeTCs pPacCMOTPETh
BO3MOYXHOCTh MCKJIFOUEHHUS HCTBITAHUS HA paclpeselieHue pa3Mepa 4acTHI
10 pa3Mepy U3 crenupuKaIum.

[Tpu HamuMyu 060CHOBAHMI UCTIHITAHWE HA PACTBOPEHUE JOMYCKACTCS
3aMEHHUTh KCIBITAHUEM paCIpEACNICHUs] 4YacTull Mo pasmepy. Kputepuu
NPUEMJIEMOCTH JIOJDKHBI BKJIIOYATh pAaCIpeesieHue 4YacTUIl IO pa3Mepy,
KOTOPOE€ BBIPAKAIOT KaK MPOIECHT YacTHIl, MMEIONIUX pa3Mep B JaHHOM
quarnasoHe, OT ob0miero yuciaa dvacTull. HeoOXoauMo YeTKO yCTaHOBUTH
npeaeNbHbIe 3HAYEHUS JJISI CPEAHETO, BEPXHETO U (WIM) HUKHETO pa3Mepa
YaCTHIL.

Kpurepun nprueMieMocTd He0oOXOAUMO YCTaHABJIMBATh Ha OCHOBAaHUU
Ha00IaeMOr0  [uana3oHa OTKJIOHeHWH. [Ipu STOM ciemyer y4duThIBaTh

podUIId PaCTBOPSHUS CEPH, OKA3aBIINXCS IO PE3yIbTaTaM HMCCIICAOBAHUS



41

In  VvivO mnpuemseMBIMH, a TaKXe IpeArojiaracMoe  IIPUMEHEHHE
JIEKapCTBEHHOro0 TMpemnapata. B xonxe pa3paboTku HEOOXOAMMO HW3Y4YUTh
BO3MOKHOCTh YBEJIMYEHMsI pa3sMEPOB dYacThl. Pe3ynbTarsl yKa3aHHBIX
UCCIIEIOBAaHUH CIIEIyeT yUYNUTHIBAaTh PU BEIOOPE KPUTEPUEB TPUEMIIEMOCTH;

K) pECYCIEHIUPYEMOCTb. B OTHOLLIEHUU CYCIIEH3UN,
XapaKTEePU3YIOLIMXCS OCETaHUEM YacTULl AUCHEPCHOU (ha3bl MPU XPaHEHUU
(cennuMeHTaIMel), 1eIecO00pa3HO YCTAHOBUTh KPUTEPUU NPUEMIIEMOCTH B
OTHOLICHUHU pecycreHaupyemoctd. llogxopmsmien METOAUKON  MOXKET
CIly’)kMTh B30anTbiBaHue. B cnemudukanuu yka3plBaeTcsi METOJUKA
IPOBEJICHUSI UCIIBITAHUS (MEXaHUYECKUM WIH PYYHBIM criocobom). Cremyer
YETKO YCTAaHOBUTh BpEMs, HEOOXOAMMOE IJisi PEeCyCHeHIUPOBAHUS IpHU
UCIIOJIb30BAaHUU YyKa3aHHOM MeToauku. [{ns oOocHOBaHUS BO3MOYKHOCTH
IPOBEJIEHUSI BBIOOPOYHBIX MCIBITAHUN CEPUN WM HCKIIOYEHHS JAaHHOTO
nokasareiass u3 crneuupuKaluu  MOXET ObITh JIOCTaTOYHO JIaHHBIX,
MOJIyYE€HHBIX B X0J1¢ pa3pabOTKU JIEKapCTBEHHOIO Mpenapara;

J) peosiornyeckue cBOMcTBa. J[Ji1 OTHOCHUTENBHO BSI3KUX PAacTBOPOB U
CYCIIEH3Ul B CHEUUPUKALMIO LeIeco00pa3HO BKIIOUUTH HMCHBITAHUS
PEOJIOTUYECKUX CBOMCTB (BSI3KOCTh, YAENbHYIO IUIOTHOCTH). Heobxoaumo
yKa3aTb METOJUKY UCIIBITAHUS U KpUTEPHUH TpreMieMOCTH. J{71s1 000cHOBaHUS
BO3MOKHOCTH MPOBEACHHS BHIOOPOUHBIX UCIIBITAHUN CEpUI HIIN UCKITIOYESHHUSI
JAHHOTO MOKa3aTess U3 CreuuPUuKaLU JOCTATOYHO JAaHHBIX, MOTYYEHHBIX B
X0/JIe pa3pabOoTKu JIEKapCTBEHHOT'O MIpenapara;

M) BpeMsi ~ BOCCTaHOBJeHUs. g CyXuX  MOPOLIKOOOpa3HbIX
JIEKapCTBEHHBIX IPENapaTroB, MNPEJHAa3HAYCHHBIX JUIsl PAa3BEICHUS IEpen
OPUMEHEHHUEM,  HEOOXOJIMMO  yKa3aTb  KPUTEpUU  IPUEMIIEMOCTH
OTHOCUTENILHO BpeMEHHU BoccTaHoBieHHs. Heo0xonumMo o00CHOBATH BHIOOD
pactBopuTens. s 0600CHOBaHUS BO3MOKHOCTH MPOBEJAEHUS BBIOOPOYHBIX

WCIIBITAHUIN CepUM MW MCKIIOYCHUS JAHHOTO MOKAa3aTels U3 CIeU(pUKAITHH
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JOCTaTOYHO JAHHBIX, MOJYYEHHBIX B XOJi¢ pa3pabOTKH JIEKAPCTBEHHOTO
npernapara;

H) coJlep’KaHue BOJbl. B OTHOIIEHNH JIEKapCTBEHHBIX MPENapaToB IS
npreMa BHYTpb, MpeIHA3HAYCHHBIX [UIsI pa3BelEHUs, €CIU MPUMEHHMO,
HEOOXOJIMMO yKa3aTh METOJUKY M KPUTEPUH MPUEMIIEMOCTH COJEP KAHUS
Boabl. Ecnu B Xxozme pa3pabOTKHM JIEKapCTBEHHOI'O Iperapara BIIMSHHE
abCcopOMpPOBAHHOM BJIark U TMAPATHOM BOJBI XOPOILIO 0XAPAaKTEPHU30BAHO, TO
JOCTAaTOYHBIM CUMTAETCS MPOBEACHUE HCIBITAHUS Ha MOTEPI0 B Macce Mpu
BbicymuBaHuu.  Cieqyer  UCHOJIb30BaThb ~ METOJMKY  OOHapyKeHHs,

cnerudUUHyo 1 BOABI (HalpuMep, TUTPOBaHUE 10 MeToay Duiiepa).

.HeKapCTBCHHBIC InpenapaTsl AJd MIapCHTCPAJIbHOI'O IPUMCHCHU

42. ]1ns mapeHTepalibHbIX JIEKAPCTBEHHBIX MPENapaToB MPUMEHSIOTCS
CJIEAYIOLIUE UCTIBITAHUA:

a) OMHOPOJHOCTh  €IHWHMI] JIO3UPOBAaHHs. YCIOBUS  BKJIKOYEHUS
UCHBITaHUS B ClieUU(PUKAIUIO IPUBEACHBI B a03alle NEPBOM MOIIMYHKTA «a»
nyHkra 41 Hacrosmux TpeOoBanuii. B OTHOLIEHWHM TOPOLIKOB ISt
BOCCTAHOBJICHUSI, HE COJAEpKaluX JAPYruX [J00aBICHHBIX aKTHUBHBIX U
BCIIOMOTATEJIbHBIX BEIIECTB, a4 TAKXKE JJIsI MHOTOKOMIIOHEHTHBIX IMOPOLIKOB
JUIl ~ BOCCTaHOBJICHHs,  IIOJYYECHHBIX W3  HCTMHHBIX  PAacTBOPOB,
AMO(PUIN3UPOBAHHBIX B KOHEUYHOM KOHTEWHEpE, CUMTAETCS MPUEMIIEMbIM
VCIIBITAaHNUE HA OJHOPOJAHOCTb MAcCCHhI;

0) pH. Eciu mnpuMeHHMO, HEOOXOAMMO TMPEACTABUTh KPUTEPUU
npuemiemMocTy o PH u 000cHOBaTh MpeasiaraeMblil AUana3oH;

B) CTEPWJIBHOCTb. [[1s1 BceX MapeHTepalbHBIX JIEKAPCTBEHHBIX
npenaparoB HEOOXOAMMO BKJIKOYUTh METOJUKY HCIHBITAHUS W KpPUTEPUH
IMPUEMIIEMOCTH JUJII OLIEHKU CTEPWIBHOCTU. ECIIM JaHHbBIE, NOJYyYEHHbBIE B

X0Jle pa3pabOTKU M BaIMAALMKH, OOOCHOBBIBAIOT BBINYCK IO MapaMeTpam,
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TaKOM TMOJXOJl JIOMYCKAeTCsd MNPEMJIOKUTh B OTHOIICHHHM JIEKAPCTBEHHBIX
npenapaTroB,  MOABEPralolUXcsi  TEPMUHAIBHOW  (3aKIIOUYUTEIIHBHOMN)
CTEPUIN3ALINY;

r) OakTepuagbHbIe HHIOTOKCHHBI (TIMporeHsl). B  cnermudukammio
HEO00XOJIUMO BKJIIOUUTH METOJIMKY HCIBITAHUSA U KPUTEPUN TTPUEMIIEMOCTH B
OTHOIIICHUU OaKTEepUaNIbHBIX HSHJAOTOKCHUHOB, TMPUMEHSAS METOAUKY C
UCIIOJIB30BaHUEM Jiu3aTa ameoouToB meuexBocta (JIAJI-tect). [1pu Hanuunm
O00OOCHOBaHMUN MCIBITAHHUE HA DSHJIOTOKCUHBI JIOMyCKAETCS 3aMEHUTh
UCIIBITAHUEM Ha MUPOTE€HHOCTb;

1) MEXaHWYECKUE BKIIOYEHUA. J[JIsI MapeHTEepabHbIX JIEKAPCTBEHHBIX
npenaparoB  HEOOXOJMMO  MHPEAYCMOTPETh  HaJJIeKalue  KpPUTEPUHU
MPUEMJIEMOCTH B OTHOILIICHUM MEXAaHWYECKUX BKJIIOUCHUN. K HUM OTHOCSTCS
KPUTEPUU MPUEMIIEMOCTH JJISI BUIUMBIX YaCTHI], TPO3PAYHOCTU PACTBOpA U
Py HEOOXOAMMOCTHU — JJISI HEBUAUMBIX YACTHII;

€) cozeprkanue BoAbL. 1151 HEBOJHBIX NapeHTEPATbHBIX JIEKAPCTBEHHBIX
MpernapaToB U MapeHTEPANbHBIX JICKAPCTBEHHBIX MPEnapaToB, TPEOYIOIINX
BOCCTAHOBJICHUS, CJIEIYET yKa3aTh aHAJUTUYECKYIO METOIUKY U KPUTEPUIL
MPUEMIIEMOCTH OTHOCUTEJIBHO COJAEPKaHUsA BOJbI, KaK 3TO YKa3aHO B
MOJAMYHKTE «H» MyHKTa 41 Hactosmux TpeboBanmii;

&) COJep)KaHNEe aHTUMHUKPOOHOTO KOHCEpBaHTA. Y CIOBUS BKIIOYCHUS
UCIIBITAaHUS B CHENU(UKALNIO TPUBEACHB B TOAMYHKTE «I» MyHKTa 41
HacTosmux TpebdoBaHuUi;

3) COJEpKAHUE AHTHUOKCHUJIAHTOB (AHTMOKCHIAHTHBIX KOHCEPBAHTOB).
Y cnoBus BKIIFOUCHHS UCTIBITAHUS B CIICIU(UKAITUIO TPUBEICHBI B TTOAITYHKTE
«1» iyHkTa 41 Hacrosimux TpeboBanuii;

M) DKCTparupyeMbie BEIEeCTBA. YCJIOBUS BKIIIOYEHUS] WCTIBITAHUS B
crnenu(uKaIri MPUBEJACHbI B IMOJIMYHKTE «e» NyHKTa 41 HacTosmmx

TpeboBaHwuii;
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K) UCTIBITaHUE (YHKIIMOHATIBHBIX XapaKTEPUCTUK CHUCTEM JIOCTABKH.
[TapeHTepanbHbie JIEKaPCTBEHHBIE (POPMBI, YITAKOBAHHBIC B MPEABAPUTEIIHLHO
3aMOJHEHHBIE HIPUILI, KAPTPUIKU-ayTOMHXEKTOPHI WM X IKBUBAJICHTHI,
HEOOXOAMMO TOJIBEpraTh UCIBITAHUAM C COOTBETCTBYIOUIUMHU KPUTEPUIMU
MPUEMJIEMOCTH B OTHOIIEHUHU (PYHKIIMOHAIBHBIX XAPAKTEPUCTUK CHUCTEMBI
noctaBkd. K HUM OTHOCSITCS KOHTPOJIb MPOXOJUMOCTH UIJIbI, JIaBJICHUE U
TEPMETUYHOCTh YKYNOPKHU (YTe€uka) U (WJIM) TaKUE MapaMeTphl, KaK yCUJIUE
JUIsl CHSATHS BHUHTOBOTO KOJIMayKa, YCUJIME JJISl MEepeMEIlEHUs MOpIIHS U
ycuiue JUisi TPUBENCHUS B JIEMCTBUE HHXKEKTOopa. llpm ompeneneHHbIX
00CTOSTENHLCTBAX YKA3aHHBIC UCIIBITAHUS MOTYT OBITh MPOBEJCHBI B MPOIECCE
IPOU3BOCTBA JIEKAPCTBEHHOTO Mpenapara. J{ji1 000CHOBaHKS BO3MOKHOCTH
MPOBEJICHUS] BHIOOPOYHBIX MCIBITAHUN CEpUM WIIM HUCKITIOUECHHUS HEKOTOPBIX
WIM BCEX XapakTEPUCTUK U3 chHenuuKaluu JOCTaTOYHO JaHHBIX,
MOJIYYEHHBIX B X0JI€ pa3pabOTKU JIEKapCTBEHHOTO Mpernapara;

J) OCMOJISIPHOCTh. EcCiiM Ha 3TUKETKE JIEKapCTBEHHOrO IIperapara
YKa3bIBA€TCS €r0 TOHUYHOCTh, HEOOXOJMMO OCYILECTBISATh HaJICKAIIUMA
KOHTPOJIb OCMOJISIPHOCTH. J[J1s1 000CHOBaHMS TPOBEICHUSI 3TOTO UCIILITAHUS B
mpoliecce  MPOM3BOJACTBA  JIGKAPCTBEHHOTO  Mperapara, BBIOOPOYHBIX
UCIIBITAHUI CEpUIN WIIA ONPENICIICHHS STOTO MOKa3aTeNsl PACYETHBIM METOIOM
MOXXET OBITh JOCTaTOYHO JAaHHBIX, IOJYYEHHBIX B XOAE€ pa3padOTKu
JIEKApCTBEHHOTO TIpernapara 1 Mpy BaJIUAaluu;

M) pacmpefeleHue 4YacTUll MO0 pa3Mepy. YCIOBHUS BKJIIOYEHUS
UCTIBITAaHUSI B CHEIU(UKAIMIO TPUBEICHBI B TMOJMYHKTE «W» MyHKTa 41
HacTosmux TpeboBaHUM;

H)pECyCIEHIUPYEMOCTh.  YCIIOBUSI  BKJIIOUCHHUS  UCIBITAHUS B
crenu(uKaIMio TMPUBEACHBI B TOJNYHKTE «K» TyHKTa 41 HacTOSIIMX

TpebGoBanui;
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0) BpeMs BOCCTAHOBJICHHMS. YCJIOBHUS BKIIOYCHHS MCIBITAaHUS B
crnenu(uKanuo TMPUBEACHH B TMOJMYHKTE «M» IyHKTa 41 HacTosmmx

TpeboBanuid.
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Cxema pemenuid Ne |

YcTraHoBIeHUE KPUTEPUS TPUEMIIEMOCTH JJIsI KOHTPOJIMPYEMOM MpUMeECH
B aKTMBHOU (hapMalleBTUUECKON CyOCTaHIIUU

Onpenenuts ypoBeHb
coJepKaHus IIpuMeceH B
peNIeBaHTHBIX CepUsX

A4

CymmupoBath cpeHee
3HAYEHUE YPOBHS
COJIEpKaHus IPUMECU U
BEPXHUH JOBEPUTEIIBHBIN
npezen (puHsTH 32 A)

Kpurepuit npuemnemoctu
JIOJDKEH OBbITh paBeH A uiu B
(B 3aBHCHMOCTH OT CHTYaIlHlH)

SIBngercs mu
MIPUMECH TAKXKE
MPOIYKTOM
Jierpaganuu’?

JA

HET
[Ipesbruaror
a1 A nin B
< KBaTU(DUIIUPOBAHHBIN

YPOBEHB?

Kpurepnii npuemnemoctu
JIOJIKEH OBITh paBeH
KBaJIM(ULIPOBAHHOMY YPOBHIO
WJIM CIEAYET YCTAHOBUTH HOBBIN
KBATH(DUIEPOBAHHEINA YPOBEHB'

O11eHUTh MaKCUMAaJIbHOE
YBEJIUYCHHUE COJEPIKAHUS
MIPUMECH Ha JaTy
MIPOBEICHHS TTIOBTOPHOTO
WCIIBITaHUS, UCTIOJIb3YS
JTAHHBIE YCKOPEHHBIX
U JOJITOCPOYHBIX
HUCCIIENOBaHUN
CTa0MIILHOCTH

v

Onpenenutb
MaKCHUMAaJIbHBIN
BEPOSITHBIM YPOBEHb
COJIEpXKaHUs IPUMECH
KakK:

A + 3HaueHue, Ha
KOTOPOE MOBBICHJIOCH
coJiepaHue MPOJTyKTa
Jerpajanuu npu
XpaHEHUU B
COOTBETCTBYIOIINX
YCIIOBHSIX
(mpuHATH 32 B)

1 .
PeneBanTHbIE cepuM — cepHUM, IMOJyYEHHBIE B XOJE HCCIEJOBaHHMM Ha 3Tamax pa3paboTkw,
OTIBITHO-IIPOMBIIIJIEHHOTO ¥ IIPOMBILIUIEHHOTO IIPOU3BO/ICTBA.
2 . .
BepxHuii noBepuUTeIbHBIN Mpenes paBeH CTaHJIAPTHOMY OTKJIOHEHHMIO PE3yJbTaTOB aHaIn3a

Cepuii, yMHO>)KEHHOMY Ha 3.

8 OHpeI[eJ'IfleTCﬂ B COOTBCETCTBUM C IIpaBUJIaMHU 110 H3YUYCHUIO HpHMeCeﬁ B JICKAPCTBCHHBIX
CpCACTBAX U YCTAHOBJICHUTO Tpe60BaHHfI K HUM B CHGI_II/I(I)I/IKaI_II/IHX, YTBCPKAACMBIMU Komuccueii.
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Cxewma pemenuit Ne 2

Y cTaHOBIEHUE KPUTEPUS TPUEMIIEMOCTH
IUISl TPOAYKTA AETPAalluKi B JEKAPCTBEHHOM IIpenapare

O1eHUTh MaKCUMAJILHOE YBEIINUEHUE
coJiepKaHusl MPOAYKTa Jerpajaluy Ha
KOHEII CPOKa TOJTHOCTH (XpaHEeHus1),
WCITIONIB3YS TAaHHBIC YCKOPEHHBIX U

Ob6pazyercst 1
B XOJI€ MPOU3BOJICTBA
JIEKapCTBEHHOTO Iperapara

HET

HPOIYKT o
o JIOJITOCPOYHBIX UCTIBITAHUH CTAaOMIBHOCTH
Jerpagam’
> (mpuHsTH 32 D)
JA
OLeHNUTh MaKCHMAJIbHOE yBEINICHHE Onpenenuth MaKCUMaJIbHO BEPOSITHBIN

Co/iepIKaHHMsI IPOAYKTA JeTpalaliii B
XOJIe IPOU3BO/ICTBA PEINEBAHTHBIX
cepuii” (mpuHsTh 32 C)

YPOBEHB COJIEPIKAHUS TPUMECH
cyGeranumn ((A i B) + C + D)

IIpesbrmaer au
MaKCHUMaJIbHO BEPOSATHBII
YpOBEHb KBaJIU(ULIUPOBAHHBII
YpPOBEHB?

. HET
Kpurepuii npuemMnemMocTu 10KEH

OBbITh paBEH MaKCHMaJIbHO
BEPOSATHOMY YPOBHIO

Kputepuii mpuemineMocTu A0KeH ObITh paBeH
KBIN(UIIMPOBAHHOMY YPOBHIO UJIM CIEAYET
YCTAHOBHTH HOBBIi KBAM(HUINPOBAHHBIA YPOBEHB",
WJIM HOBBIE YCIIOBUSI XpAaHEHUS], NI COKPATUTh CPOK
TOAHOCTHU (XpaHEHUs])

! PeneBanTHbIe Cepuu — CepuH, MOJyYSHHBIE B X0JIe UCCIEAOBAHMI Ha dTanax pa3paboTkw,
OHI)ITHO-HPOMBIHIJ'IGHHOFO nu HpOMI)IIHJ'IeHHOI‘O HpOI/I3BOJICTBa.

2 [Mopsnox onpenenenus A u B npencrasnen B cxeme perrennii Ne 1.

3 Omnpenensaercs B COOTBETCTBUN € MPABWIIAMM 110 U3YYEHHMIO IPUMECEHN B JIEKAPCTBEHHBIX
CpPEeICTBAX M YCTAHOBJCHHIO TpeOOBaHUI K HUM B CHENU(PHUKALUAX, YTBEPKIAEMBIMH
Komuccueii.
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Cxewma pemenuit Ne 3

VY cTaHOBIIEHNE KPUTEPUEB NIPUEMIIEMOCTH OTHOCUTENBHO Pa3MePa YaCTHI]
akTUBHOU papmarieBTuuecko cyocraniuu (ADC)

[Ipencrapnser
JI JIEKApCTBEHHBIN
npenapar co0oi TBEpIyIO
WJTU KUJIKYIO JIEKAPCTBEHHYIO
dhopmy, comepxranryro
HEPaCTBOPEHHYIO
ADC?

Jis nekapcTBEHHBIX GOpM
ﬂ, B BU/JIE PaCTBOPOB KpUTEpUi
IIPUEMJIEMOCTH B OTHOLIEHUH

pa3mepa yactu ADC
He TpedyeTcs

1. Kputnden nu pa3Mep 4acTHIl JJ1sl paCTBOPEHHS,
PacTBOPUMOCTH WM OMOJOCTYIHOCTH?

2. KputuueH nu pa3mep 4acTull JJis
TEXHOJIOTHYHOCTH JIEKapCTBEHHOTO IpernapaTa?
3. Kputnuen 51 pa3mep 4acTHil i CTaOUIbHOCTH
JIEKapCTBEHHOT 0 NpenapaTa’?

4. KputudeH 11 pa3Mep 4acTHUIl IUIsi ONHOPOAHOCTH
JIO3UPOBaHMs JIEKaPCTBEHHOTO Ipernapara’?

5. Kputnuen nu pa3mep yacTul 1Jis
NoJ/Iep>KaHHs BHEIIHETO BU/IA JIEKAPCTBEHHOTO
npemnapara?

ecou HET s Beex cityyaes

ecnu JIA Ha oguH uau
HECKOJIBKO ITYHKTOB

A A

Kpurepuii npuemnemoctu

Y CTaHOBUTH KpUTEPUIA TPHUEMIIEMOCTH
He TpebyeTcs
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Cxema penrenuid Ne 4

Onpenenenrve HEOOXOIUMOCTH BBEJICHUSI KPUTEPUEB TPUEMIIEMOCTH
OTHOCHUTEIHHO NOJUMOpP(H3Ma aKTUBHBIX (DapMaIleBTUUECKUX
cyocranuumii (ADC) u ekapCTBEHHBIX MPEnapaToB

AxtuBHas papmareBTHUYECKas CyOCTaHIUS

1. [IpoBecTu CKpUHUHT

nonumopduma ADC

OTHOCHUTCIIBHO >

oOpa3oBaHme HanbHeiime
Pa3INYHbBIX JeCTBUS HE
nOJIUMOP(HBIX TpeOyroTcs

Bo3MmoxxsO0 1

hopm?

HN3menstorces nn
(GyHKIIMOHATIbHBIE
XapaKTepUCTUKH, 0€30MaCHOCTh
win 3 PeKTUBHOCTH
JIEKapCTBEHHOTO
rnpenapara?

JA
OxapaxTepu3oBartb (HOpPMBHI,
HaIpuMep:
HOpOIHKOBa.}I PEHTreHOBCKast Mepeiirn | o
Tudpakmus; -
JACK (Tepmuueckuii aHaiu3);
MUKPOCKOTIHS;
CIIEKTPOCKOIIHUS.
2.
Otnanyarorcs
HET
71 GOpPMBI
10 CBOMCTBaM (pacTBOPUMOCTb,
CTaOUIBLHOCTD,
TeMIiepaTypa
l’?
IJIaBJICHUS ) v
[IpoBeneHue UCIBITAHUI WA
YCTaHOBJIEHUE KPUTEPUEB
i TIA npuemnemoctu s ADPC He Tpedyercs

HET

JA

A 4

Y CTaHOBUTH KPUTEPUN
IPUEMIIEMOCTH B OTHOLIEHUHU
coJiepKaHus NOTMMOP(HBIX hopm
ADC

> [Tepeiitn 3.
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JlekapcTBEHHBIN Npenapar

B BUJIC TBEPOM MM KUIKOU JIEKaPCTBEHHOU (hOPMBI, CoJiepKaliei
HEPACTBOPEHHYIO aKTUBHYIO (DapMaIleBTUUECKYIO0 CYOCTAHIUIO NPU HATUYUHT
TEXHUYECKON BO3ZMOXKHOCTH U3MEPEHUSI COJIEp KaHus TOJIUMOP(HBIX (GOpM B

JIEKapCTBEHHOM IIperapare

[To3BonseT nu
UcHbITaHue (YHKIIMOHATIBHBIX
XapaKTePUCTHK JICKAPCTBEHHOTO
Mpernapara yCTaHOBUTD JTOJKHBIN
KOHTPOJIb, €CJIH U3MEHSIETCS COOTHOILICHUE
nommMopdHBIX GopM (Harpumep,
tecT «PacTtBOpeHue»)?

A

HET

KonTponupoBats nonumopgHsbie
dbopMBI B mpoliecce U3yueHus
CTaOUIIHOCTH JIEKAPCTBEHHOTO
npernapara

i

Y CTaHOBUTH KpUTEPUU
IPUEMJIEMOCTH ISt

— »  COOTBCTCTBYIOLICTO

UCIIBITAHUS
(YHKIIMOHATIBHBIX
XapaKTEPUCTHK

Habmromaercs
JI U3MEHEHHE, KOTOPOE MOKET
MOBIIUSITh HA 0€30MaCHOCTh WIIH
3¢ HeKTHBHOCTH?

HET

Kpurepun npuemnemoctu
JUI U3MEHEHU s
noauMop(dHbIX GopM B
JIEKapCTBEHHOM IIperapare
BBOJIUTH HE TpeOyeTCs

Y CTaHOBUTH KPUTEPUU
MIPUEMIIEMOCTH, COTJIACYIOLIUECS
¢ 0e301acHOCThIO U (MIIN)
3¢ PEeKTUBHOCTHIO
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Cxewma pemennit Ne 5

Bxirouenue B crienuuKanmio METOANK: HISHTU(PUKAINH, KOJTHYECTBEHHOTO
OTIpe/IeIICHUS U OTPEICTICHUS YHAHTHOMEPOB-TIPUMECEH JJISI XUPaTbHBIX
akTUBHBIX (hapManieBTHueckux cyocranuuii (ADC) u nekapCTBEHHBIX
IpEerapaToB, COACPKAIINX XUPATbHbIC aKTUBHBIC (hapMaIleBTHICCKHUE

cyOcTaHIuu
Metoauku
Onpe/ienuTh uacHTH()UKAIIH,
HEO00XOIUMOCTh TIA KOJIMYECTBEHHOTO
BepUpUKALIUT " SABnsercs mu ormpeseeHus: U
MJICHTHUKALMHT PALIEMATOM ADC . HET MCTIBITAHYS Ha
xupasnbHoi ADC npu XUPAIBHOMN 7 HPUMECH, KOTOPBIE
BBIMTYCKE U (WIH) TIPU < crienuuUHbI ISt
WCIBITAHUSX HA xupansroii APC
IIPUEMIIEMOCTD HI; TpeByroTes ’
JA

U 1 SQHAHTUOMEP

v
Brxmounts B cienudukamio ADC:
UJIECHTU(DUKAITUIO 3;
KOJIMYECTBEHHOE OIPE/ICIICHHE |
VCTIBITAHUS HA YHAHTHOMEP-TIPHMEC".
BxiiounTh B cienn(uKaIuio JIeKapcTBEHHOTO
npenapara’; A
KOJINYECTBEHHOE OIpe/IesICHHE :
UCTIBITAHNS Ha SHAHTHOMED-TIDUMECH .

! Xupanpnple CyOCTAHIMH MPUPOJHOTO MPOMCXOXKACHHS B HACTOANIEM DYKOBOJACTBE HE
paccMaTpHBAIOTCA,

Kak ¥ OTHOCHUTENBHO JIPYTUX MpHUMecei, HCTOYHHUKOM KOTOPBIX SIBISIETCS MCXOIHOE ChIPHE,
UCTOJB3yeMOe TPH CHHTE3e aKTUBHBIX  (hapMaleBTHUECKUX CYOCTaHIMH, CleayeT
IPEIyCMOTPETh KOHTPOJIb KadecTBa XHUPAJIbHBIX BEIIECTB, YCTAHOBUB NpEAENbl s
COOTBETCTBYIOIIETO UCXOHOTO ChIPbs UM MPOMEKYTOYHON MPOIYKIIMH, €CIIH 3TO 00OCHOBAHO
pe3yabTaTaMH HMCCIel0OBaHUN, MPOBEIEHHBIX B XO0j€ pa3paboTku. B ocHOBHOM 3TO ciydaw,
KOTJ[a UMEETCS] HECKOJIbKO XUPAIbHBIX IIEHTPOB (Hampumep, 3 U Oojiee) Wiu I1enecooopazeH
KOHTPOJIb Ha CTajHM, MPEALIECTBYIOIIEH CHHTE3y KOHEYHOW akTHBHOH (papmalieBTHUECKOil
CcyOCTaHIINH.
$BsaMeH METONMKHM WICHTHOHKAIME XHPAIBHOTO COGAMHEHHS MOXKET ObITh NPHMEHEHa
METOAMKA KOJMYECTBEHHOTO ONPEACTCHHS, CTIeU(PUIHAS ISl XUPATBHOTO COSIUHEHHUS, VI
METOJMKA UCIBITAaHUSI HA SHAHTHOMEPBI-ITPUMECH.

“B3aMeH METOXMKH KOJNMYECTBEHHOTO ONPENCNCHHS, CICHH(GUIHOA IS  XHPATBHOTO
COCJMHEHUS, MOXXET OBITh TPUMEHEHa METOAMKAa KOJMYECTBEHHOIO  OIpeesIeHus,
HecTienn(UIHAs OTHOCUTEIIFHO XHUPATBHOTO COSAMHEHUS, B COUCTAaHUH C METOAMKON KOHTPOJIS
IIPOTHBOIOJIOKHOTO SHAHTHOMEpA.

> CopepxaHue MPOTHBOIIOJIOKHOIO SHAHTHOMEpa B aKTUBHOM (hapMalieBTHUeCKON cyOCTaHIIMN
MOXKHO OINpENeIUTh Ha OCHOBAaHUM JAHHBIX, IOJYYEHHBIX C IIOMOIIBIO METOJUKH
KOJIMYECTBEHHOTO OTIPE/ICICHNUS, CIIEM(MUIHON OTHOCUTEIFHO XHPAITBHOTO COSTMHEHHUS, UIIH C
MIOMOIIIBIO OTJIEJIbHOW METOAMKH.

® McnibiTanns TeKapCTBEHHOTO TperiapaTa, CIeNH(UYHBIC OTHOCHTEIBHO CTEPEOM30MEPOB,
MOXXHO HE NPOBOJHUTH, €CIM IIOKAa3aHO, 4YTO paleMHU3alus B TIpolecce MPOU3BOJCTBA
JIEKApCTBEHHOTO TIperapara W BO BpeMs XpaHEHHsS TOTOBOW JIEKAPCTBEHHOW (OPMBI
HE3HAYUTEIbHA.
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Cxema pemenuit Ne 6

[TokazaTenu MUKPOOHOIOTUYECKOM YUCTOTHI aKTUBHBIX PapmarieBTuYeckux cyoctaniuii (ADC)
BCIIOMOTATEJIbHBIX BEIIIECTB

Cnoco6na mu ADC (BcmoMoraTeIbHOE BEIIEeCTBO) HET
| IIpencraButs o6ocHOBaHKe. KpuTepun npremMiIeMOCT! U UCIIBITaHHS
HOJICPIKHBATH POCT MU KH3HECTIOCOOHOCTh y
MHKPOOHOJIOTHYECKOM YUCTOTHI MOTYT HE MOTPEOOBATHCS
MHKPOOPTaHU3MOB?
A
4 A
Sensierest 11 ADC (BCIOMOTaTeNbHOE BEIECTRO) JlanpHelilnee UCIIBITAHNE MUKPOOUOJIOTMYECKON YUCTOTHI U KPUTEPUN
CTEPUITBHOI? MPUEMIIEMOCTH HE TpeOyoTCs
l HET
Brmrowaer s mporiece cuntesa (obpadorkn) AGC AA VCTaHOBUTH KPUTEPHH TIPUEMIIEMOCTH OTHOCHTEBHO
(BCTOMOTATEBHOTO BEIECTBA) CTA/IHH, > MHUKPOOHOIOTMYECKOI YMCTOTHI B cOOTBETCTBHH ¢ Papmakomneeii Coroza
00yCIIaBIMBAIOIIIE CHUKCHUE COEPIKAHUSI
MHKPOOPTaHU3MOB? v
HET Wmeetcst 11 HaAyYHOE TIOATBEPIKACHHUE TOTO, YTO CTAJUU [0 CHUKEHUIO
TPUBOJISAT K COAEPKAHMIO MUKPOOPTAHU3MOB HIKE KPUTEPHEB
VCTaHOBUTH KPUTEPHHU MIPUEMIIEMOCTH OTHOCHTEIEHO N
5 . OPUEMIIEMOCTH (K OTCYTCTBHIO TpeycMoTpeHHbIx Papmakormneeit Coro3a
MHKPOOHOTOTMICCKOM TUCTOTBI B COOTBETCTBHM C WHIMKAaTOPHBIX MUKpOoOpranu3MoB) B ADC (BCroMorarei-HOM BelecTse)?
MoHorpaduent @apmaxornen Coro3a
v
A
SIBIISIFOTCSI JTH KOJIMYECTBA MUKPOOPTaHU3MOB A gpeHCTaBHTL 060CHOBAHMA.
(MHIUKATOPHBIX MUKPOOPTAHU3MOB) TIOCTOSIHHO HIKE PUTCPHH HPUCMIICMOCTH 1~
i UCITBITAHUSI MUKPOOHUOIOTHYECKOM
HET HET
A YHUCTOTBI MOTYT HE MOTPEOOBATHCS
VCTaHOBUTH UCITBITAHHE Ha OCHOBE BHIOOPOYHOTO Y
KOHTPOJISL [l OIPEIEIEHHS YHCIIa MUKPOOPTAHM3MOB | | Y CTAHOBUTB MCIIBITAHUE KAXKION CEPUH JUTS ONPEICICHHUS YHCIIa MUKPOOPTaHU3MOB 1
U OTCYTCTBHSI HHIUKATOPHBIX MHUKPOOPTaHH3MOB, OTCYTCTBHUS HHAUKATOPHBIX MUKPOOPTaHU3MOB, MIPEAyCMOTpeHHbIX Dapmakoreeit
npenycMoTpeHHbix @apmakorneeii Coro3a Coro3a
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Cxema pemennit Ne 7

YcraHoBIeHHE KPUTEPUEB MMPUEMIIEMOCTH ISl TecTa «PacTBopeHue»
JIEKapCTBEHHBIX MPENapaToB

1 Kakoli Tum KpUTepueB MPUEMIEMOCTH OTHOCHUTEIBHO BBICBOOOXKIIEHUS aKTHBHOMN
dapmaneBTuueckoit cyocrannuu (ADC) saBrsercss moaxoa mmum?

IIpenna3Hayena
T JIeKapcTBeHHast (hopMma
It obecriedeHusI MOAU(PUITUPOBAHHOTO
BBICBOOOXKIEHUA?

IIA Y CTaHOBUTH KPUTEPUU
MPUEMIIEMOCTH OTHOCUTEIILHO
BbICBOOOXK1eHUI ADC:
MPOJIOHTUPOBAHHOE
BBICBOOOXKIEHHE — HECKOJIBKO
BPEMEHHBIX TOYEK, OTCPOYCHHOE
BBICBOOOXKIEHHE — JIBE CTAIMH,
napajijieIbHbIC WU
IIOCJIEIOBATEIILHEIC

SBisiercs
JIA JIEKapCTBEHHBII
mpernapar XOopoIlo
PaCTBOPUMBIM TP TEMITEPATYPE
3740,5°C B ¢pU3HOIOTHUECKOM
uHTepBasie pH?
(103a/pacTBOPUMOCTH
<250 mn
pH 1,2-6,8))

HET

Kak npaBuino, npuMeHUM KpUTepUit
MIPUEMIIEMOCTH C YCTAHOBJIEHUEM
HVDKHETO IIpefelia Ui IoKa3aTess

PacTBOPEHMS IIPHU UCTIBITAHUH C
OJIHOY TOYKOW KOHTPOJIS

SBasiercs nu
nekapcTBeHHast popma
OBICTPOPACTBOPUMO¥?
(pactBopenue >80% 3a 15 mun
upu pH 1,2; 4,0 u 6,8)

HET

Onpenenena iu
B3aUMOCBSA3b MEXIY
pacnagaeMocCTbIO U
pacTBopeHrEM?

Kak npaBuino, npumMeHnM
KpUTEpUI IPUEMIIEMOCTH C
YCTaHOBJICHUEM BEPXHETO
AA npezesa Juisi 3Ha4YeHUsl BPEMEHH
pacnagacMoCTH
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o | Kakue ocoOble ycnoBus NPOBENEHNS UCTIBITAHUS M KPUTEPHH TIPUEMIIEMOCTH SIBIISIOTCS
MoAXOAAIIMMU? (HEMEIJICHHOE BEICBOOOKICHUE)

3HAUYUTEIILHO
JI paCTBOPEHUE BIHSIET
Ha 6uonoctynHocts? (Hampumep,
Ha0JII0/1a1ach JIU HeTpuemiieMas
OMOIOCTYIHOCTD ISt
pEJIeBaHTHBIX Cepuit
Ha JTare
pa3paboTKu?)

[TompiTaThes pa3paboTaTh yCIAOBHUS
MIPOBEACHUS UCIIBITAHUN U KPUTEPUU
HPUEMIIEMOCTH, KOTOPBIE CITOCOOHBI

Pa3IUYUTh CEPUH C HEMPUEMIIEMO

OMOJOCTYITHOCTHIO

Bmmsrot mu
M3MEHEHHS B COCTABE
WJIM TIEPEMEHHBIE TTapaMeTphl
npouecca nporu3BOJACTBA Ha
pactBopenue? (Mcmoap3o0BaTh
MOJAXOISIINE UANIa30HbI, U3YYUTh
pacTBOpeHHE
B MHTEpBAJe

Kontponupyror 1 atn
VU3MEHEHUS IPYyrol METOAUKOM C
YCTaHOBJICHUEM KPUTEPUS
IIPUEMIIEMOCTH?

pH 1,2-6,8)
HET
\ 4
Y CTaHOBUTH YCIOBUS POBEACHUS
WCIIBITAaHUSI U KPUTEPUH Y CTaHOBUTH YCIOBUS IPOBEACHUS
MIPUEMJIEMOCTH, MIO3BOJISIOLIUE WCIBITAHUN U KPUTEPUHU
0J100pATh Cepuu, IPUEMIIEMBIE B IpUEMIIEMOCTH, KOTOPBIC ITO3BOJIAIOT
KJIIMHUYE€CKOM OTHOIIICHUH. Y CJIOBHUSI pacro3HaBaTh 3TH U3MEHEHHSL.
HUCHBITAHUS U KPUTCPUH Kax nmpaBuio, BISIOTCS TOXOASAIIMMHI
MPUEMIIEMOCTH MOTYT OBIThH KPUTEPUH TPUEMIIEMOCTH
YCTaHOBJICHBI 0€3 ydeTa ux [IPY UCTIBITAHUAX C OJHOW TOYKOU
CHOCOOHOCTH BBISIBIISITh U3MEHEHUS B KOHTPOJISI
COCTaBe U Imporuecce




Kakne nuama3oHBI

3. BBICBOOOK/ICHUE)

Mmerorcd 11 jaHHble O

MNPpUEMIIEMOCTH  ABJIAKOTCA
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MOAXOMAIMMH?  (IIPOJIOHTMPOBAHHOE

3aBUCHUT JIH
BbICBOOOXK1eHuE ADC

OMOIOCTYIIHOCTH AJISl CEpHid
C Pa3JIM4YHON CKOPOCTBIO
BBICBOOOXK1eHU?

MoxHO 11
YCTaHOBUTH 3aBUCUMOCTD
in vitro (in vivo)?
(ITpu HEOOXOIUMOCTH,
MOIU(DHUIIPOBATH YCIOBUS
MIPOBEICHUS
UCTIBITAaHUS

OT YCIIOBHI IIPOBEICHHSI
WCTBITaHuA iN Vitro?

Vcnonb30BaTh BCe NMEIOIIMECS TaHHbIE
0 CTaOMJIBHOCTH, OMOJOCTYITHOCTH U
KJIMHUYECKHE JJaHHbIE, YTOOBl yCTAHOBUTh
Ha/IJIeKallye Mana3oHbl IPUEMIEMOCTH

HET

in vitro)
IIpencraBpre
HA COOTBETCTBYIOIIUE
[IpeBbrmuaror JAHHEIE 110
/T AMaTasOHbI OMOJJOCTYIHOCTH,
Hcnonb30Bath npuemnemoctu 20 % YTOOBI BaJTHIUPOBATh
KOPPEMSIIIO iN Vitro o1 sanaenmot® JTHATTA30HBT
(in vivo) BmecTe ¢ COACPIKAHIA TIPHEMIIEMOCTH
COOTBETCTBYIOIIMMHU
pe3yJibTaTaMH aHaJIn3a
cepuit 1ist HET
YCTAHOBJICHHSI
JMATa30HOB OkoHYaTeIbHO YCTAaHOBUTH

MMpUEMIIEMOCTH

Auana3oHbl MIPUEMIIEMOCTH
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Cxema pemrennit Ne 8

[TokazaTeny MUKpOOHOIOTUYECKOW YUCTOTHI HECTEPUIIbHBIX JIEKAPCTBEHHBIX IIPENapaToB

ConepxuT 1 JIEKapCTBEHHBIN IIpenapaT

HET AHTUMHUKPOOHBIC KOHCEPBAHTHI UITU

obJaaeT COOCTBEHHOW aHTUMHUKPOOHOM

aKTUBHOCTEIO?

TA

v

SIBIIsIETCS I JIEKAPCTBEHHBIN Mpenapar
CYXOU JIeKapCTBEHHOH (opMoii
(Hampumep, TBEPIOH s MpuemMa BHYTPb
WM CYXUM MOPOIIKOM)?

TIA

A 4

HmeroTes 11 Hay4HbIE JOKa3aTelbCTBA
HAJINYHA Y JEKapCTBEHHOTO IIperapara
CIIOCOOHOCTH MHTUOUPOBATH POCT
MHUKPOOPTIaHU3MOB?

JA

v

KpI/ITepI/II/I IpUEMIIEMOCTH B OTHOILICHUU
qucjia MUKpOOPTraHU3MOB U IIPOBCACHUC
HUCIBITaHUI MOTYT HC HOTpe60BaTLC$I

HET

HET

VY CTaHOBUTH XUMHUYECKHE KPUTEPUU ITPUEMIIEMOCTH JIJIS
AHTHMHKPOOHOT'O KOHCEPBAHTA U TIPOBECTH BATUIAIIHIO
3¢ (HEeKTHBHOCTH KOHCEPBAHTA ISl JIEKAPCTBEHHOTO
npenapara, CoAepKaniero KOHCEpBAHT B KOJIMUECTBE,
MEHBILIEM WJIM PABHOM €r0 MUHUMAJIbHON KOHIIEHTPALIMH,
YKaBaHHOfI B CHGLII/I(l)I/IKaIII/II/I, WJIK MMIOATBCPANUTH HAJIMIUC Y
JICKapCTBEHHOTO TIpernapara COOCTBEHHOW aHTUMUKPOOHOM
AKTUBHOCTH

v

Y CTaHOBUTH KPUTEPUU MTPUEMIIEMOCTH B
OTHOIIEHUU MUKPOOHOJIIOTUYECKON YUCTOTHI B
cootBercTBUU ¢ ®apmakomneeit Corosa

v

HpOBeCTI/I HOCGprIHLIC HUCIIBITAaHHUA Ha
MHKpO6I/IOHOFI/I‘{eCKy10 YUCTOTY

v

[TpomsblIIEHHBIE HET
CEPHH MTOCTOSIHHO COOTBETCTBYIOT KPUTEPUAM

MPUEMIIEMOCTH MUKPOOHOIOIMUECKON YUCTOTHI?

[

Y cTaHOBUTH UCIIBITAHKE TIO OMPEEIIEHNI0 MUKPOOHUOJIOTHYECKOM YUCTOTHI Ha
OCHOBE BEIOOPOYHOI'O KOHTPOJIS CEPUA WM MPEACTaBUTh HAyYHOE
000CHOBaHHE UCKIIIOYEHHS] PYTUHHBIX UCIBITAHUN HA MUKPOOHOIOTMYECKYIO

YUCTOTY




[MTPUJTOKEHUE Ne 2
K PyKOBOJCTBY IO COCTaBIIEHUIO
HOPMAaTHUBHOT'O JJOKYMEHTA MO KAYECTBY
JIEKApCTBEHHOIO Mpenapara

(hopma)
TUTYJbHBIN JUCT
HOpMaTI/IBHOFO I[OKyMeHTa J 1 (1) Ka‘{eCTBy
COI'JIACOBAH VTBEPXJIEH

(HamMeHOBaHHME, JaTa U HOMEP JTIOKYMEHTa
YIIOJIJHOMOYEHHOT'O OpPraHa rocyJapcraa
IIPU3HAHMSL, KOTOPBIM COIVIACOBAH
HOPMATUBHBIN TOKYMEHT IO KaYeCTBY)

(HauMeHOBaHHME, 1aTa U HOMED
JIOKYMEHTa YIOJTHOMOUYEHHOTO OpraHa
pedepeHTHOro rocyaapcTaa,

KOTOPBIM YTBEPIKIACH

HOPMATHUBHBIH JJOKYMEHT 110 Ka4eCTBY)

HOPMATHBHbBIN JOKYMEHT I10 KAYECTBY

Toprosoe (bie) HaMMEHOBaHUE(s1) JIEKAPCTBEHHOTO Mpernapara:

MexayHapoaHOe HeaTEeHTOBAaHHOE HAMMEHOBAHUE:

(mpu ero OTCYTCTBHHM — OOHIETIPUHATOE (TPYNIUPOBOYHOE) HAWMEHOBAHHE, MPU OTCYTCTBHH
MOCJIETHETO — XUMHUYECKOE HAMMEHOBAHUE)

JlekapcTBeHHas hopMma:

Jlo3upoBka:

Jlepkatesb PErucTPaliMOHHOIO Y 10CTOBEPEHMUS:
(HaMMEeHOBaHME U CTpaHa AeprKaTels PErHCTPAIMOHHOTO yIOCTOBEPCHNU)

Howmep u nata HOpMaTuBHOTO JOKYMEHTA:
(HOMep M JjaTa perucTPalMOHHOTO YI0CTOBEPEHHS, BBIIAHHOTO pehepEeHTHBIM rOCy1apCTBOM)




