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O BHeceHMH W3MEHEHHH B PyKoBOACTBO 0 COCTaBICHIIO HOPMATHBHOTO JOKYMEHTA 110
Ka9eCTBY JIEKAPCTBEHHOI'O IIperapara

Pemenue Komneruu EBpasuiickoit skoHOMUYeckoi komuccuu oT 4 okTsa6ps 2022 roga Ne
137.

B cootBercTBuu co crathamu 4 u 13 CornameHus 0 €eAUHbIX NPUHIUIIAX U MTpaBUiIax
oOpallieHusl JICKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KoHOMHUYECKOTo coro3a OT 23
nexaodps 2014 roga Komnerust EBpasuiickoil 5KOHOMUYECKOW KOMUCCUY PEIIAIIA;

1. Baectn B PyKkoBOJICTBO IO COCTABIEHHIO HOPMATUBHOIO JTOKYMEHTA MO KAYECTBY
JIEKApCTBEHHOr0 mpemnapara, yrBepxkacHHoe Pemenunem Koiuterun EBpasuiickon
PKOHOMHUYECKONH KoMuccuu OT 7 ceHTa0ps 2018 1. Ne 151, u3MeHeHHUS COIrIacHO
IIPUIIOKEHMUIO.

2. YCTaHOBHUTB, YTO HOPMATHUBHBIE JOKYMEHTHI 10 KAYECTBY JIEKAPCTBEHHOTO Iperapara,
YTBEPXKICHHBIE IPU PETUCTPALMH JIEKAPCTBEHHOrO IIpenapara B COOTBETCTBUU C
TpeboBanusiMu  EBpa3uiickoro SKOHOMHYECKOTO COK03a UM NpU MNPUBEACHUU
PErUCTPAILIMOHHOTO JOChE JIEKAPCTBEHHOI'O Ipernapara B COOTBETCTBUE C TPEOOBAHUSIMHU
EBpa3uiickoro 3KOHOMHUYECKOr0 CO03a JI0 JaThl BCTYIUICHUS HAcTOsIEro Pemenus B cuiy,
JNEUCTBUTENbHBl O OKOHYAHUS CpOKa WX JAEHCTBUS JMOO J10 BHECEHHUs 3asgBUTEIIEM
M3MEHEHHUM B PETHUCTPALIMOHHOE TOCHE JIEKAPCTBEHHOTO IIpEeIapara.

3. Hacrosiiee Pemienne BcTymaeT B cuily no ucredeHuu 30 KajJeHAapHbIX JTHEH C 1aThl
€ro o(puUMaIbHOrO OIyOJINKOBAHUS.

Ipencenarens Kownernu
. . . M. MsgcaukoBHY
EBpa3suiickoif 5)KOHOMHYECKOH KOMHCCHH

I[MTPUJIOXKEHUE
k Pemenuto Komnernn
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 4 okTsi6pst 2022 1. Ne 137

HN3MEHEHWS,
BHOCHMEIE B PYKOBOICTBO IO COCTAaBJIEHHIO HOPMaTHBHOTO JOKYMEHTA IO KA4eCTBY
JIEKapCTBEHHOTO IIpenapara

PYKOBOJICTBO H3JI0OKHUTH B CJ]C)IYIOIIICﬁ pPEAaKIINN.
"YTBEP>KAEHO
Pemennem Konnerun
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 7 centsiops 2018 . Ne 151
(B penmakumu Pemenns Komnernn

EBpa3zuiickoii 3KOHOMUYECKONH KOMUCCUH
oT 4 okTs6ps 2022 1. Ne 137)



PYKOBOJCTBO
10 COCTABIICHHIO HOPMATHBHOT'O JOKYMEHTA
[0 Ka49€CTBY JIEKAPCTBEHHOT'O Ipemapara

1. OOmme monoxeHus

1. Hactosimee PykoBoacTBO paspaborano ¢ ydyetoMm mpuioxkeHust Ne 3 k IIpaBuiam
pPErUCTpalli U SKCIEPTU3bl JEKAPCTBEHHBIX CPENCTB MJISI MEAUIMUHCKOTO MPUMEHEHUS,
yTBepxkaeHHbIM Pemenuem CoBeta EBpa3uiickoil SKOHOMHUYECKOW KOMUCCUU OT 3 HOSIOps
2016 r. Ne 78 (manee — [IpaBuia), 1 ycTaHaBIMBAET MOPSAIOK COCTaBICHUS U OPOPMIICHUS
HOPMATHUBHOTO JOKYMEHTA MO Ka4eCTBY JIEKAPCTBEHHOTO Mpenapara (Jajnee — HOpMaTUBHbBIN
JOKYMEHT I10 KaY€CTBY).

2. Hacrosiiee PykoBOJICTBO pacnpoCTpaHsETCsl Ha JIEKAPCTBEHHBIE MpenapaThl s
MEJIUIIMHCKOTO MPUMEHEHHUS HE3aBUCUMO OT MPUPObI UX JEHCTBYIOIINX BEIIECTB.

B oTHOmIeHNN akTHBHOUN (papMarieBTUYECKON CyOCTaHIIUUA COCTABICHHUE HOPMATUBHOTO
JOKYMEHTa 110 Ka4yeCTBY He TpeOyeTcs.

3. HopMaTtuBHbBI JOKYMEHT MO Ka4€CTBY Ha OCHOBAHUU MPOBEICHHOMN 3KCIEPTU3bI
JIEKapCTBEHHOr0 TMpernapara YCTaHABIMBAeT TpPeOOBaHUS K KOHTPOIIO KadecTBa
JICKapCTBEHHOT'O MpenapaTa U COJASPKUT CHeHU(PUKAIUIO U ONMUCAHUE METOAUK MCTIBITAaHHUMA
WIN CCBUIKM Ha COOTBETCTBYIolue (hapmakomneiinpie crathu @apmakornen EBpasuiickoro
SKOHOMHUYECKOTO COK03a, yTBepkAeHHON Pemennem Konnernn EBpa3uiickoil 3KOHOMUYECKOMN
komuccun oT 11 aBrycrta 2020 r. Ne 100 (manee — dapmaxones Coro3a), a npu oOparieHuu
JEKapCTBEHHOr0 MpemnapaTa TOJIbKO Ha TEPPUTOPUM pPePEepeHTHOro ToCcyJapcTBa — Ha
COOTBETCTBYIOIIHME (hapMakomeitHbie cTaThu (papmakomnen pedepeHTHOTO TOoCyIapcTBa WU
(dapmakornei, pa3peleHHbIX K IPUMEHEHHUIO 3aKOHOJATENbCTBOM pe(epeHTHOTO TOCy1apCTBa
, [P COOTBETCTBHM TpeOOBaHUH (papMakorel JOMyCKaeTCsl TaKKe MPUBEIACHHE CChUIOK Ha
¢dapmakoneitnsie ctatbu ®apmakonen Coroza. B ciyyae OTCYTCTBUSI COOTBETCTBYIOLIEH
(dapmakoneitHoil cratb Papmakonen Coro3a B HOPMATHBHOM JIOKYMEHTE IO KayeCTBY
YKa3bIBAIOTCSl CBEJICHUS, MPENYCMOTPEHHbIE MOANYHKTOM "B" myHkTta 14 U myHkTOM 15
Hacroslero PykoBojcraa.

4. HopMaTUBHBIN TOKYMEHT IO KAYECTBY YTBEPKIACTCS YIOJIHOMOYEHHBIM OpPraHOM
pedepeHTHOro rocyJapcTBa. YIMOJHOMOYEHHBbIE OpraHbl rocyAapcTB Npu3HaHUs (Ipu
HaJIMYMU) MPU PETUCTPALIUU, MOJITBEPKICHUN PETUCTpaluu (IlepeperucTpalyn), BHECEHUH
U3MEHEHHUI B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOrO Ipenapara W IPUBEICHUU
PETUCTPAIMOHHOTO JI0ChE JIEKAPCTBEHHOTO Ipernapara B COOTBETCTBUE C TpeOOBAHHUSIMU
EBpasuiickoro sxoHoMHYecKoro coro3a (fganee — Coro3) corinacyroT HOpMaTUBHBINA JJOKYMEHT
[0 Ka4yecTBY B PENAKLUH, YTBEPKIACHHON YIOJIHOMOYEHHBIM OpPraHoOM pedepeHTHOTo
rocyjapctsa. HopmMaTuBHBIN JOKYMEHT IO Ka4e€CTBY MPEIHA3HAYEH I KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO Mpenapara B NOCTPErUCTPALMOHHBIN MEpUO Ha TEPPUTOPHUSAX TOCYAAPCTB —
yieHoB Coro3a (fganee — rocy1apcTBa-ujaeHbl).



5. B ciyuae ecnu u3MeHEHHUs B PETHCTPALIMOHHOE JOChE JIEKAPCTBEHHOIO Ipenapara
BJIEKYT 3a c000W HEOOXOAMMOCTh BHECEHMS] M3MEHEHHIl B HOPMATUBHBIA JTOKYMEHT IO
KAau4eCTBY, COOTBETCTBYIOIIME U3MEHEHHSI B HOPMATUBHBIM JOKYMEHT 110 Ka4€CTBY BHOCSTCS
COTJIACHO MYHKTY 32 HacTosiero PykoBoacTaa.

6. HopMaTuBHBIM NOKYMEHT IO KA4E€CTBY COAEPKUT CBEACHUS O JIEKAaPCTBEHHOM
npernapare, BKIO4YeHHbIe B pa3aensl 3.2.P.1, 3.2.P.5.1, 3.2.P.5.2, 3.2.P.7 u 3.2.P.8.1 monyns
3 pEerucTpalMOHHOTO JOChE JIEKAPCTBEHHOr0 Ipenapara (B COOTBETCTBUHU C MPUIIOKEeHHEM No
4 x IlpaBunam), u ccpuiky Ha pazzaen 1.3.2 moayns | peructpammoHHOTO J0Che
JIEKapCTBEHHOI'0 Mpenapara, KOTOPbIE HCIOJIb3YIOTCA KOHTPOJbHBIMU J1a00PaTOPUSIMHU
roCyJapCTB-4JIEHOB ISl OCYIECTBIICHHUSI KOHTPOJISI Ka4eCTBA JIEKAPCTBEHHBIX MPENapaToB.
CBenenust, coepKaluecs B MOyJie 3 perucTpaliOHHOr0 10Che JEKapCTBEHHOTO Mpenapara
, IMEIOT MEepBOCTENEHHOE 3HaueHue. CBeIeHUs, COJIepKaIIUECs] B HOPMATUBHOM JTOKYMEHTE
0 KAa4eCTBY, HE JOJKHBI MPOTUBOPEYUTH CBEACHUSIM, COJEpKAIIUMCS B MoAyJie 3
PEruCTPallMOHHOTO JIOChE JIEKapCTBEHHOIro Impemnapara. JlomyckaeTcs BKIIOYEHHE
JOTIOJTHUTENIbHBIX CBEJICHUN B HOPMATHBHBIA JTOKYMEHT IO Ka4e€CTBY B COOTBETCTBUU C
TpedboBanusimu Gapmakonen Coro3a.

7. Cneundukaiy Ha aKkTUBHbIE (papMalleBTUYECKUE CyOCTaHIINM, MTOJIyYEHHBIE ITyTEM
XuMuueckoro cuHTe3a (pasmen 3.2.S.4.1 wmoayns 3 perucTpallMOHHOTO JOChE
JIEKapCTBEHHOT'0 Ipemnapara), Ha COJeprKalllhue UX JIeKapCTBEHHbIE npemnaparsl (paznen 3.2.P
5.1 monynst 3 perucTpallMOHHOTO JOChE JIEKAPCTBEHHOTO Ipernapara), a Takxke (eciu
NPUMEHUMO) cHeuu(pUKalud Ha BOCHPOU3BEICHHBIE JIEKAPCTBEHHBIE IIpenaparhl
COCTABJISIFOTCSI B COOTBETCTBUH C TPEOOBAHUSIMU COTIIACHO MPHUIIOKEeHNI0 No 1.

8. TpeboBaHus K COCTABICHHIO CHIELU(UKAIIMI HA OTEIbHbIE TPYIIIbI JIEKAPCTBEHHBIX
npenaparoB (Hampumep, OHOTEXHOJOTHUYECKHE, paauodapManeBTHYECKUEe U T. 1M.) H
aKTUBHBIEC (PapMalleBTUUYECKUE CYOCTAHIIMM, BXOISALIME B COCTAB JIEKAPCTBEHHBIX MTPENapaToB
TaKUX TPYII, ONPEAeNAOTCs COOTBETCTBYIOIIMMU akTamu opraHoB Coro3a B cdepe
oOpalleHusl JICKApCTBEHHBIX CPECTB.

9. B oTHOIIEHNH JIEKaPCTBEHHBIX NMPENApaTOB B BUE TBEPBIX JIEKAPCTBEHHBIX (GOpPM AJIs
npuemMa BHYTPb, KHUIKUX JIEKapCTBEHHBIX (GOpM s TpuemMa BHYTPb, a TakKkKe
JIEKApCTBEHHBIX MPENapaToB A MAPEHTEPaTbHOrO0 MPUMEHEHUS (MaJloro U OO0JBIIOro
00BEMOB) IPUMEHSIOTCS TpeOOBaHUS, IPENYCMOTPEHHbIE TTpHiIokeHueM Ne 1 k HacTosIeMy
PykoBoacTBy. OOUuii MoX0/1 K COCTABIEHUIO ClieU(PUKAIMN HA YKA3aHHbIE JI€KAPCTBEHHBIE
dbopMBl OmyCKaeTCs MPUMEHSATh MPU COCTABICHUM cHenuuKanuil Ha JApyrue
JIeKapCTBEHHbIE (DOPMBI C yUeTOM TpeOOBaHMI COOTBETCTBYIOIIUX aKTOB opraHoB Coro3a B
chepe oOpaIeHHs JICKapCTBEHHBIX CPECTB.

II. CtpykTypa HOPMAaTHBHOTO JOKyMEHTA IO Ka9€CTBY

10. CtpykTypa HOPMATHUBHOIO JOKYMEHTA MO KayeCTBY JOJIKHA COOTBETCTBOBATH
npuinoxkennto Ne 3 k [IpaBuniam u coaepkaTh pa3Jeibl B CIEAYIOIIEM TOPSIKE:



TUTYJIBHBIN JIUCT 1O ()OPME COTJIACHO MPUITOKEHHIO Ne 2;

COCTaB JICKapPCTBEHHOTO Tpernapara;

cnierupuKaIms;

OTHMCAHNE METOUK UCITBITAHUH;

OTIFICAaHWE YIIaKOBKH;

MapKHUPOBKA;

YCIIOBHSI XpaHCHUS;

CPOK TOJTHOCTH (CPOK XpaHEHUS).

JlomyckaeTcsi, 9TOOBI HOPMATHUBHBIM JOKYMEHT IO KadeCTBY COJEpKajl TaKkKe

npuMmedanus (Mpu HEOOXOAUMOCTH YTOYHECHUS WM Pa3bsICHEHUS CBEICHHM,
MIPE/ICTABIICHHBIX B YKa3aHHBIX pa3jienax).

1. TaTynBHBIH JIUCT

11. B dopme TUTYIBHOTO JINCTa HOPMATUBHOTO IOKYMEHTA MO KAYECTBY YKA3bIBAIOTCS:

a) BCE TOProBblE HAMMEHOBAHHUs JIEKAPCTBEHHOTO Mpenapara, COrJIaCOBAaHHbIE
YIOJHOMOYEHHBIM OpPraHOM TOCYyAapCTBa-YJ€HA M BKJIIOUYECHHBIE WM MpEIJIaracMble IJIs
BKJIFOYEHUS B PETUCTPALIMOHHOE yIOCTOBEPEHHE, U JIEKapCTBEHHAs! (popMa B COOTBETCTBUU C
Howmenknatypoit nekapcTBeHHbIX (HopM, yTBepxkaeHHOoM Pemenunem Komnernu EBpazuiickoit
AKOHOMHUYECKOUN komuccuu ot 22 nexadps 2015 r. Ne 172;

0) MO3UpOBKAa B COOTBETCTBUM C TMPHUHIIUINIAMH, YKAa3aHHBIMH B TPEOOBaHHSIX K
MHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHMIO JIEKApCTBEHHOrO Ipernapara v oOuen
XapaKkTEpUCTUKE JICKAPCTBEHHOTO Mmpemnapara s MEJIUIUHCKOTO NPUMEHEHUS,
yTBepKaeHHbIX Pemennem Coera EBpasuiickoil SKOHOMHUYECKOM KOMHCCHUU OT 3 HOSAOps
2016 r. Ne 88 (nanee — TpeOOBaHUs K UHCTPYKIUN);

B) MOJTHOE U (WJIM) COKpPAIICHHOE HAUMEHOBAHUS U CTPaHa JIepKaTelsl PpEruCTPAluOHHOIO
YIAOCTOBEPEHUS.

12. HeoOxoauMo TpeayCMOTpPETh CHEIUANBHBIE TMOJSI JJIs YKa3aHHs HoMepa
HOPMAaTUBHOI'O JIOKYMEHTa 0 KadyecTBY M rpuda corjacoBanus. TpeOoBaHUsA K yKa3aHUIO
HOMEpa HOPMAaTHBHOI'O JOKYMEHTa IO KAadeCTBY MNPHUBOASATCS B NpuioxkeHuun Ne 3 k
[IpaBunam. B HOpMaTHBHOM JIOKYMEHTE IO KAa4e€CTBY HE JONMYCKAETCs IEpPEUHCIATH
YYaCTHUKOB IIPOIiecca MPOU3BOACTBA JIEKAPCTBEHHOIO Mpenapara.

2. CocTaB JIEKapCTBEHHOT'O IIpemapara

13. CocTaB nekapCTBEHHOI0 IIpenapara IIpUBOIUTCS B COOTBETCTBUM € paszaesoM 3.2.P.1
MOJYJIsI 3 PETrHCTPALMOHHOIO JOChE JIEKAPCTBEHHOI'O IIpernapara (3a HCKIOYECHUEM
(YHKIIMOHAJIBHOTO HA3HAYEHHUsI BCIIOMOTATENbHBIX BEIIECTB) B OTAEIBHOM paszjiele
HOPMATHBHOI'O JOKYMEHTA 10 Ka4e€CTBY ITyTEM yKa3aHUS KaU€CTBEHHOIO M KOJIMYECTBEHHOIO
COCTaBa JIEKapCTBEHHOIO IIpernapara U CChUIOK Ha (hapMakoneH Wi akThl opraHos Coro3a,



pErIaMeHTHPYIOIME KaueCTBO aKTUBHOW (hapMaiieBTHUEeCKOi cyOcTaHmu (CyOCTaHIui) U
BCIIOMOTATEIIbHBIX BEIIIECTB.

3. Conemuduxanms

14. Cneuudukaiysi HOpMaTUBHOT'O TOKYMEHTA MO KAYECTBY JOKHA ObITh COCTABJICHA HA
ocHOoBaHuu pasznena 3.2.P.5.1 Monayns 3 perucTpanoOHHOrO AOChE JIEKAPCTBEHHOTO
npenapara. Crienudukanus npeacTaBisieTcs: B BUAe TaOIuIbl, cocTosmen u3 3 rpad:

a) MoKa3aTesil KayecTBa,

0) HOpMBI (OMYCTUMBIE TIPEEIIbl) TIOKa3aTeNie KauecTBa Ha KOHEIl CPOKa TOJHOCTH (
Cpoka xpaHeHus1). B ciyuae ecnu B cieliupuKanusx NpoU3BOAUTEINS MOKa3aTENN U1K HOPMbI
(momyctumble Tpeaesbl) Ha KOHEI] CPOKa rOJHOCTU (CpOKa XpaHEHUs) U Ha JaTy BbIITyCKa
CepHUH MPOIYKLIUU PA3IUYAIOTCs, TAKKE NTOKA3aTeNId WK HOPMBI (AOMYyCTUMBIE MTPEAEIIbl) Ha
JaTy BBIITYCKA CEpUM MPOJYKIMU YKa3bIBAIOTCS B BUJIE MPUMEYAHUS K COOTBETCTBYIOIIUM
MOKA3aTeII0 UM HOpME (JI0IyCTUMOMY TIpEeIyY);

B) CCBUIKM Ha MeTonabl ucnblTaHui. [Ipu Hanuuuu B @apmakonee Coro3a onucaHus
COOTBETCTBYIOIIETO METO/1a (METOAMKHN) YKa3bIBAIOTCS HAMMEHOBaHUE MeTO/1a (METOIUKU) U
o0o3nauenne Papmakornen Coroza ("OEADC"), a npu oTCYyTCTBHM B HEMl — HAUMEHOBAaHUE
MeToJa (METOJIMKH) B COOTBETCTBUM C JOKYMEHTAMU, COAEpKAIIUMUCA B pazaenax 3.2.P.5.1
n 3.2.P.5.2 mMoaynss 3 perucTpaliMoOHHOIO JOChE JIEKapCTBEHHOIrO Ipemnapara, U CjoBa
METOJMKa NpOU3BOAUTENS" .

15. HaumeHoBaHus mokazaTejeld KauecTBa B cHeUM(PUKALMU YKa3bIBAIOTCA B
cootBeTcTBHM ¢ Papmakoneei Coro3a, a TAKKE C YUETOM MOJ0KEHUM akToB opranos Coro3a,
yCTaHaBJIMBAIOIIUX TPEOOBAHUS K KaueCTBY JIEKAPCTBEHHBIX MPENapaToB, a MpU OTCYTCTBUU
B HUX — B COOTBETCTBUU C (papMakoneel pedepeHTHOro rocyapcTBa WIM OCHOBHBIMU
dapmakonesmu, onpeneacHHbIME KoHIenumei no rapmMonu3aiuu hapMakoreid rocy1apcTB —
yiIeHOB EBpa3uiicKOrO0 SKOHOMHYECKOIO COr03a, yTBepKIeHHON Pemenuem Komnernm
EBpasuiickoit s5koHOMHUYECKON KoMuccuu oT 22 ceHtsiops 2015 r. Ne 119.

4. OnucaAne METOOUK HCIIBITAHMH

16. Onucanue METOAUK UCTIBITAHUH JIEKAPCTBEHHOTO Ipenapara Mo BCEM MOKa3aTelsM
KauyecTBa, YKa3aHHBIM B crielU(UKAIUU, IPUBOJUTCS B COOTBETCTBUHM C pazjaeniom 3.2.P.5.2
MOAYJS 3 PErHCTPALMOHHOIO I0ChE JIEKAPCTBEHHOT' 0 Mpenapara.

Ecnu meton u (wiin) Mmeroanka ucteiTanus onucansl B @apmakoree Coro3a, yKa3blBaeTCs
CChUIKa Ha COOTBETCTBYIOIIYIO (hapMaKOMEWHYIO CTaThIO C OMUCAHUEM MPOOOMOATOTOBKHU (
npu HeoOxomumocTu). Hampumep, s ykazaHuss Ha METOJ BBICOKOI(P(DEKTUBHOU
KUAKOCTHOU XxpoMarorpaduu npusogutcs 3amuch: "OEADC 2.1.2.28. BricokoadhpexTuBHast
KHUJAKOCTHAs Xpomatorpadus'.



Ecnu meron u (unu) meronnka ucnbiTaHus He onucanHbl B @apmakonee Coro3a,
MPUBOJAUTCS TOJHOE ONHMCAHUE MPUMEHSEMBIX METOJa W (WJIM) METOJAMKH C YKa3aHUEM
CCBUIKH Ha HUCTIONB3yeMYI0 apMakonero (Ipu HATUIUH ).

[Ipu onucanuu METOOB M (MJIM) METOJIUK, MTPEIYyCMATPUBAIOIIUX MTOJTYyUYECHHUE CIIEKTPOB,
XpoMaTorpamMm, 3JIeKTpodoperpaMM U T. M., HX 00pas3mbl JOMYCKAETCS BKIOYATHh B
COOTBETCTBYIOIIMI pa3ziesl HOPMATUBHOI'O JOKYMEHTa MO KAa4yeCTBY WJIM pa3MellaTh Ha
OTACNBHBIX cTpaHunax. [Ipu HEOOXOAUMOCTH 3KCHEPTHI BIIPAaBE 3alPOCUTH YKa3aHHbIC
oOpasIibl y 3asBUTETIS.

5. Onmcanne ymakoBKA

17. B pa3nene 5 HOpMaTUBHOTO JOKyMEHTA MO KaueCTBY HEOOXOIMMO OTHCATh:
a) MepBUYHYIO YIAKOBKY (aMIyJibl, JIaKOHbI, OAHKH, MAKETHI U T. 11.);
0) KOJIWYECTBO €IUMHMUI] MPOAYKIMU B MEPBUYHON yNaKOBKE (Hampumep, KOJIMYECTBO
Ta0JIETOK B KOHTYPHOU SUYEUKOBOM MM O€3bIUCHKOBOMN yIIaKOBKE);

B) MPOMEXKYTOUYHYIO, BTOPUYHYIO (HOTPEOUTENBCKYIO) YHNAKOBKY U KOJHMYECTBO
NEPBUYHBIX YITAKOBOK B HEW (Hampumep, KOJTUYECTBO KOHTYPHBIX SYEHKOBBIX YIIaKOBOK BO
BTOPUYHOM YMAKOBKE);

I') HaJW4Ydh€ MOTJIOTUTENS BJard, MHCTPYKIUU MO MEAUUUHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT0 Mpenapara (JIMCTKa-BKJIAbIIIA), KOMIUIEKTHOCTb (UTJIa, KaneabHUIlA, 3aKUM
U T. I.) ¥ JpYTUE€ CBEAECHUS B COOTBETCTBUHU C pazaeiom 3.2.P.1 Moayins 3 peructpaliduoOHHOIO
J0ChE JIEKapCTBEHHOro mnpenaparta. Kpome TOro, mopsijok OmucaHus Xapakrepa u
COJIEP’KUMOT0 YITAKOBKHU YCTAaHOBJIEH B pazjienie 6.5 TpeOoBaHU K HMHCTPYKIIUH.

18. XapakTepucTHKa ynakOBKHM OTHOCUTCS K CBEJCHUSM, HE0OsI3aTeIbHBIM JIJIsl yKa3aHUs
B HOPMAaTMBHOM JOKYMEHTE IO KaudecTBy. B ciyyae HEOOXOAMMOCTH YKa3aHHS
XapaKTEPUCTUKHU yMaKOBKHU 3Ta MHGOpMAIUs HE JOJDKHA MPOTUBOPEUYUTH paszaeny 3.2.P.7
MOJYJISl 3 PErMCTPALMOHHOTrO 10ChE JIEKAPCTBEHHOT O Mpernapara.

6. MapkupoBka

19. B pa3znene 6 HOpMaTUBHOI'O JOKYMEHTA 10 KA4€CTBY HEOOXOJUMO YKa3aTh CChUIKY Ha
pazaen 1.3.2 Mmoaynst 1 perucTpalluOHHOTO JOChE JIGKAPCTBEHHOIO ITpernapara.

7. YcnoBus XpaHEHASA

20. Cegenusi 00 yCIOBUSIX XpaHEHHUsS HE JOJHKHBI MPOTUBOPEUYUTH CBEICHUSIM,
conepxauumcsa B pasnene 3.2.P.8 mMoayns 3 perucTpanimOHHOTO JOChE JIEKAPCTBEHHOTO
npenapara.

21. O6mme TpeboBaHUS K ONMUCAHUIO YCIOBHUIM XpaHEHUs TPUBOAATCS B IPHIIOKEHUU Ne 6
K TpeOOBaHUSIM K HHCTPYKIIUU.

8. Cpok rogHocTH (CpOK XpaHEHH)



22. CBeneHusi, BKIOYAEMBIE B pa3ziesl § HOPMATUBHOIO JOKYMEHTA IO KadyeCTBY, HE
JOJKHBI TPOTUBOPEUYUTh CBEJACHUSIM, cojlepxkamumcsi B paszaene 3.2.P.8 monmyns 3
PErUCTPAIIMOHHOTO J0ChE JEKapCTBEHHOro mnpemnaparta. OOume TpeOoBaHUSA K YKAa3aHUIO
CPOKOB TOAHOCTH (CPOKOB XpaHEHUs) MPUBEICHBI B paznaeie 6.3 TpeOoBaHHM K MHCTPYKIIHH.

[I. OdpopmieHrE HOPMATHBHOTO AOKYMEHTA II0 KA9ECTBY

23. TekcT HOPMATUBHOI'O JOKYMEHTA MO KAYECTBY JIOJKEH OBITh KPaTKUM, 0€3 IOBTOPOB
U HCKIIYaTh BO3MOXKHOCTH JIBOSIKOTO TOJKOBaHMS. CoOKpallleHHE CJIOB B TEKCTE,
HaNMEHOBAHMIX PUCYHKOB U CXEM HE JOMYCKAETCsl, NCKIOUYEHUE COCTABIAIOT COKPAICHUS,
coJiepkammecs B cnenudukanuy 1 yctaHoBieHHble @apmakoneeii Coro3a.

"

Cebinkn Ha @apmakonero Coro3a cieayeT NMPUBOJIUTH ¢ yKa3aHHEM O0O3HAuYeHUs
OEADC".

[Ipu ykazanuu B cieliM(pUKaLUKA CCHUIOK HA OOIIME UM YacTHbhIE (hapMaKoIelHbIe CTaThbU
@apmakornien Coro3a CiaeayeT NPUBOIATH TOJIBKO HOMEpPA TAKUX CTATEH.

24. [1pu u3noxeHuu TpeOOBAHUI K KAUECTBY JIEKAPCTBEHHOTO Ipenapara IpUMEHSI0TCS
CJIOBa CO 3HAYEHHEM JO0JDKEHCTBOBaHMS (Hampumep, "nomkeH", "cnenyet”, "HeoOxoaumo" u
T. I.), & IPA ONUCAHUN METOAUK HCHBITAHUI — TJIaroJl B TPETHEM JIUIIE MHOXKECTBEHHOTO
yucia (Hanpumep, "pactBopsitor”, "dunerpyrot”, "TUTPYIOT" U T. 11.).

25. Tepmunbl, 0003HAYEHUSI U OTNPEJEICHUS TOJDKHBI COOTBETCTBOBaThH Dapmakoriee
Coro3a u aktam opranoB Coro3a B cdepe oOpanieHus JIeKapCcTBEHHbIX cpeacTB. [lpu
WCIIOJIb30BAHNU WHBIX TEPMUHOB M OO0O3HAUYECHUW CIIENyeT B TEKCTE HOPMATHBHOTO
JOKYMEHTA 110 Ka4eCTBY IPUBOAUTH UX ONPEICTICHUS.

26. B TexcTe HOPMAaTUBHOTO JOKYMEHTA 10 KAYECTBY HE JIOITYCKAECTCH:

a) MPUMEHEHHE 000POTOB PA3TOBOPHOM peuu;

0) mpuUMEHEHHUE JIsI OJTHOTO U TOTO K€ MOHATHS PA3JIMYHBIX TEPMUHOB, OJU3KUX IO
CMBIC]TY (CHHOHMMOB), & TAaK’K€ MHOCTPAHHBIX CJIOB U TEPMHUHOB IIPU HAJTUYMU PABHO3HAYHBIX
CJIOB M TEPMUHOB B PYCCKOM SI3bIKE;

B) COKpaIeHne 0003HaYCHUI eIUHUI] U3MEPEHUS, €CITM OHU YIOTPEOIIroTCs 6€3 1udp;

I') 3aMEHa CJI0B OyKBEHHBIMU 0003HAYEHHUSAMH (32 UCKIIFOUEHUEM TaOauIl U popmyn);

1) IpUMEHEHUE MaTEMAaTUYECKUX 3HAKOB 0e3 nudp.

27. llpn Hannuuu B Papmakonee Coro3a ONUCAHUA XAPAKTEPHUCTUK PEAKTUBOB,
MarepuanoB, Oy(epHBIX U CTaHAAPTHBIX PACTBOPOB, MPUMEHSEMBIX MPHU HCHBITAHUSIX, UX
HAaMMEHOBAHMUSI BBIJICJISIFOTCS KyPCUBOM U TOCJIE€ HAUMEHOBAHHS YKa3bIBaeTCsl 0003HaYeHHE "
P". KypcuBOM BBIJIESIOTCSl TaKK€ HAUMEHOBAHUSI TUTPOBAHHBIX PACTBOPOB, OMMCAHHBIX B
dapmakonee Coroza 0e3 ob6o3naueHus "P". Ilpm orcyrcTtBum B @dapmakoree Corosa
OTNMCAaHUS XapaKTEPUCTHK PEAKTHBOB, MATEPUAIOB, B TOM YHUCJIE HCIOJb3yEeMbIX MPHU
MIPUTOTOBJIICHUHU PACTBOPOB, MPHUMEHSIEMBIX IPU HUCHBITAHUSAX, MOCIE HAMMEHOBAHMS
YKa3bIBAIOTCS UX KBaMM(uKaius, u (WIK) KaTaI0XKHbI HOMED, U (MJIM) CChUIKA HA TOKYMEHT



MPOU3BOAUTENSI, PErJaMEHTUPYIOMNNA HMX KadecTBO (C yKa3aHHMEM HAWMEHOBAHMS
npousBoauTens). s craHmapTHRIX 00pa3loB, UCMOIb3YEMbIX MPHU UCIBITAHUAX, AOJKHBI
OBITh yKa3aHbl X KBATU(UKAIUS U HAUMEHOBAHUE TIPOU3BOIUTENS (€CIIU TPUMEHUMO).

28. ®opmyibl pacuera JOJKHBI ObITh MPEJCTABICHBI B PA3BEPHYTON U COKpAIICHHOM
dbopmMax M CONPOBOXKIATHCS MOSICHEHHEM YKa3aHHBIX B HEW (U3MYECKUX BEJIHYHH.
O6o3HaueHuss (PU3MYECKUX BEJIMYUH JOJKHBI OBbITh MPHUBEIAECHBI B COOTBETCTBUU C
TpeboBanusiMu @apmaxonen Coroza. IlepeHoc yactu GopMyibl pacuera Ha IPYTYHO CTPOKY
HE J0ITyCKAETCs.

29. Jlna u3zmepenus: PU3NUECKUX BEJIMYMH, YKa3aHHBIX B HOPMATUBHOM JOKYMEHTE MO
Ka4yeCTBY, NPUMEHSIOTCS €IMHULbBI H3MEPEHHS, NPEeAyCMOTpEeHHble MeXayHapoaHON
cuctemoit enunul (CU), u eAMHUIIBI U3MEPEHHUS], UCTIONb3yEMbIE HAPABHE C HUMHU.

30. TexkcT HOPMATUBHOTO IOKyMEHTA 0 Ka4eCTBY O(QOPMIISETCS C YUETOM CIEAYIOLIUX
napaMeTpoB HACTPOMKH:

pasmepsl nosei: aeBoe — 30 MM, mpaBoe — 15 MM, BepxHee u HikHee — 20 MM;

a03aIHbIi oTcTym — 12,5 MM;

mpudt Times New Roman pasmepa Ne 14 (n1s1 HOMepa HOpMAaTUBHOTO IOKYMEHTA IO
KauecTBy — 16). Pazmep mpudra B Tabnuiiax A0myckaeTcs yMEHbIIUTE 10 pazMepa Ne 12,

3aroJoBKM U HaMMEHOBAHUE JICKAPCTBEHHOT'O IMpenapaTa HauYWHAIOTCA C MPOMHUCHOM
OYKBBI U TI€UATAIOTCS MOTYKUPHBIM MIPUPTOM.

OCHOBHOU TEKCT HOPMATMBHOI'O JOKYMEHTa II0 Ka4yecTBYy IedaTtaercs depes 1,5
MEXKIYCTPOYHOIO HMHTEpBaJa, TEKCT B cCHeUU(PUKAUMU W OPUMEYAHUAX — yepe3 1
MEXKIYCTPOUYHBIA HWHTEpPBaJ], TEKCT B 3arojiloOBKaXx M B ONMCAHUUA KAaye€CTBEHHOrO H
KOJIMYECTBEHHOT'O COCTaBa JIEKAPCTBEHHOIO Mpenapara — 4epe3 1 MeXyCTpOUYHbI HHTEPBaI
(B cimyuae yka3aHUs pa3HbIX HAMMEHOBAHMN — uepe3 1,5 MexayCTpOYHOro UHTEpBaia).

31. CtpaHuibl HOPMAaTUBHOTO IOKYMEHTA 10 Ka4€CTBY JAOJKHBI OBITH MPOHYMEPOBAHBI.
IIpu 5TOM Ha MEPBOM CTPAHUIIE HOMEDP HE MPOCTABISAETCSA. B mMpaBOM BEpXHEM YTy KaXJI0H
CTpaHULbl HEOOXOAMMO MPETyCMOTPETh TOJIE ISl HAHECEHHUs HOMEpa HOPMAaTUBHOTO
JOKYMEHTA 110 Ka4eCTBY.

32. B ciayyae BHeCEHUS U3MEHEHUN B HOPMATUBHBIN IOKYMEHT IO Ka4eCTBY HEOOXOAMMO
NpPEICTaBUTh B YIOJHOMOYEHHBIH OpraH TIoOCyJapCTBa-ujieHa pEeJaKLUUI0 IPOEKTa
HOPMAaTHUBHOTO JIOKYMEHTA 0 KaYECTBY C YUYE€TOM BHECEHHBIX U3MEHEHUMN 0€3 WX BbIIEICHUS
U PENIaKIMI0 TPOEKTa HOPMATUBHOIO JOKYMEHTA MO KAYECTBY C BBIJICJICHUEM U3MEHEHUH B
peXUME PELEH3UPOBAHMS ISl OTCIECKUBAHUS BCEX BHOCHUMBIX MU3MEHEHHW. Y TBEPKICHHUIO
MOJJIEKUT COTJIACOBAHHBIM MO pe3yibTaTaM BHECEHMS] U3MEHEHHUU MPOEKT HOPMATHUBHOTO

JOKYMCHTA I10 Ka4CCTBY.
MMPUJIOXEHUE Ne 1
K PykoBozacTBy 1o
COCTaBJICHHUIO HOPMAaTHBHOTO
JOKYMCHTA 110 Ka4Y€CTBY
JIEKapCTBEHHOTO TpemnapaTa



TPEBOBAHUA

K COCTaBJICHHIO crienA(HKaIWii Ha aKTHBHBIC (papMalleBTHIECKHE CyOCTaHIINH, OTydCHHBIO
IyTeM XHMHIECKOT0 CHHTE3a, M COJEepKaIIie X JIeKapCTBCHHEIE IIPENnapaThl (B TOM JHCIIe
aHATMTAYECKAX METOJUK ¥ KPHTEpUEB IIPUEMIIEMOCTH)

I. OOmas xapakTeprACTHKA

1. Hacrosiue TpeboBanus copep:kat onMcaHue MOAX0I0B K pa3padoTke crenndukaruii
Ha aKTHBHBIE (hapMalleBTUUYECKHE CYOCTaHIIMU U (UJIM) JIEKAPCTBEHHBIE MPENapaThbl, B TOM
qyycie K pa3paboTKe U OOOCHOBAHUIO KPUTEPHUEB MPUEMIIEMOCTH (JOMYCTHMBIX HOPM) H
BBIOOPY AaHAJTUTUYECKUX METOAMK IS AKTUBHBIX (papMaleBTUUYECKUX CYOCTaHIUH,
MOJIYYEHHBIX ITyTEM XUMUYECKOTO CUHTE3a, U COJIEPKAIIMNX UX JIEKAPCTBEHHBIX MPENapaToB.

2. Cneundukanus 3a1aeT COBOKYITHOCTb KPUTEPUEB, KOTOPBIM JOJIKHBI COOTBETCTBOBATH
aKTHBHBIE (papmalrieBTHUUECKUE CyOCTaHIMU U (WJIM) JEKapCTBEHHBIE IMpenapaThbl, YTOObI
CUUTATHCS MPUTOAHBIMU IS CBOETO 1LIeJIeBOT0 HazHadeHHs. COOTBETCTBUE ClieU(UKAIINH
O3HAYaeT, YTO aKTUBHas (hapMalieBTHUecKasi CyOCTaHIUs U (WJIK) JIEKApCTBEHHBIN MpernapaT
COOTBETCTBYIOT IPUBEJAEHHBIM B CIIEHU(PHUKALNHA KPUTEPHUSIM IPUEMIIEMOCTH MPU yCIOBHH,
YTO HCTBITAHHUS MPOBEJCHBI COTVIACHO AHATUTUYECKUM METOJMKaM, YKa3aHHBIM B HEWl.
Crneuundukanuy SBISIOTCA KIOUYEBBIMM CTaHJIApTaMU KauyecTBa, KOTOPBIE Mpeiaraer u
00OCHOBBIBAET MPOU3BOIUTEIND ITPH PETUCTPALMH JIEKAPCTBEHHOT'O Ipernapara.

Crneundukanuu sSBISIOTCS OJHUM U3 3JIEMEHTOB OOIEH CTpaTeruu KOHTPOJISI aKTUBHBIX
(dapManeBTHYECKUX CyOCTaHIMI U (WIKM) JEKapCTBEHHBIX IMpEnapaToB, pa3padOTaHHOU ¢
1EeNIbI0 00eCTICUeHHUs] UX KAaYeCTBa U MOCTOSHCTBA XapaKTEPUCTUK. J[pyrue 3JIeMeHThl 3Tou
CTpATEruy BKJIIOYAIOT B CEOSl TOCKOHAJIBHOE YCTAaHOBJIEHUE BCEX XAaPAKTEPUCTUK AKTUBHBIX
(dapMalleBTHYECKUX CyOCTaHIUN, TMPOMEKYTOUHBIX MPOIYKTOB U (WJIM) JIEKapCTBEHHBIX
MpenaparoB (Jajiee — MPOAYKTHI) B Mpolecce pa3padoTKU JIEKapCTBEHHOTO Mpernapara, a
Takke cTporoe cobmoaerue IlpaBun Hamiexkamed TPOU3BOJACTBEHHON IPAKTHKH
EBpa3suiickoro SKOHOMHUYECKOTO COI03a, yTBepkAcHHbIX Pemennem CoBera EBpasuiickoi
SKOHOMUYECKON Komuccuu ot 3 HosAO0psa 2016 r. Ne 77 (manee — IlpaBuna Haamexaiieu
MPOU3BOJICTBEHHON MPAKTUKH) (Hampumep, MOAXOALIME MOMENIEHUs U 000pyaoBaHUE,
BAJIMMPOBAHHBII MPOLIECC MTPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipenapara, BaluAUPOBAHHBIC
AHATUTHUYECKUE METOJAUKH, HCHbITAHHE MCXOJHBIX MaTepHalioB M  CHIPHA,
BHYTPHUIPOU3BOJICTBEHHbBIE UCIIBITAHMS, UCTIBITAHUE CTAOMIIBHOCTH U T. [1.).

Cneunduxkanuym mTpeaHa3HAYEHbl IS TOATBEPKJICHUS KayecTBa AKTUBHOU
(hapMalleBTUUECKON CyOCTaHIIUM U JICKAPCTBEHHOTO Mpemnapara. OHU HE MpecieayoT Lelu
MOJIHOTO YCTAHOBJIEHHUSI XapaKTepPUCTHUK M TO3TOMY JIOJDKHBI OBITh OCHOBaHBl Ha
XapaKTEPUCTUKAX, MOATBEPAMBILINX CBOI MPUTOJHOCTh ISl oOecrieueHusi 0€30MacHOCTH U
3¢ (HEKTUBHOCTH aKTUBHOM (hapMalieBTUUeCKON CyOCTaHIIMK U JIEKAPCTBEHHOTO TIpernapara.

II. Cdepa mprmeneHUS



3. KayecTBO akTHUBHBIX (papMalleBTUYECKUX CYOCTaHIMUA U (MJIU) JIEKApPCTBEHHBIX
npenapaToB OINpeAeNsieTcs] YPOBHEM pa3paOOTKH, BHYTPHUIPOU3BOJACTBEHHBIM KOHTPOJIEM,
KOHTpoJeM coOmroaeHus [IpaBun Hamexanield Mpou3BOACTBCHHOM MPAKTHUKH, BalluIallkei
npoliecca MPOU3BOJICTBA, a TaKke crhelupuKanusaMu, TPUMEHIEMbIMU K HUM B Ipoliecce
pa3paboTtku u mpousBoacTBa. Hactosmue TpeOoBaHus ycTaHABIMBAIOT MOIXOABI K
COCTaBJICHUIO clienuUKalUU, TO €CTh K TE€M HCHIBITAHUSM, METOJIUKAM U KPUTEPHUSIM
MPUEMIIEMOCTH, KOTOpble OOECHEYMBAIOT KayeCcTBO AaKTHUBHOW (papmMaleBTUYECKON
CcyOCTaHIIMM U JEKapCTBEHHOTO Ipernapara Ha MOMEHT BBIITYCKa M B TE€UEHHUE BCErO CPOKa
rogHoctu (cpoka xpaHeHus). Crnenudpukanuu BXOASAT B CHCTEMY OOECIEUEHHUs KayecTBa
AKTUBHBIX (hapMaIleBTUICCKUX CYOCTaHIIMI U JIEKAPCTBEHHBIX MIPETapaToB.

4. Hacrosimue TpeGoBaHUs MPUMEHSAIOTCS B OTHOIIEHUU JIEKAPCTBEHHBIX Mpenaparos (
BKJIIOYAsl BXOJIAIIME B X COCTaB aKTHBHBIE (DapMalleBTHUECKHE CYOCTaHIINN ), HAXOASIIUXCS
Ha 9Tane peructpauuu. B HacTosuux TpeOoBaHMSIX HE paccMaTPUBAIOTCS AKTHUBHbBIC
(apmaneBTUYECKHE CYOCTaHIIMU U (WJIN) JE€KapCTBEHHBIE MPEnapaThl, HAXOASIINUECS HA Tarle
KJIMHUYECKOHN pa3pabOTKH.

Hacrosmue TpeboBaHusa JOMyCKaeTcsl MPUMEHSATh B OTHOLIEHHH CHUHTETHYECKHX U
MOJIyCUHTETUYECKUX aHTUOMOTUKOB M HU3KOMOJEKYJISIPHBIX CHUHTETHMUECKHX TIENTUJIOB,
OJIHAKO TOJIOXKEHUSI HACTOAIUX TpeOdoBaHUN HENOCTATOUHBI JUISl HAJJIEXKAIEr0 OMUCaHUs
crenuuKanuii  BHICOKOMOJIEKYISPHBIX TENTUI0B W TMOJUIMENTHAOB, a TaKxke
OMOTEXHOJOTUUECKUX (OMOJOTUUECKUX) MPErnapaToB.

PannodapmaneBrrueckue mpemnapaThl, TPOAYKTH (pepMEHTallMU, OJUTOHYKICOTHIbI,
JIEKapCTBEHHBIE PACTUTEINIbHBIC TpernapaThl U HEOOpaOOTaHHBIE IMpenapaThl >KUBOTHOTO U
PACTUTENBHOTO MPOUCXOXKACHHS B HACTOAIMX TpeOoBaHUSAX HE pacCMaTPUBAIOTCS.

5. B nacrosamux TpeGoBaHUSIX TPUBOIATCS YKa3aHUS B OTHOIIEHUU KPUTEPUEB
MPUEMIIEMOCTH, KOTOPbIE HEOOXOAMMO pa3paboTaTh Jisl BCEX aKTUBHBIX (PapMalieBTUUECKUX
cyOcTaHUMiA M (WJIM) JIEKapCTBEHHBIX MPENapaToB, TO €CTh YHMBEPCAJIbHBIX KpPUTEPHEB
MPUEMIIEMOCTH, a TAKXKE CIECLHAIbHBIX KPUTEPUEB MPUEMIEMOCTH, MPEAYCMOTPEHHBIX IS
OTJENbHBIX aKTUBHBIX (pPapMalleBTUYECKUX CYOCTaHIIUN U (MJIM) JEKAapPCTBEHHBIX MPENapaToB.
Hactosimue TpeOoBanus cieayeT paccMaTpuBaTh Kak OCHOBHOE PYKOBOJCTBO MO
COCTAaBJICHUIO crnenupukanuid u BbIOOPY KpuUTepueB mnpuemieMoctd. llpu 3tom mnpu
MOSIBJICHUW HOBBIX AQHAJIUTHYECKUX TEXHOJOTUH U MOAu(DUKAIUN CYHIECTBYIOIUX
TEXHOJIOTU MPU JOCTATOYHOM 0OOCHOBAHUU CJIEIYET TAKKE UCIOIb30BATh UX JaHHbIE.

6. B Hactosumx TpeGoBaHUIX pacCMaTpUBAIOTCS CIEAYIONINE JIEKAPCTBEHHBIE (YOPMBI:
a) TBep/ple JIEKAPCTBEHHbIE ()OPMBI JJIs IPUEMA BHYTPb;
0) *KuAKUe JeKapCTBEHHBIE (POPMBI JIJIsl IpHieMa BHYTPb;

B) J€KapCTBeHHbIE (OPMBI JIJIsi MAPEHTEPATBLHOIO NMPUMEHEHUs (0O0JIBIIOI0 U MajIoro
00BEMOB).

7. Yxa3zanuble B nyHKTe 6 HacTosimux TpeOoBaHMil eKkapcTBEHHBbIE (OPMBI CIIy>KaT
MOJEISIMU, KOTOPBIE JOMYCKAETCS MPUMEHSITh K HHBIM JIeKapCcTBEHHBbIM (popmam. Ilpu



COCTaBJICHUHU crHenuduKanuii Ha JApyrue JeKapcTBeHHbIe ¢GOpMbl (HAMpUMeEp,

WHTAJISIUOHHBIC JICKApCTBEHHBIC (OPMBI (ITOPOIIKH, PACTBOPHI U T. [I.), JICKAPCTBCHHBIC
GbopMBI 71T MECTHOTO MpUMEHEHHS (KpeMbl, Ma3W, Telu) U TpaHCAEepMalbHbIC
JeKapCTBEHHBIE (OPMBI) ClIeyeT NPHOeraTh K PACIIMPEHHUIO IMOJXO0JI0B, ONMUCAHHBIX B
HacTosMX TpeOoBaHUsAX.

8. B Hactosmux TpeOoBaHUSIX MPEICTaBICHO KPATKOE OMMCAHUE Ka)XJOTO IMOJX0/1a U
yKa3aHbl 0OCTOSITEIIBCTBA, MIPU KOTOPHIX OHHW MPUMEHHUMBI. [IpeamoxkeHuss o MpUMEHEHHIO
ATUX KOHIEMIIUH JOJKHBI OBITh 0OOCHOBAHBI 3aSBUTEJIEM M TIEPE/I BBIITYCKOM COTJIACOBAHBI C
YIOJITHOMOYCHHBIM OPTaHOM TOCYJapCTBa — 4ieHa EBpa3uiicKoro dKOHOMHUYECKOTO COro3a (
Jlajee COOTBETCTBEHHO — rocy1apcTBO-wieH, Coro3).

II. Ompenenenna

9. Jlnsa meneit HacTosux TpeOoBaHUI MCMOIB3YIOTCS MOHSATHS, KOTOPHIE O3HAYAIOT
cleyroniee:

"OBICTPOPACTBOPUMBII JIEKAPCTBEHHBIN MpenapaT” — TBEP/blid JIEKApCTBEHHBIN MpenapaT
U TIpYe€Ma BHYTPb C HEMENJICHHBIM BBICBOOOXKJIEHUEM CUUTAETCSI OBICTPOPACTBOPUMBIM,
ecau He MeHee 80 % OT 3asBJIEHHOTO COJAEpP)KAHUSA (papMalleBTUUECKON CyOCTaHIUMU
pacTBoOpsieTcs B TeUeHue 15 MUHYT B KaxkJ10¥ U3 cienyromux cped: npu pH 1,2, 4,5 u 6,8;

"BHYTPHUIIPON3BOJICTBEHHBIE HCHBITAHUS' — UCIBITAHUS, POBOJUMBIE B IPOIIECCE
IIPOU3BOJICTBA (papMalleBTUUECKON CyOCTaHIIMU U (WJIM) JEKapCTBEHHOIO Ipernapara, HO He
BXOJIAIIME B KOMIUIEKC MUCTIBITAHUHN, TPOBOJUMBIX MEPE BHIITYCKOM MPOIYKIIUU B 0OpallieHre
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"KOMOMHMPOBaHHBIN Ipenapar" — JIEKApCTBEHHBIN MTpenapaT, coAepx aiinuii 6onaee ogHOM
(hapmManeBTUYECKOM CyOCTaHIUU;

"HeMeIJIEHHOE BBICBOOOXKIEHUE" — MPOIECC PACTBOPEHUS JIEKAPCTBEHHOIO Mperapara B
KEITYIOYHO-KUIIEYHOM COJIEPKUMOM 0O€3 HaMepeHUs OTCPOYKM WJIM IPOJIOHTAlUU €ro
PacCTBOPEHHUSI I aOCOPOITNH;

"O0TIIOXKEHHOE (OTCPOYEHHOE) BBICBOOOXkKEHUE" — BBICBOOOXKI€HHE (hapMalleBTHUECKOM
CyOCTaHIIMM B MOMEHT BPEMEHH, HE COBIAJIAIOIINI CO BpEMEHEM MOCJe HEOCPEICTBEHHOTO
npreMa BHYTpb;

"monumop@uiM" — HaxoKJAEHUE OJHOW M TOM ke (papMaleBTUUECKON CYyOCTaHLHH B
pa3IMYHbIX KPUCTAUIMYECKUX (OpMax, B TOM YHUCIE B BUJAE MPOAYKTOB COJIbBATALIMU WUIIU
rujpaTanuu (nceBaonoaumMopdsl) u aMmoppHbIX Gopm;

"MIPOAYKT Aerpananuu (IPOIyKT pa3aokeHus)" — MoJIeKyJia, 00pa3yroiascs BCICJACTBUC
XUMHUYECKOTO U3MEHEHHUS MOJIEKYJIbI (hapMalleBTUUECKOW CyOCTaHIIUKU CO BpEMEHEM U (MJIN)
I10J1 BO3/ICMICTBUEM OCBELIEHUS, TEMIEPATYpsL, pH, Biaru u T. A. WK IPU B3aUMOJIEHCTBHH C
BCIIOMOTATEIbHBIM BEIIECTBOM U (MJIM) CUCTEMOM YIaKOBKU (YKYTOPKH);

"MPOJIOHTUPOBAHHOE BBHICBOOOXK IEHNE'" — MTPOIIECC BEICBOOOXKACHUS (papMarieBTUIECKOM
CcyOCTaHIIMM Ha NPOTSHKEHUU JJIMTENBHOTO IEPHO/1A MTOCIIE BBEJCHMS;



"pacTBOpUTEN" — HEOPraHWYECKash WJIM OPraHUYecKas KUIAKOCThb, UCIOJIb3yeMas B
KadecTBe cpelbl (HOCUTENs) JUIsl MIPUTOTOBJICHHUS PACTBOPOB M CYCHEH3HWM MpPU CHUHTE3E
(dapmareBTHYeCKON CyOCTaHIIMN WU TPOU3BOJICTBE JIEKAPCTBEHHOTO MIpemapara;

"panemar" — cmech (TBepas, KuJKas, razoo0pa3Hasi) WK PacTBOP AKBUMOISPHBIX
KOJIMYECTB JIBYX SHAHTUOMEPOB, KOTOpasi He 00J1aIaeT ONTUYECKON aKTUBHOCTBIO;

"crienM(pUIHOE MCIbITaHUE" — UCIIBITAHUE, CUYUTAIOIIEECS PUMEHUMbIM B OTHOIIICHUH
OTpeeCHHbIX (apMalleBTUUECKUX CYOCTaHIIMU U (WJIM) ONpPEETCHHBIX JEKapCTBEHHBIX
MpernapaToB B 3aBUCUMOCTH OT UX OCOOCHHOCTEH U (HMJIM) IIEIEBOTO HA3HAYCHUS;

"cTaHgapTHBIM oOpa3zer (CTaHAapTHBIM MaTepual)' — BEIIECTBO, MCIOJb3yeMOE B
KauecTBe CTaHJapTa (dTaJioHa) MPU KOJIMYECTBEHHOM OMNpPENENICHUU, UACHTU(UKAIIMN WU
WCIIBITAHUM HA YUCTOTY;

"YHUBEpCAIbHOE UCIIBITAaHUE" — UCTIBITAHUE, CYUTAIOIIEECS TOTEHIIUAIBbHO TPUMEHUMBIM
KO BceM (papMalnieBTUYECKUM CyOCTaHIUsM U (MJIM) KO BCEM JICKAPCTBEHHBIM Ipenaparam (
HanpuMep, UCIIBITAHUS MPU ONMUCAHUU, UJECHTU(PUKAIIUU, KOJIUUYECTBEHHOM OIpPEEICHUN U
OTIpEJICIICHUH IPUMECEi);

"(hapmarneBTruecKkue cyOCTaHIIMU, XOPOIIIO pacTBOPUMBIE B Bojie" — hapMalleBTUUECKUE
cyOCTaHIIMKM C COOTHOIIIEHUEM "703a BEIEeCTBA/paCTBOPUMOCTD BEIIECTBA", MEHBIITUM WITU
paBHbIM 250 mu B nuanaszone pH 1,2 — 6,8 (Hanmpumep, coequHenue A o0nagaeT HaMMEHbIIEH

PacTBOPUMOCTHIO, paBHOU 1 Mr/mi nipu 37
+

0,5 °C u pH 6,8, npeacrasieno B Tpex ao3upoBkax: 100, 200 u 400 mr. Takoii
JIEKapCTBEHHBIN MpenapaT CYUTACTCS MATIOPACTBOPUMBIM, IIOCKOJIBKY €r0 COOTHOIIEHHUE "
703a BelecTBa/pacTBopuMocTh BeriecTBa' coctasiset 400 mut (400 mr: 1 mr/min = 400 M) u
TE€M caMbIM NpeBbiaeT 250 mi);

"XHpanbHBIM" — HE COBHAJAIOLIMI MPH HAJIOKEHUHM 3EPKAJIbHOTO OTPaXKEHU,
MIPUMEHSIETCS. B OTHOLIEHUU MOJEKYJ, KOH(OpMaUUi M MaKpOCKOMHYECKUX OOBEKTOB (
HarpuMep, KPUCTAJUIOB). TEepMUH TakKe PacHpoCTpaHseTCs Ha 00pas3ilbl BEMIECTB, YbH
MOJIEKYJIbl XHUPaTbHBI, JaXKE€ €CIM MAaKPOCKOMMYECKOE MHOMXECTBO MOJIEKYJ MPEICTaBISAET
co0oli paremar,

"SHAaHTHOMEPBI" — M30MEPBI, KOTOPhIE UMEIOT OJMHAKOBBIE COCTAB M XUMHUUYECKOE
CTPOEHHME, HO OTJIMYAIOTCS MPOCTPAHCTBEHHBIM PACIOJIOKEHUEM aTOMOB B MOJIEKYJIE U
ABJISIFOTCSI HECOBMECTUMBIMU 3€PKaIbHBIMU OTPAKEHUSIMHU.

Jlns ueneit Hactosmux TpeOoBaHuil OHATHE "TIpuMech" MPUMEHSETCS B 3HAUEHUU,
onpenesneHHOM B [IpaBuiiax Haamexanen npon3BOJACTBEHHON MPAKTUKH, OHITUE "KpUTEpUU
MpPUEMIIEMOCTH" TPUMEHSAETCS B 3HAUEHUHU, ONPEACICHHOM B PyKOBOJICTBE MO KauyeCTBY
JIEKapCTBEHHBIX PACTUTENBHBIX MpenapaToB (mpuiioxkenue k Pexomenmauuun Koiuterun
EBpasuiickoii skoHomMuueckoi komuccuu oT 10 mas 2018 r. Ne 6), mousTue
MOIU(DHUIIMPOBAHHOE BBICBOOOXKIEHHE" NPHUMEHSAETCS B 3HAYEHHUH, OIPEIEICHHOM B
PykoBojcTBEe 1O KayecTBY JIEKapCTBEHHBIX TIPENnaparoB ¢ MOJIUPUIHPOBAHHBIM

"



BBICBOOOKJICHMEM [IJI TpueMa BHYTph (mpuiioxkenne kK Pexomennmamuu Koserun
EBpazutiickoit sxoHOMU4eckoi komuccuu ot 16 dpespans 2018 r. Ne 2).

IV. Bugs! ucrbsrrasmii
1. Ilepuoamaeckue (BEIOOPOIHEIC) HCIHITAHUS

10. IMepuoamueckue (BEIOOPOUYHBIC) HCTIHITAHUS MPOBOASTCS TP BBIITYCKE B OOpaIleHHE
JIEKapCTBEHHOIO MperapaTa Ha 3apaHee BHIOPaHHBIX CEPUSX aKTUBHOU (papMaiieBTUYECKON
cyOcTaHUMM U (WJIM) JIEKAPCTBEHHOTO Mpemnapara (najgee — cepuu) u (Wik) 4epe3 3apaHee
YCTAHOBJICHHBIE MPOMEXKYTKM BPEMEHHU (a HE OTHOCUTEIBHO Kaxaoil cepum). [Ipu sTom
CepHH, HE MOJBEPracMbIC UCIIBITAHUSAM, TaK)KE JTIOJDKHBI COOTBETCTBOBATh BCEM KPHTECPUSIM
MPUEMIIEMOCTH, MPETyCMOTPEHHBIM JUIsl aKTUBHOM (hapMalieBTUUeCcKo CyOCTaHIIMU | (WIIH)
JIEKapCTBEHHOT'O IIpenapara.

11. TlpoBenenne nepuoauueckux (BbIOOPOYHBIX) UCHBITAHUN MPEACTaBIsET COOOM
HEMOJIHYI0 TPOrpaMMy HCIBITAaHUN, W, CJEeJ0BaTEeIbHO, UX HEOOXOJUMO OOOCHOBATH U
MPEJICTaBUTh Ha yTBEPKICHHUE YIOJIHOMOYEHHOMY OpraHy rocyJ/iapCcTBa-djieHa 0 Hayasa
npoBefeHus. Takoil MoaxoJ NPUMEHHM, HAlpUMEp, K HUCIBITAHUSM Ha OCTaTOYHbBIC
PACTBOPUTENM U MUKPOOHOJIOTHYECKYIO YUCTOTY B OTHOIICHHHM TBEPJBIX JIEKAPCTBEHHBIX
dbopm s mpueMa BHYTpb. [lpu momade perucTparmoOHHOTO JI0ChE JIEKAPCTBEHHOTO
npernapara 3asBUTENIb B PsAJiE€ CIydyaeB pacroJiaraeT JUlllb OrpaHUYEHHBIMHU JTaHHBIMH,
MOATOMY TaKO¥ MOJIXO0]T CIAEAYET PEaIM30BhIBAaTh HA TIOCTPErUCTpallnOHHOM 3Tarne. Eciou npu
NEPUOJUYECKUX (BRIOOPOYHBIX) UCIIBITAHUSX OOHAPYKUBAIOTCS KAaKHE-TUOO0 HECOOTBETCTBUS
YTBEPKACHHBIM KPUTEPUSM MPHUEMIIEMOCTH, 00 3TOM HEOOXOIMMO HaJJICKAIINM 00pa3oM
YBEJIOMUTh YIMOJHOMOYEHHbIE OpraHbl IOCYJIapCTB-4JieHOB. Eciu 3T HEcOoOTBETCTBUS
CBHUJICTCILCTBYIOT O HEOOXOIUMOCTH BOCCTAHOBJICHUS PYTUHHBIX HCHBITAHUH, CIEAYET
BEPHYTH UCTBITAHUS MIPHU BBIMYCKE B OTHOIIEHUU KaX0W CEpUH.

2. KpuTepnu npHeMIEMOCTH IIPH BBITYCKE B B TEICHHE CPOKa TOMHOCTH (CpPOKa XpaHEHH)

12. Tlonxom, CBSI3aHHBIN C pa3InuueM KPUTEPUEB TPUEMIIEMOCTH TSl cielIUUKAINN TTpU
BBIIIYCKE W B TEUYEHUE CPOKa TOJHOCTU (CpOKAa XpaHEHHs), MPUMEHHUM TOJBKO K
JeKapCTBEHHBIM mpemnapataM. OH mpeaycMaTpUBaeT YCTAHOBJIEHUE Oo0Jiee CTPOTHX
KPUTEPUEB TMPUEMIIEMOCTH NPHU BBINTYCKE JIEKAPCTBEHHOTO IIpEnapara Mo CPaBHEHUIO C
KPUTEPUSIMU MIPUEMIIEMOCTH, MPUMEHSEMbIMU B TEUEHHUE CPOKA TOJTHOCTHU (CPOKA XPaHEHHUS ).
JIns nmpuMEHEeHus TaKoro MoAXoJa MpUMEpaMu IOKa3aTelled CyXaT KOJIUYECTBEHHOE
ONPEAEIECHUE U POJICTBEHHBIE TPUMECH.

13. 3asBUTENH BIIpaBe MPEAYCMOTPETH O0OJIEE CTPOrHe COOCTBEHHBIE TTPEIEIbl KPUTEPUEB
MPUEMJIEMOCTH Ha MOMEHT BBIITyCKa, YTOOBI 00€CTICYUTh YBEPEHHOCTh B TOM, YTO Ka4ECTBO
JIEKapCTBEHHOr0 TMpernapaTa OCTAaHETCS B Mpejeiax perjiaMeHTUPOBAHHOTO KpPUTEPUS
IPUEMJIEMOCTH Ha MPOTIKEHUU BCETO CPOKA FOJHOCTH (CPOKA XpaHEHUS ).



3. BEyTpHIIpOW3BOACTBEHHEIE HCIIBITAHUSA

14. B cnenudukaiy He BKIIOYAIOT BHYTPUIPOU3BOACTBEHHBIE UCIIBITAHUS, KOTOPHIE
WCIIOJB3YIOTCSA IS KOPPEKIHHM TapaMeTPOB TEXHOJOTHYECKOro Ipolecca B Mpeienax
YCTAHOBJIGHHOTO [IJI1 JaHHOTO TEXHOJIOTHYECKOro IMpoliecca uamna3oHa apaMeTpoB
DKCIUTyaTauu (HapUMeEp, UCTBITAHUS Ha TBEPAOCTh M XPYMKOCTH sep TaOJIETOK, Ha
KOTOpBIE JIOJHKHO OBITh HAHECEHO MOKPHITUE, W HCIHBITAHUS HA ONpECICHUE MacChl
OTACIBHBIX TA0JICTOK).

15. OnpeneneHHbie BHYTPUTIPOU3BOICTBEHHBIC HCIIBITAHMS, TIPOBOJUMBIE B MPOIIECCE
POU3BOJICTBA, JOIYCKAETCSl MPUMEHATh KaK JIOCTATOYHBIE UCTIBITAHUS JJIs1 TIOJITBEPKACHUS
COOTBETCTBUSI TPEOOBAaHUSIM CIeNM(PUKAIINN, €CIU TAaKWe K€ HCIBITAHUS BKJIIOYCHBI B
cnenuduKaIuoo, a KpUTepui MpueMIeMOCTH UJIEHTUYEH TPEOOBAHUIO, YCTAHOBJIECHHOMY B
cneruduKaIuy, MPUMEHIEMOU TIPH BBITTYCKE, WU SIBJISETCS Ooee cTporuM (Hampumep, pH
pacTBopa).

16. BMecTe ¢ TeM 3TOT MOIX01 HEOOXOAMMO BaJIMIUPOBATh JJIs JOKA3aTelIbCTBA TOTO,
9T0 (PYHKIHMOHAJIBHBIE XAPAKTEPUCTUKHU TUIAHUPYEMOTO K TMOJYYCHHUIO MPOAYKTa WU
PE3yIbTaThl €r0 MCIBITAHUHA B MPOIECCE MPOM3BOJICTBA HE U3MEHWIKNCH 1O OTHOIICHHIO K
FOTOBOM MPOLYKIIUU.

4. Borpochl MPOEKTUPOBaHUS (JM3aiiHa) U pa3pabOTKH

17. Cneundukanuu ciielyeT COCTaBJISITh HA OCHOBAHUU OIbITA U JIAHHBIX, HAKOTUJICHHBIX
B Ipoliecce pa3pabOTKU aKTUBHOM (papMarieBTUYECKOM CyOCTaHIIMU U (M) JIEKAPCTBEHHOTO
npenapata. Ha ocHOBaHMM 3THIX JaHHBIX MOKHO BHOCHUTH TMPEIIOKEHUSI 00 MCKIIOUEHUH,
7100aBJICHNHY WM 3aMEHe ONpe/IeIICHHBIX UCTIBITaHu. Hampumep, UCKITIOUNTD:

a) UCIBITAHUSA HAa MUKPOOHOJIOTHYCCKYIO YUCTOTY JIJISI aKTUBHBIX (hapMalleBTHICCKUX
cyOctaniuii U (Mau) TBEPABIX JIEKAPCTBEHHBIX (OPM, KOTOpPHIE B Tpoliecce pa3paboTKu
MOJATBEPIUIN HECTOCOOHOCTH MOAJIEPKUBATH KU3HECTIOCOOHOCTh M POCT MUKPOOPTAaHU3MOB
(cxemsl pemienuid Ne 1 u 2);

0) ompejeneHue BEIIECTB, YKCTPArUPYyEMbIX U3 YIMAKOBKH, €CIU OBLJIO JIOKa3aHO C
BOCIIPOU3BOJIMMBIMHM PE3yJIbTaTaMH, YTO JKCTPATHPyEMBIE BEIIECTBA B JICKAPCTBEHHOM
npernapare He OOHapyKUBAIOTCS WM UX COJIEPKAHHUE YJAOBJIETBOPSET MPUEMIIEMbBIM
KpUTEPHUSAM U TPeOOBAaHUSAM OE30MaCHOCTH,

B) HCIIBITAHWE HA OMpEJIeNICHUE pa3Mepa YacTHUIl B 3aBUCUMOCTH OT 3HAYUMOCTH JIJIsI
(YHKIIMOHAJIBHBIX XapaKTEPUCTHUK MPOIyKTa (MOKHO MPOBOAWTH B KAYECTBE UCIBITAHUS B
MpoIIecce MPOU3BOCTBA WIIH MPHU BBITYCKE).

18. McnbiTaHne Ha pacTBOPEHUE TBEPJIBIX JEKAPCTBEHHBIX (DOPM IJIsl MpreMa BHYTpPb C
HEMEIJICHHBIM BBICBOOOKIEHUEM, COJEPIKANIUX XOPOIIO PACTBOPUMEIC B BOJEC aKTHUBHBIE
(dapmarneBTUUECKHE CyOCTaHIINH, JOMYCKAEeTCsl 3aMEHUTh HAa UCIIBITAHUE HA PacIalaeéMOCTh,
€CJIM B XO/I¢ pa3pabOTKH TaKHUe JIEKAPCTBEHHBIE MIPEMapaThl MPOSBIISIN TOCTOSHHOE OBICTPOE
BBICBOOOXKAeHUE (hapMarieBTHUeCcKor cyOcTanmuu (cxemsl permennid Ne 3(1) u 3(2)).



5. ITIpo6neMEl OrpaHAYEHHOCTH AAHHBIX II0 KA9ECTBY IPH MOAaYe PETACTPANAOHHOTO JOChe
JIEKapCTBEHHOTO Ipenapara

19. Ha MOMEHT noJ1ayu peTUCTPAIIMOHHOTO JOChE JIEKAPCTBEHHOTO MpernapaTa JaHHbIE 110
€ro KauecTBy OBIBAIOT OTPAHUYCHHBIMH, YTO OKA3bIBAET BJIMSHUE HA MPOIECC YCTAHOBJICHUS
KPUTEPHUEB MPUEMIIEMOCTH. B CBS3M ¢ 3TUM MO Mepe HAKOIUJICHUS OIbITa MPHU MIPOU3BOICTBE
ONpEJeICHHON aKTUBHOU (¢apMaleBTUUECKOW CcyOcTaHUMU W (WIU) JIEKapCTBEHHOIO
mpemnapara TpeOyeTcss MepecMOTp KPUTEPUEB MPUEMIIEMOCTH (HAmpUMeEp, KpPUTEPHUEB
MPUEMJIEMOCTU cojepkaHus crnenuduueckoit npumecu). Kpurepun mnpuemiieMocTd Ha
MOMEHT TOJaud PETUCTPAMOHHOTO JOChE JIEKAapCTBEHHOrO IIpemnapara CJIeayeT
yCTaHaBIMBAaTh HA OCHOBaHUU HEOOXOJUMOCTH OOecHeuuTh TpeOyeMylo 0e30MacHOCTh U
3¢ (HEKTUBHOCTH JICKAPCTBEHHOTO Mpernapara.

20. [Ipu HAMMYMK HA MOMEHT YTBEP>KIEHHUS UCIBITAHUM U KPUTEPUEB MPUEMIEMOCTH
JUIIL OTPAaHUYEHHBIX JAHHBIX MO KayecTBY JIEKAPCTBEHHOI'O IIpemapara paHee
YTBEP>KJICHHBIE UCTIBITAHMS U KPUTEPUU MTPUEMIIEMOCTH HEOOXOIUMO MEPECMOTPETH 0 Mepe
HaKOIUICHUSI CBEJACHUM, C YYETOM MPOBOAUMON MPU HEOOXOAUMOCTH MOAUDUKAIUU
UCTIBITAHUN U KPUTEPUEB MPUEMIIEMOCTH. JOMycKaeTcsl yCTaHABIMBATh KaK MEHEE, TaK U
0oJiee CTpOrue KpUTepuu NPUEMIIEMOCTH.

6. Bemryck mo mapamerpam

21. Brimyck no mapameTpaM Kak ajJbT€pHATHUBA PYTUHHBIM UCIBITAHUSAM IIPU BBITYCKE
JOITYCKAETCAd MCIOJIb30BATh B OTPAHMYCHHBIX CIIYYasX U HCKIKOYHUTEIBHO IMPHU YCIOBUU
MOJIy4eHHsI 0JIOOpEHHUs OT YIOJTHOMOYEHHOTO OpraHa rocyAapcTBa-uwieHa (HarnpuMmep, 3aMeHa
WCTIBITAHUS HA CTEPUIBHOCTH I JIEKAPCTBEHHBIX IMPENAPATOB, IOJABEPrarolIuxcs
3aKTIOYUTENBHON (TEPMUHAIBHOM) CTEPUIIM3AIIMHY, UX BBIITYCKOM 10 mapaMmerpam). B ciydae
3aMEHbI MCIIBITAHUSA HA CTEPUIBHOCTH BBIIYCKOM MO MapaMeTpaM BBINYCK KaXKJIOW Cepuu
OCYILIECTBJISIETCSI HAa OCHOBAHWM YAOBJIETBOPUTEIBHBIX pPE3YJIbTATOB MOHHUTOPHUHIA
OTIPE/ICJICHHBIX TTapaMeTpPOB (TEMIIEpaTypPhl, JABJICHHUS U MPOAOTIKUTENbHOCTH (a3 (Pasb)
TEPMHUHAJIBHOW CTEPWIM3AIMM B XOJ€ MPOU3BOACTBA JIEKAPCTBEHHOrO Mpemnapara). JTH
napameTphbl, Kak MPaBUJIO, MOKHO KOHTPOJIMPOBATH U U3MEPATH C OOJIbIIEH TOYHOCTHIO,
MOATOMY OHHU OoJiee HaJleXKHbI MPU OOECIEUEHUU CTEPUIIbHOCTHU, YEM HCIIBITAHUE Ha
CTEPWIBHOCTh KOHEYHOTO MPOAYyKTa. B mporpaMmy BBIITyCKa MO NapaMeTpaM JOMYCKAETCA
BKJIIOYAaTh COOTBETCTBYIOIIME JIAOOPATOpPHBIE HUCHBITAHUSA (HampuMep, HUCIOJIb30BaHUE
XUMHUYECKOTO WK (PU3NIECKOTO HHIUKATOPA).

[Ipexxae yeM BHEIPSATH BBIMYCK MO MapamMeTpaM MpOoLecC CTEPUIU3aliud HE0OX0IuMO
JTOJDKHBIM ~ 00pa3oM  BanmuaupoBaTh. ClieayeT Takke TMOATBEPKIATh COXpPAaHEHHE
BAIUMJUPOBAHHOTO COCTOSIHMSL IOCPEICTBOM NPOBEACHUS PpPEBAIMIALMU  YEPE3
YCTAHOBJIEHHbIE MHTEpBayibl. [Ipu oOCylIecTBIEHMHM BBIIYCKA IO MapaMeTpam B
cnenudukanyio HeoOX0AUMO BKJIIOUUTH MOKa3aTelb KauecTBa (HampuMmep, CTePUIbLHOCTD),



KOHTPOJIMPYEMBIM KOCBEHHO, a TAKX€ CChUIKY Ha CBS3aHHYI0 C HUM AHAIUTHYECKYIO
METOJIUKY.

7. AnsTepHaTHBHEIE METOAWKH HCITHITAHWIN

22. AnpTepHaTUBHBIE METOJAMKH HCIBITAHUU JOMYCKAETCS HMCIOJIb30BaATh s
ONpEeNEeNIeHHs] OKa3aTeslsl KauecTBa, €CIM OHU IO3BOJSIOT KOHTPOJUPOBATH KAdyeCTBO
aKTUBHOM (papMmanieBTHUYECKON CcyOcTaHIMU U (MJIM) JIEKAPCTBEHHOI'O Ipenapara B TOM ke
CTENEHU, YTO U OPULHAIBHO yTBEPXKAECHHAs METOAUKA, UM B 00Jiee BHICOKOW CTEIEHH.
Hanpumep, ans TabneTok, KOTOpbIe, Kak ObUIO JOKa3aHO paHee, HE pa3iaraioTcsi B mpolecce
MPOU3BOJICTBA, B LEISAX BBIMYCKAIOIIEr0 KOHTPOJIS KayecTBA JIOMYCKAETCS UCIOJIb30BATh
CHEKTPO()OTOMETPUUECKYIO  METOAMKY, a HE O(UIUAIbHO  YTBEPKICHHYIO
xpoMarorpaduueckyro. Tem He MeHee, B LEeNAX MOJITBEPKIACHUS COOTBETCTBUS KPUTEPUAM
MIPUEMJIEMOCTH B TEUEHHE CPOKA TOJHOCTH (CpOKa XpaHEHMs) JIEKAPCTBEHHOI'O Mpernapara
HEOO0XOAMMO UCIOIb30BaTh XPOMATOTrpapuueCKyt0 METO/IUKY.

8. dapmakoneiHbIe HCIILITAHWA ¥ KPUTEPUHU IPAEMIIEMOCTH

23. B ®dapmaxonee Cor3za, a npu OTCYyTCTBUM B HEH — B (apmakomnesx
rocyJapCTB-4JICHOB TPHUBEJCHBI OIpPEACICHHBIE METOAMKU (Hanee — (apMaKoIeiHbIe
METOJIMKH) WK CChUIKU Ha HUX. Bo Bcex cimydasix (eciiu He MpeAcTaBlIeHO HHOE 00OCHOBaHHE
) clleyeT UCTOIb30BaTh (PapMaKOIEHHbIE METOIUKH.

9. PazBuBarommecss TEXHOJIOTHA

24. TlockoapKy HEMPEPBHIBHO Pa3padaThIBAIOTCS HOBbIE aHAIUTHUYECKUE TEXHOJIOTUU U
BHOCSTCSI M3MEHEHHUsS B CYUIECTBYIOIIME, CIEAYET MCHOJb30BaTh pPa3BUBAIOIIUECS
TEXHOJIOTHH, €CJIM OHU MO3BOJISIIOT 00€CTIEUUTh JOMOJHUTEIbHYIO TapaHTHIO KauyecTBa WUIU
UX IPUMEHEHHE 0OOCHOBAHO UHBIMU MPUYMHAMU C TOYKU 3PEHUSI 00ECIIEUEHUS KauyeCcTBa WIH
0€30MacHOCTH JIEKapCTBEHHOTO IIpenapara.

10. Bimsane akTHBHOM (hapManeBTHIECKO# CyOcTaHIMy Ha crienu(pUKAIN JIEKapCTBEHHOT'O
mpemnapara

25. Kak mpaBuiio, HET HEOOXOAMMOCTH MPOBOAUTH HCHBITAHUS JEKAPCTBEHHOTO
npenapaTta Mo IMOKa3aTeasM KauecTBa, XAPAKTEPHBIM HUCKIIOUHUTEIBHO JJIsi aKTUBHBIX
dbapMmaneBTHUeCKUX cyOcTaHuuid. Hampumep, JiekapCTBEHHBIM mHpenapaT He TpedyeTcs
UCIIBITBIBATh HA HAJIMYME MPUMECEH, KOHTPOJb KOTOPBIX OCYIIECTBISAETCS B aKTHUBHOMN
(dapmarneBTUUECKOM CyOCTaHIIMM U KOTOPBIE CBA3AHBI C MPOIECCOM CHUHTE3a, a HE SIBIISIOTCS
NpOAyKTaMH Jerpafganuu. [leranu3upoBaHHbIE CBEACHUS MPUBEAECHbI B MIpaBUax IO



U3YYEHHUIO IPUMECEN B JIEKAPCTBEHHBIX CPEACTBAX U YCTAHOBJIEHUIO TpeOOBaHUN K HUM B
cneuupuKanusax, yTBepxkAaeMbix EBpa3uiickoii SKOHOMHMYECKOM KOMHCCUEH (nanee —
Komuccus).

11. CranpapTHbIi 06pasen

26. KauecTBO cTranmapTHOro odbpasiia JAOJKHO COOTBETCTBOBATH €r0 Ha3HAYCHUIO.
CrannapTHbIii 00pasel] 4acTo XapaKTepU3yoT U OIICHUBAIOT HA MPUTOJAHOCTD JJIA 1[EIEBOTO
Ha3HAYEHUSI C MMOMOIIBIO JIOTIOTHUTEIBHBIX METOAUK U METOJI0B. B cTaHmapTHBIX oOpasiax
aKTHUBHOM (hapMarleBTUUECKON CyOCTaHIMU, TpeAHA3HAYEHHBIX [JIs UCIOJIb30BaHUS B
UCIBITAHUSX Ha KOJIMYECTBEHHOE OIpeaeseHne, HeoOXOAUMO HaJjiexamuM o0pa3oM
UACHTU(UIIMPOBATH U (MJIM) KOHTPOJIUPOBATH MPUMECH U ONPEICISITH YUCTOTY C MTOMOIIBIO
KOJIMYECTBEHHOW METOIUKHU.

V. TpeGoBaHus Kk cnenUpUKAIIAM
1. Ompenenenue u 060cCHOBaHUe criemUHKaMi
Onpenenenne cnerpduxanumit

27. B HOnOJHEHHE K MUCHBITAHUSIM IPU BBINYCKE JOMYCKAeTCs BKIIOYATh B
cneur(pUKaNMi0 TepeYeHb HWCHBITAHUNM B MPOLECCE MNPOMU3BOJCTBA, NEPUOAUYECKHUX (
BBIOOPOYHBIX) UCIIBITAHUI M MPOYMX UCTIBITAHUM, KOTOPHIE HE BCET/Ia MPOBOAATCS MOCEPUITHO
. B monoOHBIX cuTyarusax 3asBUTENb JOJKEH yKa3aTh, KaKU€ HCIBITAHUS MPOBOJATCS
MOCEPUITHO, a Kakue — HeT. [Ipu 3ToM HE00X0IMMO yKa3aTh U 00OCHOBATH BHIOOP U YaCTOTY
UCTIbITAaHUM. AKTHBHas dapMalieBTUUeCKas cyOcTaHius 1 (MIu) JIEKapCTBEHHBIN Mpernapar
JOJKHBI YAOBIETBOPSITh KPUTEPUSIM MTPUEMIIEMOCTH, €CIIM OHU IMOJIBEPTAIOTCS UCIIBITAHUSIM.
Bhecenne n3MeHeHHI B cnenu(UKaIMIO MOCTE YTBEPKIACHUS PETUCTPALMOHHOTO J10ChE
JEKapCTBEHHOIO Mpenapara TpeOyeT, B 3aBUCUMOCTH OT BHUJA W3MEHEHHU, NMPOBEIAECHUS
MpeIBapUTEIBbHON SKCIIEPTU3BI YIIOJTHOMOYEHHBIM OPraHOM I'OCY1apCTBa-YICHA.

O6ocHOBaHHEe crienupHKammii

28. Ilpu mepBUYHOM COCTaBIEHUU CreNUPUKAIIIN HEOOXO0IUMO 000CHOBATH KAXKIYIO
[pelaracMy0 aHaJIUTHUYECKYI0 METOAUKY W KaXKAbIM KpUTEpui npuemiieMoctu. llpu
000CHOBaHUM HEOOXOJUMO CCBhUIAThCSI HA COOTBETCTBYIOUIME JaHHBIE MO pa3paboTke,
TpeboBanus @apmakornen Coro3a, a MPU OTCYTCTBUU B HEM — HA COOTBETCTBYIOIINE JaHHBIC
(apMmakorieil rocy1apCTB-4ICHOB, PE3yJbTaThl UCIBITAHUN AKTUBHBIX (papMalEeBTHUECKUX
cyOcTaHIui U (WIK) JIEKapCTBEHHBIX MPENapaToB, UCIOIb30BAHHBIX B TOKCUKOJIOTHYECKUX U
KIIMHUYECKNX HCCIENOBAHUAX, a TAK)KE HA PE3yNbTaTbl MCCIENOBAHUN YCKOPEHHBIX WU



JIOJITOCPOUYHBIX HCCJIENOBAaHUN CTaOMIbHOCTH. Kpome TOro, HeoOXOAMMO YYHUTHIBATH
MpUEeMJIEMbIC JTHANa30HBI BEPOSITHONH BapHaOCIBbHOCTH AHAIMTHYCCKOW METOAUKH |
BEPOSITHOU BapruaOeIbHOCTH MPoIlecca MPON3BO/ICTBA JICKAPCTBEHHOTO Mpermapara.

29. K o6ocHoBaHuIO crienuduKaIuii T0MyCKaeTCs MPUMEHSTh UHBIC MOAXOJIbI, HE
OomMHCaHHBIC B HacTOAMUX TpeboBanusax. [IpuMeHeHne TaKUX aJIbTEPHATHBHBIX MOJXOIOB
TpeOyer oOocHoBaHus 3asButeneM. Ilpu oOocHOBaHUM crnenUpUKAIUNE HEOOX0IUMO
PYKOBOJICTBOBAThCS J@HHBIMH, TIOJYYEHHBIMH TI0 pe3yJibTaTaM CHHTE3a AaKTHBHOU
dbapMarieBTHUECKONM CyOCTaHIIMM U (MJIM) TMpoliecca MPOU3BOJACTBA JIEKAPCTBEHHOTO
npenapata. [Ipm 3ToM B KadecTBe OOOCHOBAHWS MOYKHO pacCMaTPUBATh TEOPETUUYECKHU
JOTyCTUMBIE TIpENENbl [ KOHKPETHOM METOJIUKUA WJIM KOHKPETHOTO KPUTEPUs
npuemsieMocTd. OAHAKO HE3aBUCUMO OT MPUMEHSIEMOIo IMOJX0/a OCHOBOIOJArarIluMu
SIBJISIFOTCS DKCIIEPUMEHTATbHBIC (DAKTUYECKNE PE3YIbTATHI.

30. Ilpu cocraBiieHHH U OOOCHOBAHUM CIIEIM(PUKALMKA CIEAYET YUYUTHIBATh PE3yIIbTaThI
UCIIBITAaHUI Cepuid, BKIIFOUEHHBIX B IIPOIPAMMY MCCJIEI0BAHUM CTAOMIBHOCTH, & TAKXKE CEPUIl,
MOJIYYeHHBIX TpU MacmTabupoBanuu (Bajaupgauuu) mpoiecca. Heobxomumo ocobo
MPOAHAU3UPOBATh PE3yIbTAThl HM3YUYCHHUS WCXOMHBIX CEPUH, HCIOIb3yEeMBIX IS
HCCIIEIOBAaHUN CcTaOMIBHOCTH. Eciu mMmiIaHupyeTcs HCMOJIb30BaHUE HECKOJbKUX
MIPOM3BOICTBEHHBIX IUIOIIAI0K, TO TIPH IIEPBOHAYAILHOM BBIOOPE OCHOBHBIX MCIBITAHWHN M
KPUTEPUEB TPUEMIIEMOCTH JIOMYCKAeTCs YYUTHIBATh JlaHHBIC, IOJYyYCHHBIE HAa OTHUX
Io@AaAKax. ITo HEOOXOIUMO B ClIydae, €Clii HEe UMEETCsl JOCTATOYHOTO MEePBOHAYATBHOTO
OTIbITA MPOM3BOJICTBA AKTUBHOW (papMarieBTUYECKON CyOCTaHITMU W (MJIH) JICKAPCTBEHHOTO
npenapaTa Ha JaHHOM MPOU3BOJACTBEHHOW ruiomanake. Eciu s BeIOOpa MCHBITAHUM U
KPUTEPHUEB MMPUEMIICMOCTH HCTIONB3YETCs | pemnpe3eHTaTUBHAS MPOU3BOICTBEHHAS TUTOIIAIKA
, TO TIPOJIYKT, TIPOU3BEICHHBI HAa OCTAIBHBIX IUIOMIAKAX, JOJKEH COOTBETCTBOBATH ATUM
KPUTEPHSIM.

31. Pe3ynbpTaThl HCTIBITAHUN IPU 0OOCHOBAHUU OTACIBHBIX KPUTEPHUEB IPUEMIIEMOCTH (B
YaCTHOCTH, 3HAYECHHWH KOJWYSCTBCHHOTO COJIEPKaHUSI aKTHBHOW (apMaleBTUICCKOU
CyOCTaHIIMM W POJCTBEHHBIX TIPUMECEH) CJleayeT MaKCHMalbHO TMPEACTaBISIThH B
rpaduueckoit opme. Ilpu Takol Qopme mnpeacraBieHus pe3yabTaTOB HEOOXOIUMO
BKJTFOUHTH B CIIEU(DHUKAIIAIO JaHHBIC, TTOJIYYCHHBIC HA CTAIUU pa3pabOTKU JICKAPCTBEHHOTO
nmpemnapara, a TakKe HWMEIOIMKecss JaHHbIE O CTAaOWJIBHOCTU CEpUM aKTUBHOU
(dhapmaneBTUYECKON CyOCTaHIIMM WJIM JIEKAPCTBEHHOrO IIpernapara, MPOU3BEIEHHOTO C
MTOMOIIIBIO TPEeJIaraeéMoro Mpoiiecca MPOU3BOICTBA JIEKAPCTBEHHOTO Mperapara.

32. Ilpu 000CHOBaHUM MCKJIIOUCHUS HUCIBITAHUS U3 ClelUu(pUKAINU HEOOXOIUMO
PYKOBOJICTBOBAThCSl JaHHBIMU O pa3pabOoTKe W BaduJalMK Ipollecca MPOU3BOACTBA
JIEKapCTBEHHOTO Ipenapara (€ciu MPUMEHUMO).

2. YHHBepCaIbHEIE HCIIHITAaHUA (KPHTEPHH IPUEMIIEMOCTH)



33. Ilpu BbImoONHEHUU TpeOOBaHWI, YKa3aHHBIX B MyHKTax 34 — 36 HacTOSIINX
TpeOoBanuii, HEOOXOAMMO TaKX€ YUHUTHIBATH TpeOOBaHUS PyKOBOJCTBa MO BajUJaLUU
AHAIMTHYECKUX METOIUK IMPOBEACHUS UCIIBITAHUI JIEKAPCTBEHHBIX CPEJICTB, YTBEPKICHHOIO
Pemennem Konnernu EBpazuiickoit skoHOMHU4Yeckoil komuccnu ot 17 uronst 2018 r. Ne 113.

AxTHBHEIE (hapManeBTHIECKHE CyOCTaHITUI

34. Cnenyroouiue UCHBITAHUS U KPUTEPUH MPUEMIIEMOCTH OLIEHKH PE3YyJIbTaTOB ATUX
UCTIBITAHUM MPUMEHUMBI KO BCEM aKTUBHBIM (hapMalleBTUUECKUM CyOCTaHIUSM:

a) ONMUCAaHHUE — KauyeCTBEHHAs XapaKTEPHUCTUKA (U3UYECKOTO COCTOSIHUS (Hampumep,
TBEPJIO€ BEILECTBO, KUJIKOCTh) U LIBETa aKTUBHOM (papmarieBTHUeCKOW cyOctaHuuu. Eciu
OJIHO M3 ITUX CBOMCTB U3MEHSETCS MPU XPAHCHUH aKTUBHOU (hapMarieBTUYECKON CyOCcTaHIIuu
, TaKO€ HM3MEHEHUE HEOOXOIMMO H3YyUYUTh U MPUHATH HEOOXOJUMBIE MEPHI ISl €ro
MPEIOTBPAIICHUS I COOTBETCTBYIOIIETO OTPAKECHUS B CIICITU(DUKAINY;

0) uaentudukamnus. VcnbiTanus uAeHTUPUKAIUMU JOJKHBI JaBaTh BO3MOXHOCTb
HaWIy4IIuM o0pa3oM pa3iaudaTh COCAUHEHUS ¢ OJIU3KOPOJICTBEHHON CTPYKTYpPOM, KOTOpbIE
MOTYT C BBICOKOW J10JI€ll BEPOSITHOCTH MPHUCYTCTBOBATh B AKTHUBHOM (hapMaleBTUYECKOU
cyOcTaHIuu U (UJIK) JEKapCTBEHHOM Mpemnapare. VcnbiTanus uiaeHTuduKanuu T10KHbI ObITh
cnenu(GUYHBIMU B OTHOIIEHWU aKTUBHOM (apMaireBTUUYECKOW cyOcTaHIuu (Hampumep,
nH(paKpacHasi CIEKTPOCKOMUs), UCIBITAHUE TOJBKO C MOMOIIBI XpoMaTorpahuueckoro
BpEMEHH yJepKaHUs He cunTaeTcs cnenupudHbiM. Mcnons3oBanne 2 xpoMarorpaguaeckux
METOJIUK, B KOTOPBIX pa3/ielIcHuE JCTEKTUPYEMBIX BEIIECTB OCHOBAHO Ha Pa3JIUYHBIX
MPUHINNAX, WM OObeNMHEHUE HUCHbITaHui B 1 meroamky (Hampumep, BOXX/VD nHa
muonnor Matpuie, BOXKXKX/MC wm I'X/MC) sBnsercss npuemsieMbiM. Ecnu akTuBHas
(apmarieBTHUECKasT CyOCTaHIIMSI MPENCTABISIET COOOM COJb, UCIBITAHUE HACHTU(DUKAIIUN
JIOJKHO OBITh CHelU(UUHBIM B OTHOIIEHUH KaXXJIOTO M3 HMOHOB. JlomyckaeTcsi mpoBeIeHHE
UCTOBITaHUS, CHEUU(UYHOTO B OTHOIIEHHH caMOM coyik. [[7s ONTHYECKH aKTUBHBIX
(dbapMaleBTHYECKUX CYOCTaHIIMM ClIeyeT MPEeAyCMOTPETh MPOBEICHHUE CHEIU(PUIHOTO
UCTIBITAHUS [JJI1 UX WJACHTU(UKAIMU WIH TPOBEJICHUE KOJWYECTBEHHOTO OMpPEAeIeHUs,
cnenu@UIHOTO B OTHOIIEHUU XUPATHHOTO COCTUHEHNS;

B) KOJIMYECTBEHHOE ompezeneHue. g onpeeneHus: coiepkanusi B aHaIU3UPyEeMOM
oOpa3ue akTUBHOMW (apMaleBTUYECKOW CyOCTaHIMU HEOOXOAMMO BKJIIOUHUTH B
cienUKan0 CHeMUOUUHYI0 METOJUKY, TO3BOJSIONIYI0 IMOJy4aTh CTaOWIIbHBIC
pe3ysbTaThl. Bo MHOTHUX cliydasix JOMYCKA€TCS MCIOJIb30BaTh OJHY U Ty K€ METOJUKY (
Harpumep, BOXX) kak /st KOTHYECTBEHHOTO OINpPEIEICHHs] aKTUBHON (papMarieBTUYECKON
CyOCTaHIIUM, TaK W JUIs ONpeAeeHHs cojaepkaHus npumeceidl. Eciu mnpeacrtaBieHo
000CHOBaHWE HCIIOIH30BaHMS HECTIEITU(DUIHON METOJANKH KOJUYECTBEHHOTO OIMpPEIeNICHNUs,
IS JOCTHXKEHHs oOmeld crnenupuuHOCTH HEO0OXOAUMO HCMOJIb30BaTh Jpyrue
MOJTBEPKIAIOIIME METOAUKM HCHbITaHUW. Hampumep, eciu s KOJUYECTBEHHOTO
ompenesieHus] aKTUBHOM (apMaleBTUUYECKOM CYOCTaHIIMM MCIOJIb3YeTCS TUTPOBAHME,



HEO0OXOMMO HCIIONIb30BaTh KOMOWHALIMIO KOJUYECTBEHHOTO ONPEENICHUs U MOAXOSIIETO
WCTIBITAHUSI Ha COJIEPKAHUE NPUMECH;

r) npuMmecu. B cnenudukannm yka3pIBalOTCSl OPraHUYECKUE U HEOpraHMUeCKHe MPUMECH,
OCTaTOYHBIE PACTBOPUTEIU. DKCTPAIIOJISIIMUS 3HAYUMBIX IIPEIEIIOB COJEPKaHUS IPUMECEN Ha
OCHOBE JaHHBIX, MOJYYEHHBIX B XOJi€ pa3pabOTKu, onmucaHa B cxeme pemeHuid Ne 4.
ITockoIBKY Ha MOMEHT IOJAaYM PETUCTPALMOHHOIO JOChE JIEKAPCTBEHHOTO IIperapara
JaHHBIE JJI OLEHKHU MTOCTOSIHCTBA IMPOLIEcca MOTYT OBbITh HEOCTATOYHBIMU, HE JI0ITyCKAETCS
YCTaHABJIUBATb KPUTEPUU MPUEMIIEMOCTH, KOTOPBIE OXBATHIBAIOT TOJBKO JAHHBIC aHAIU3a
cepuii, MMEKNIMecs Ha MOMEHT MOJAa4d PETUCTPALIMOHHOIO JOChE JIEKAPCTBEHHOTO
rpernapara.

JlexapcTBEHHBIEC TpeNapaThl

35. Cnenyromue UCTBITAHUS U KPUTEPUHU MPUEMIEMOCTH OIIEHKHU PE3yJIbTAaTOB ATUX
UCIIBITAHWW PUMEHUMBI KO BCEM IpyNIlaM JIEKAPCTBEHHBIX MPENapaToB:

a) onucanue. B cnenudukanuu npuBoIUTCS OMUCAHUE KAYECTBEHHBIX XapaKTEPUCTUK
BHEIITHET0 BU/A JIEKApCTBEHHOU (opMbl (Hampumep, pasmep, ¢popma u 1Bet). Eciu ogHOo U3
ATUX CBOMCTB M3MEHSETCS B XOJI€ Mpoliecca MPOU3BOACTBA JIEKAPCTBEHHOIO Mpernapara uin
MpU XPAaHEHUH JIEKAPCTBEHHOTO Mpernapara, Takoe M3MEHEHUE HE0OXOIUMO H3Y4YUTh U
MPUHATH HEOOXOAUMBIE MEPBI JIJIsl €r0 MPEIOTBPALIEHUS UJIH COOTBETCTBYIOIIETO OTPAXKEHUS
B cnenudukanuu. Kputepun mpuemieMocTH TODKHBI BKIIOYATh B ceOsl BHEITHUN BUJT
JIEKapCTBEHHOIO TIpernapara. Eciiu mpu xpaHeHUH JIEKapCTBEHHOTO MpernapaTa MEHSIETCS ero
I[BET, TO B CICIU(UKAINIO HEOOXOIMMO BKIIFOUUTHh METOJNKY KOJIMUYECTBEHHON OTICHKU;

0) unentuduxanus. Ucnbrranust uaeHTUGUKAIMU JOKHBI YCTaHABIUBATD MMOUTMHHOCTD
aKTUBHOU (hapMaleBTUYECKOW CyOCTaHIIMM B JIEKAPCTBEHHOM IMperapare, a TakKe JaBaTh
BO3MOXXHOCTh HAWJIy4YIIUM 00pa3oM pa3auyaTh COCAMHEHUS C OJM3KOPOJCTBEHHOU
CTPYKTYpPOH, KOTOpPbIE MOTYT C BBICOKOM JOJIEH BEPOSTHOCTH IPUCYTCTBOBATH B COCTABE
aKTUBHOW (hapMaIieBTUYECKON CyOCTaHITMU U (UJTK) JIEKApCTBEHHOM mpenapate. Vcnbiranus
UJIEHTU(PUKAIIMY JOJDKHBI OBITh CLIEU(DPUYHBIMU B OTHOIICHUH aKTUBHOM (hapMarieBTUYECKOM
cyocTanuuu (Hanmpumep, uHGpakpacHas CIEKTPOCKOMUs), UCIBITAHUE TOJIBKO C MOMOIIbIO
XpoMaTorpaduyeckoro BpeMeHH yIep:KaHus He cunuTaercs creunduunbiM. Mcnonb3oBanue 2
XpoMatorpauuecKux METOJIUK, B KOTOPBIX pa3AeieHUE COSIUHEHUN ¢ OJIM3KOPOJACTBEHHOU
CTPYKTYpOil OCHOBAHO Ha Pa3JIMYHBIX MPUHIUIAX, WIW OObEIMHEHUE HUCHbITaHUN B 1
Metoauky (Hanpumep, BOXKX/Y® na auonnoit matpuiie, BOXX/MC unu I'’X/MC) aBnsiercs
MIPUEMIIEMBIM;

B) KOJIMYECTBEHHOE OMpejiesicHre. B oTHOIIEHNN BCeX JIEKapCTBEHHBIX MPEMapaToB IS
OTIpeNIeTICHUs COJIEpKAHUS IIEJICBOTO KOMIIOHEHTA (BEIECTBAa) HEOOXOIUMO BKIIOUUTH B
crienupuKaIrio CenupuIHyI0 METOAUKY KOJIMUYECTBEHHOI'O OMPEICIICHHS, TTO3BOJISIIOIILYIO
MOJTy4aTh CTAOWIIbHBIE PE3yIbTaThl. BO MHOTHX ClTydasix JOMYCKAaeTCs UCIOJIb30BATh OJIHY U
Ty *e MeToJuKy (Hampumep, BOXKX) kak ag KOIM4ECTBEHHOTO ONpENeIeHUs aKTUBHOU



(dapMaiieBTHYECKONW CyOCTaHIIMU, TaK U JJIS OMpPEACNICHHs coiepkaHusi mpumecei. [[s
KOJIMYECTBEHHOT0  OMNpEAENeHUs] aKTUBHOW (apMaleBTUUECKOM CyOCTaHUUM B
JIEKapCTBEHHBIX IIpernaparax JOIyCKAeTCs HCIIOJIb30BAHUE PE3yJIbTATOB HUCIIBITAHUM Ha
OJTHOPOJHOCTh COAEPKAHUS, ECIIU METO/IbI, UCIIOJIb3YEMBIE JIJISI ONPENEIEHUS OJHOPOIHOCTH
COZEPKAHUS, SABIIAIOTCS TAKXKE IMPUEMIIEMBIMH Ul KOJIWYECTBEHHOTO ompexaeneHus. Eciam
IPE/ICTaBI€HO 00OCHOBAHUE KCIOIb30BaHMS HECTIEIU(PUUHON METOIUKH KOJIHMYECTBEHHOTO
ONpeaeNeHus, 1l JOCTUKEHU o01Ieil crietn(PUUHOCTH HEOOXOAMMO UCIIOJIb30BaTh JPYTUe
MOJATBEPKIAOIIME METOAMKM HCHbITaHUNA. Hanpumep, eciu s KOJIUYECTBEHHOTO
OmnpenesieHUs] aKTUBHOM (papMaleBTUYECKOM CYOCTaHLIMM MCIOJIb3YeTCSd TUTPOBAHMUE,
HEO0OXOIMMO HCIIONIb30BaTh KOMOWHALIMIO KOJTUYECTBEHHOTO ONPEENICHUs U MOIXOSIIET0
UCIIBITAaHUS Ha cojiepkaHue npumecu. Eciu B cilyyae HMCHOJIb30BaHUS HecnelnupuuHON
METOJMKH KOJIMYECTBEHHOTO OINPEIAEIEHNs UMEIOTCS TaHHBIE O BIMSHUHA BCIIOMOTATEJIbHBIX
BEIIECTB Ha pe3yJIbTaThl aHAJIM3a, HEOOXOIUMO UCTIOIb30BATh CIIEU(PUUHYIO METOIUKY;

r) npuMecu. B crienndukanmy yka3blBarOTCS OpraHU4eCKUE U HEOPraHMYECKUE IPUMECH,
IIPOJYKTHI Ierpafanuu (IpOayKThl Pa3oKEeHUs ), OCTaTOYHbIE pacTBOpUTeNu. OpraHnyeckue
npuMecHu, o0pasyroluecs Mpu JAerpajaliyd aKTUBHOW (hapMalleBTUUYECKON CyOCTaHLUU, U
npuMecH, 00pa3yroliecs B poLecce NPOU3BOJICTBA JIEKApCTBEHHOTO IIpenapara, moajiexar
KOHTpOJIt0. CleayeT yCTaHOBUTH NMPUEMIIEMBIE NPEAEIBl COAEPKAHUS WHAUBUIYAJIbHBIX
cnenuGUIIMPOBAHHBIX MPOIYKTOB Jerpajanuu (MpOAyKTOB paslioKeHHUs), KOTOpbIe
NPEICTABIAIOT OO0 KaK UACHTU(GUIMPOBAHHBIC, TaK U HEUJECHTU(DULIUPOBAHHBIE MPOTYKTHI
nerpaganuu (IPOIYKTHI PA3JIOKEHHs), a TaKXKe IMpelesbl CyMMapHOTO COJAEpPKAHUS
POJYKTOB JAerpafanuu (MpoayKToB pasnoxkeHus). [Ipumecu, obpasyromiuecs: B Mporecce
CHUHTE3a aKTUBHOM (apManeBTHUECKON CyOCTaHUMHU, KaK MpaBUIIO, KOHTPOJUPYIOTCS Ha
CTaJMH €€ UCIBITAaHUA U HE BKJIIOYAIOTCA B IPEACN COACPKaHUA CyMMBI Ipumecen. Eciu
TEXHOJIOTMYECKasi MPUMECh SABJISETCS TaKXKe NPOAYKTOM Jerpajauuu (IpoayKTOM
pasloKeHus1), ee CoAep)KaHHe HEeOOXOJUMO KOHTPOJIUPOBATh M BKJIIOYUTH B Mpeiael
CoJIepaHusl CYMMBbI MIPOJIYKTOB JieTrpajalivu (MIpOAYyKTOB pa3ioxkenus). Eciu ¢ moMonibio
HAUIEKAIEH AHAJIUTUYECKOW METOAMKHM OJHO3HAYHO JIOKAa3aHO, YTO AaKTHUBHAs
(dbapMaiieBTUUECKas CyOCTaHIIMS, BXOJsIIas B COCTaB KOHKPETHOT'O JIEKApCTBEHHOTO
Ipernapara, B KOHKPETHBIX YCJIOBUSAX XPAHEHUS, YKAa3aHHBIX B PETHUCTPALMOHHOM J0ChE
JIEKapCTBEHHOIO Ipernapara, He MOABEPraeTcs Ierpajalyu, TO MOCIe PEruCTpalud TaKoro
JIEKapCTBEHHOT'O IPEIapara Mo COrJaCOBAHUIO C YIOJHOMOYEHHBIM OPTraHOM JIOITYCKaeTCs
COKpPaTUTh OOBEM HCIBITAHUS Ha OINpEeJeeHHe COACpKaHUSA MNPOIAYKTOB Jerpanauuu (
MPOIYKTOB PA3JI0KEHNUS) WIH UCKIIOYUTH €ro U3 crienuUuKanuu.

36. B cxeme pemienuiit Ne 5 onucana 3KCTpanoJisiiiusl 3HAUUMBIX TIPEAEIIOB COAEPKaHUS
OPOJIYKTOB Jerpajauuu (MpOoAyKTOB Pa3JIOKEHUs]) HAa OCHOBE JAHHBIX, MOJIYUYECHHBIX B
nporecce pa3pabotku. Ha MOMEHT mopauyu perucTpalMOHHOIO JIOChE JIEKAPCTBEHHOTO
npernapara JaHHbIE JJIs OIEHKM IOCTOSIHCTBA IPOIECCa MPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapara MOryT ObITh HEJOCTATOYHBIMU. B CBSI3M C 3TUM HE JONYCKAETCS YCTAaHABIMBATh



KPUTEPUHU TMPUEMIIEMOCTH, KOTOpPBIE OXBATBIBAIOT TOJBKO JaHHBIC aHajln3a CEpuH,
MMEIOIIMECS HA MOMEHT MOJIaYX PETUCTPALMOHHOTO JOCKE JIEKAPCTBEHHOT O IIpenapara.

3. Coenudransie HcOBITaHAA (KPHTEPUH IPHEMIIEMOCTH)

37. IloMMMO YHMBEPCAIbHBIX UCIIBITAHUM, YKAa3aHHBIX B MMyHKTax 34 — 36 HacTOSIIMX
TpeOGoBaHuii, B OTHOIICHUH OT/ETHHBIX aKTUBHBIX (DApMAIEBTUUECKUX CyOCTAHIINHI U (HUJITHN)
JIEKapCTBEHHBIX IPEnapaToB TpeOyeTcss MPOBEACHUE JOMOJHUTEIbHBIX MCIBITAaHUH,
ONMMCAHHBIX B HACTOAILIEM pa3aeie. Eciau ucnbITaHWe OKa3blBA€T BIUSHHE HAa KOHTPOJb
KadyecTBa CEpUd aKTUBHOW (apMaleBTUUECKOW CyOCTaHIMH U (WJIM) JIEKAPCTBEHHOTO
npemnapara, B crnequ@HUKalnuio HEOOXOIMMO BKJIIOUHUTh WHIAWBHAYaJbHbIE HCIBITAHUS (
KPUTEPUHU NPUEMIIEMOCTH). B OTAENBHBIX cilydasx (Halmpumep, Mocjiae HAKOIUIEHUS JTaHHBIX
00 M3MEHEHMSX KayecTBa JIEKAPCTBEHHOTO mpemnapara) TpeOyeTcsi MpOBEeAEHUE HHBIX
JOTIOJTHUTEIbHBIX UCTIBITAHUM.

Croenudranbie HCIHITaHNUS (KPUTSPHH IPHEMIIEMOCTH) JI1 aKTHBHBIX ()apManeBTUIECKUX
cyOcTanmumit

38. Crnenytomue crienrpUYHbIE UCTBITAHUA U KPUTEPUU MPUEMIIEMOCTU OIICHKH
pe3yJbTaTOB ATUX HCIBITAHUN NPUMEHUMBI KO BCEM aKTHUBHBIM (hapMalleBTHUYECKUM
CyOCTaHITUSIM:

a) GU3HKO-XUMHUYECKHE CBOMCTBA. YKa3aHHbIE CBOMCTBA BKJIIOYAIOT B CE0S1 B TOM UHKCIIE
pH BoxHoro pacrtBopa, Temreparypy (IMamazoH TEMIEpPATyp) IJIABJICHHUS W IOKa3aTellb
npejaomMieHus. MeTOIMKH, UCHOJIb3yeMbIEC ISl ONPENECICHUS YKa3aHHBIX CBOMCTB, Kak
MIPaBUJIO, YHUKAJIBHBI U HE TPEOYIOT CI0KHBIX U3MEPEHUN (HApUMep, KanWLISPHbIA METOT
ompejeNieHUus TeMIepaTyphl IUiaBieHus, pedpakromerpuss no AO6O6e). HcnwiTanus,
BBIMIOJTHSAEMbIE C LIEJIbI0 MOATBEPKACHUA (PU3HKO-XMMUYECKUX CBOMCTB, HEOOXOAMMO
IPOBOJUTh HA OCHOBAHMU (U3MYECKUX M XHUMHUYECKUX CBOMCTB aKTUBHOU
(hapMalleBTUUYECKOM CyOCTaHIIMM U €€ 1EJICBOT0 Ha3HAUCHUS,

0) pasmep yactuil. IS HEKOTOPHIX AaKTUBHBIX (hapMaleBTUUECKUX CYOCTaHIUH,
npeAHa3HAYEHHBIX [J1 MCIOJIb30BAHUS B TBEPABIX JIEKAPCTBEHHBIX IMpernaparax WIid
CYCHEH3UAX, pa3MEP YaCTULl OKa3bIBAET 3HAUUTENILHOE BIUSHHUE HA CKOPOCTh PACTBOPEHMUS,
OMOJIOCTYTHOCTh U (UJIK) CTAOMIBHOCTh. B Takux ciydasx ciaeayeT YCTaHOBUTh KpUTEpUU
NPUEMJIIEMOCTH M TPOBOJMTH MCIBITAHUE IO ONPEICICHUIO pa3Mepa YacTUL C
HCIIOJIb30BAHUEM COOTBETCTBYIOIIEH MeToAMKH. B cxeme pemenuit Ne 6 mpencTtaBiieHb
JOTOJTHUTENbHBIE MOSICHEHUS! B OTHOIIEHUH MUMEIOLIUXCS CIy4aeB MPOBEJICHUS MCIBITAHUS
10 OINPEAEIICHUIO pa3Mepa YacTHL;

B) nonumopdHeie ¢opmbl. HekoTopble akTUBHBIE (DapMaleBTHUECKUE CYOCTaHIIMU
CYLIECTBYIOT B Pa3HBIX KPUCTAIUIMYECKUX (opMax, KOTOpbIE Pa3IUYAIOTCA MO CBOUM
¢usnueckum cpoiictBam. [lonumopdusm Takke BKIIIOYAET B ce0sl MPOAYKThI COJIbBATALIMK U



rujipatanuu (rceBaonoauMopdsl) u amopdusie ¢popmbl. Paznuuns B npoduie ykazaHHBIX
(GbopM B HEKOTOPBIX ClIyyasX OKa3bIBalOT BIIMSHUE HA KAayeCTBO W (PYHKIIMOHAIbHBIE

XapaKTepUCTUKU JIEKapCTBEHHBIX MpernapaToB. Eciu cymiecTByloT mogoOHbIe pa3iuyus ¢

JIOKa3aHHBIM BJIMSHUEM Ha (PYHKIMOHAJIbHBIE XapAaKTEPUCTUKH JIEKAPCTBEHHOIO Mpernapara,
ero OMOJOCTYNMHOCTh WM CTAaOUIBHOCTH, TO B cHenuduKanuu HE0OXOAMMO yKa3aTh

COOTBETCTBYIOIIEE COCTOSIHUE TBEPIAOro BemiecTBa. PU3MKO-XUMHUYECKUE H3MEPEHUS U

METOAbl OOBIYHO HMCHOJB3YIOTCSA [JIs ONPEACICHUS HAIWYUS HECKOIBKHX IMOJIUMOPPHBIX

dbopm (Hampumep, ompeaesieHne TOYKU TUIABJICHUS (BKIIIOUYas MUKPOCKOIHUIO MPU BBICOKOU
Temnepatype), undppakpacHas crnekrpockonus (MK) mis BemecTs B TBEPAOM COCTOSIHUU,

MOPOIIKOBAasi PEHTTeHOBCKas AWQPaKIHA, METOJUKH TEPMUUYECKOTO aHaiu3a (BKIOYas

muddepenumanbHo-ckanupyomyto kanopumerpuio (JCK), TepMorpaBumMeTpuuecKkuil aHaims
(TTA) u muddepenunansao-Tepmudeckuii ananmms ([ TA)), PamanoBckasi cieKTpocKomus,

CBETOBAsi MUKPOCKOIHSI M CHEKTPOCKOIHUS SIACPHOr0 MarHUTHOro pe3zoHanca (SIMP) mis

BEILECTB B TBEPJOM COCTOSTHUM).

B cxemax pemenuii Ne 7 (1) — 7 (3) npeacraBieHbl TONOJHATEIbHBIE MOSCHEHUS, KOTJa U
KaK CJIEAyeT KOHTPOJIUPOBATh M aHATM3UPOBATH MOJIUMOpP(HBIE POPMBI. YKa3aHHbBIE CXEMBbI
PELICHMI CIIeyeT IPUMEHSATD [TOCIIEI0BATEIBHO.

B cxemax pemenuit Ne 7 (1) u 7 (2) npencraBieH arOpuTM AJisl ONPEAEICHUs TOTO,
MPOSIBIISICT NI aKTHUBHAs ¢apMaleBTUUYECKass CyOCTaHIUA MOIUMOPGU3M U BIUAIOT JIH
pasznuyHbie noauMop@Hbie GopMbl Ha GYHKIHOHATIBHBIE XapaKTEPUCTUKH JIEKAPCTBEHHOTO
npenapara.

Cxemy pemenuit Ne 7 (3) cienyer MCHOJIb30BaTh B TOM CJydae, €CIU aKTHBHas
(dapMmarieBTHYECKAs] CyOCTaHIMS MPOSBIAECT NOJUMOP(GU3M U OH OKa3bIBaeT BIIMSHUE HA
(yHKIIMOHANIBHBIE XapaKTEPUCTUKU JIeKapCcTBEHHOTo mpenapara. C MOMOIIbIO 3TOM CXEeMbI
pelIeHui clieyeT MpoaHaIu3upOBaTh BO3ZMOKHOCTh U3MEHEHUH Mpouis NOoJIUMOPPHBIX
dbopM B JIeKapCTBEHHOM IIpenapare, a TakKe CIOCOOHOCTbh TaKUX M3MEHEHUN OKa3bIBaTh
BIIMsIHKE HA (DYHKIIMOHAJIbHBIE XapaKTEPUCTUKHU JIEKAPCTBEHHOTO Mpernapara.

Kak npaBuio, o4eHb TPyIHO TEXHUUYECKH POaHAIU3UPOBATH TOTUMOP(HBIE H3MEHEHUS
B JICKApCTBEHHBIX Mpemnaparax. B 1mensx KOHTpods (yHKIMOHAIBHBIX XapaKTEPUCTHUK
JIEKApCTBEHHOTO Mpenapara OObIYHO HCIOIb3YIOTCS KOCBEHHBIE HCHBITAHUS (HAIpUMeEp,
pacTBopenue) (cxema pemeruit Ne 7 (3)), a onpezenenue coaepkanusi noJIUMOphHBIX GopM
U YCTAaHOBJIEHUE KPUTEPUEB NPUEMIEMOCTH AJISI TAKOTO WCIBITAHUS CIENYET MPOBOAMTH
TOJIBKO B KpallHEM ClIy4ac;

I') UCIBITAHUS JJISI XMPAJIbHBIX aKTUBHBIX (papmaneBTuuyeckux cyOcranuuid. Ecnu
akTUBHas (¢apmaneBTHueckass cyOCTaHLMs TMpeAcTaBisieT coOO0H MNPEeUMYyIECTBEHHO
OJVMHOYHBIM DHAHTUOMEDP, a COAEpPKAHUE TMPOTHUBOMOJIOKHOTO HHAHTUOMEpPA HUKE
KBaTU(DUKANMOHHBIX W HMACHTU(UKAIMOHHBIX TOPOTOBBIX 3HAYCHWH, MPUBEICHHBIX B
OpaBujax MO HM3YYCHUIO NPUMECEH B JIEKAPCTBEHHBIX CPEACTBAX WU YCTAHOBIICHUIO
TpeOOBaHUIl K HUM B cnenudukanuax, yreep:xxaaeMboix Komuccueit, To mpOTHBONONI0KHBIN



DHAHTUOMEDP HE OMNPENEIISIETCA M0 IPUYUHE NMPAKTUYECKON CIIOKHOCTHU OIPENENICHUS IIPU
HHA3KOM YPOBHE €ro coaepkanus. OQHAKO TaKyl0 SHAaHTHOMEPHYIO NPUMECh B XUPaJIbHOU
aKTUBHOW (hapMarleBTUUECKON CYOCTaHIIMM W COOTBETCTBYIONIUX € JIEKapCTBEHHBIX
npenaparax cieayeT KOHTPOJIMPOBATh B COOTBETCTBUM C IPaBUJIAMH MO U3YUEHUIO PUMECEN
B JICKAPCTBEHHBIX CPEICTBaX M YCTAHOBJICHHUIO TPeOOBAaHWU K HUM B CIEUH(PUKALMIX,
yTBepxKaaeMbix Komuccueit. B cxeme pemenunit Ne 8 npejcraBieHsl B 00001eHHON dhopme
YCJIOBHS, TPEOYIOIIME MPOBEACHUS MCHBITAHUA UACHTU(UKAIMU XUPAIbHBIX COECIUHEHUM,
UCIIBITAHUM Ha OIIPEACIICHUE COACPKAHUS IIPUMECEN U HAa KOJIMYECTBEHHOE OIIPEIECIICHUE KaK
JUIsl aKTUBHBIX (papMalieBTUYECKUX CyOCTaHUMM, TaK W ISl JIEKAPCTBEHHBIX MpEnapaToB B
COOTBETCTBHUM CO CJIEIYIOIIMMH KOHLENUMsAMH (cxema pemeHuit Ne 8 He mpumeHsercs K
XUPATBHBIM CYOCTaHIIMSAM MPUPOJTHOTO POUCXOKICHUS).
JUis XUpaabHBIX AKTUBHBIX (papMalleBTUYECKUX CYyOCTaHIIMI UCTIBITAHUS MPOBOAATCS KaK
B aKTUBHOM (papMaiieBTUUECKOM CyOCTaHIINM, TaK U B JIEKAPCTBEHHOM Ipernapare.
B akTuBHOU (papmaneBTUYECKON CyOCTaHUIUU TPOBOJATCA CIAEAYIOIINE UCTIBITAHUS:
npuMmecu. KoHTpodIb NPOTUBOMONOKHOIO SHAHTHUOMEPA XHPAIbHBIX AKTUBHBIX
(dapManeBTHUECKUX CyOCTaHLMM, pa3pabOTaHHBIX B Ka4eCTBE OJMHOYHOTO HYHAHTHOMEDA,
IPOBOAMUTCS TaKUM K€ 00pa3oM, Kak U B OTHOUIEHWU Jpyrux mnpumeceir. OnHako
TEXHUYECKUE OTPAaHUYECHUS MOTYT IPEIMATCTBOBATH MCIIOJb30BAHUIO TEX JKE€ IPEIECIOB
KOJIMYECTBEHHOTO OMpeNeeHus coaepkaHus (KBaqu(UKAIMOHHBIX MPEJENIOB), YTO U IJIA
OCHOBHOr0O 3HaHTHOMepa. Clienyer TakKe MOATBEPAUTh HAAECKHOCTh KOHTPOJSA IYyTEM
MOAXOAIIMX HCHBITAHUA MCXOAHOTO CBIPbS HIJIM NPOMEXKYTOYHOW HPOAYKIUH C
MCII0JIb30BAaHUEM COOTBETCTBYIOIIETO OOOCHOBAHMS;
KOJIMYECTBEHHOE omnpeeneHue. B cnenudukanuio 10IKHO ObITh BKIIOYEHO UCIIBITAHUE
Ha KOJIMYECTBEHHOE ONpPE/IEIeHNE aKTUBHON (papMalieBTUUECKON CyOCTaHIIUMM, TTO3BOJISIOLIEE
CEJIEKTUBHO YCTAaHaBJIMBATh COJEPKAHUE B HEU DHAHTUOMEPOB. /(7 BBINIOJHEHUS 3TUX
YCJIOBUH CUWTAETCS] MPUEMIIEMBIM MCIOJb30BAHUE CHEUUPUUHON JIsI XUPAIBHOTO
COEAUHEHHS] METOIUKH KOJIMYECTBEHHOTO ONPEIEIEHUS C COOTBETCTBYIOIIMMU METOJAMHU
KOHTPOJISI JHAHTUOMEPHON IPUMECH;
uneHtudukanus. s akTuBHON (papmarieBTUUECKOM cyOcTaHIuuU, pa3padOTaHHOHN B
Ka4yeCcTBE OJMHOYHOIO SHAHTHOMEpA, MCHBITAHUS HIACHTHU(PUKAUUU JTOJHKHBI MO3BOJIATH
pas3nyuaTth KaXKIbIH SHAHTHOMEpP W panemar (paleMU4YecKyl0 CMeCh JHAHTHOMEPOB).
Breinenstores 2 ciyyas, Opu KOTOPBIX AaKTHBHas (papmaneBTHUYecKas CyOCTaHIus,
IpeACTaBiIsAomas coO0l paleMUYecKyl0 CMeChb, TpPeOyeT BBIIOJHEHHUS HCIBITAHUS
UJIECHTU(UKAIUN CTEPEOM30MEpPOB MpU MPOBEICHUM HCIHBITAHWI Ha JaTy BbIIycKa (
UCIIBITAHUS HA IPUTOTHOCTB):
P BBICOKOW BEPOSITHOCTHU IMEPEX0/ia FHAHTHOMEPA U3 OJHON (DOPMBI B IPYTYIO;
IIPU BO3HUKHOBEHWHW OCHOBAaHMU JJIs1 M30MpATEbHON KPHUCTAJUIM3ALUHU, KOTOpast
croco0Ha MPUBECTH K HEMPEIHAMEPEHHOMY 00pa30BaHUIO HEPAIIEMUYECKOI CMECH.



B nekapcTBeHHOM Mpenapare Jjisi XUpaJbHOW aKTUBHOM (hapMalieBTUYeCKON CyOCTaHIINH
MPOBOSTCS CIEIYIONINE NCTTBITAHUS:

IPOAYKTHI Aerpajgaiu (IpOayKThI pa3iioxkeHus). [Ipu oTcyTCTBUM MOATBEPKIAECHUS TOTO,
YTO MPHU MPOU3BOJICTBE JICKAPCTBEHHON (DOPMBI M €€ XpaHCHUU palleMU3aIUs SBISCTCS
HE3HAYUTENBHOM, HEOOXOIMMO OCYIIECTBISATH KOHTPOIIb CO/IEP KaHUS BTOPOTO SHAHTHOMEpa
B JICKAPCTBEHHOM Tperapare;

KOJIMYECTBEHHOE ompezeneHue. Eciau nokazaHo, 4TO B Mpolecce MPOU3BOJCTBA
JeKapCTBEHHOM (OPMBI M €€ XPaHCHUHW paleMU3alus SBISETCS HE3HAYUTEIbHOM,
JOITyCKAETCs MCTIOIb30BaHNE METOIUKH KOJIMYECTBEHHOTO OMpEeIeIeHHs, HeCTIen(MUIHON B
OTHOLIEHUU XUPAJIBHOIO COEIMHEHMs. B HHBIX cllydasx HEOOXOJMMO HCIOJIb30BaTh
METOANKY, CHeMU(PUYHYI0 B OTHOIIEHWW XHPATBLHOTO COCAMHEHUS, WIH, B KadeCTBE
aNTbTEPHATUBBI, KOMOMHAIINIO HECTEMU(PUIHONW METOAWKHA W BAIUIAPOBAHHONW METOJUKHU
KOHTPOJISI COJIep KaHus IPOTHUBOIOJIOAKHOTO SHAHTUOMEPA;

uaeHTuguKanusi. B cnenudukanuo JeKapcTBEHHOTO Mpenapara Ha MOMEHT BBIITYCKa,
KaK IIPaBUJIO, HE BKJIIOYAETCs cTepeociennduueckoe ucnbitTanue uaeHtuduxanuu. Eciu npu
MPOU3BOJCTBE JIEKAPCTBEHHOW (QOpMBI W €€ XpaHCHWU paleMH3alus SBISETCS
HE3HAYUTENbHOM, TO cTepeocnenu(puIHOe UCIIBITAHNE UACHTU(UKALIMY CIeAyEeT BKIOYUTD B
crienuduKaIuio aKkTUBHOW (papmarieBTudeckoi cyoctanuuu. Ecinu B ekapcTBeHHON dopme
MPOUCXOIUT PalleMU3ALHs, TO JIJIsl MOATBEPIKACHUS MOJJIMHHOCTH UCTIOIb3YETCsl XUpaibHast
METO/IMKA KOJIMYECTBEHHOTO OINpPEEICHUS WIM UCTIBITAHWE HA YHAHTUOMEPHYIO NMPUMECH B
JICKapCTBEHHOM TIpernapare;

1) colepkaHue BoAbl. [laHHOE HCTIBITAaHUE TPOBOAMUTCS B Cllydyae, €CIu aKTUBHAsS
dapmareBTHUECKas CyOCTaHIMS TUTPOCKOMMYHA, WM BJIara BBI3bIBACT €€ JeTpaJalnio, UIn
aKkTUBHas (hapMmareBTUYecKasi CyOCTaHIIUS MPECTABISAET COOON CTEXUOMETPUUECKHUM TUIpAT.
Kpurepuu npueMnaeMocTu J0mmycKaeTcsi 000CHOBBIBATh C MOMOILBIO AaHHBIX 00 3¢ ¢dexTax
ruapaTalnuu Wik abcopOIuu Biard. B HEKOTOpHIX CilydasX JOCTAaTOYHO HCIOJIb30BATh
METOAMKY OIpeeJeHUs MOTEPH B Macce MpH BBICYNIMBAHUH, HO MPEANOYTUTEIHHO
UCIIOJIb30BaTh METOJUKY OOHApYXEHMsI, CICUM(PUUYHYI0O B OTHOIICHHH BOJbI (HAIpuMep,
TUTpOBaHMeE Mo MeToay Puriepa);

€) Heopranmdeckue npumecu. Ha ocHOBe MaHHBIX, MOJTYUYEHHBIX MPU pa3paboTKe, U
CBEJICHUI O TMpoIlecce MPOU3BOJICTBA JIEKAPCTBEHHOTO IMpernapara cleayeT ONpeaelIUTh
HEOOXOIUMOCTh BKJIFOUEHHUS B CIEHU(DPHUKAIINIO UCTIBITAHUN U KPUTEPUEB MMPUEMIIEMOCTH IS
HEOPraHMYEeCKUX NpuMece (Hampumep, KaTaau3aTopoB). MeETOOUKM U KpPUTEPUU
NPUEMIIEMOCTH I Cylb(paTHOM 30ibl (0OHIEH 30Jibl) JOJKHBI COOTBETCTBOBATH
TpeboBanusiM Papmaxornen Coro3a, a IpU OTCYTCTBUU B HEM COOTBETCTBYIOIIUX JAHHBIX —
TpeboBaHusIM (apMakorne rocynapcTB-wieHoB. [Ipoune HeopraHuyeckue MNpUMECH
JOMYCKAeTCAd OMpeAesaTh € IMOMOIIBI0 IPYTUX MOAXOISAUIUX METOAMK (Hampumep,
aTOMHO-a0COPOITMOHHON CIIEKTPOMETPHUH);



) MHUKpoOHMoyiornueckas 4yucrora. B cnemudukarnuu, ecinu 3To HEOOXOIUMO,
NPHUBOJUTCS yKa3aHHWE OOIIEro CoJaepKaHusi a’dpOOHBIX MHUKPOOPTaHH3MOB, OOIIEro
KOJINYECTBA JAPOKKEBBIX U IUIECHEBBIX TPUOOB, a TakyKe MHPOPMAIIUS O IMOJIHOM OTCYTCTBHH
OTpE/ICNICHHBIX BHJIOB OaKTepHii, HAJIMYHUE KOTOPBHIX B JICKAPCTBEHHOM Iperapare He
nomyckaetcs (Hampumep, Staphylococcus aureus, Escherichia coli, Salmonella spp.,
Pseudomonas aeruginosa). llpucyTcTBHe MHKPOOPIaHH3MOB HEOOXOIHWMO OINPEAETUTH C
UCTIOJIb30BaHUEM (hapMaKOTCHHBIX METOAMK. Pa3HOBUIHOCTH MHKPOOMOIOTUYCCKUX
UCIIBITAHUN M KPUTEPUEB MPHEMIIEMOCTH CJEIYeT ONpEeNATh Ha OCHOBAHMH CBOICTB
aKTUBHOM (hapMalleBTHUECKOH CyOCTaHIIMU, croco0a MPOM3BOJCTBA M IPEIIaraeMoro
NPUMEHEHHS JIEKAPCTBEHHOTO TpenapaTa. Hampumep, B OTHOIIEHUHN CTEPUIIBHBIX aKTUBHBIX
(bapManeBTUYCCKUX CYOCTAHIIUN CIIeIyeT MPOBOIUTH UCIBITAHHE HAa CTCPUWIBHOCTH, 4 B
OTHOIIICHUH aKTUBHOW (papMarieBTHIECKON CyOCTaHIINM, UCIIOIB3YEMOM JUIS IPUTOTOBICHUS
MHBEKLIMOHHBIX ()OPM JIEKapCTBEHHBIX MPEMapaToB, — UCTIBITAHNE Ha SHAOTOKCHUHBL B cxeme
pemenuit Ne 1 mpepcTaBieHbl TOTOTHUTEIBHBIC MOSCHEHUS, B KaKUX CIydasx CIEIyeT
BKJIFOUUTH B CTICHU(UKAINIO UCIIBITAHUS Ha MUKPOOHOJIIOTHYECKYIO YUCTOTY.

Cremmdraeckie HCIBITaHHA (KPATEPHH TIPHEMIIEMOCTH) 1A JIEKAPCTBEHHEIX TPENapaToB

39. Vkazannble B myHKTax 40 u 41 nacrosmux TpeOGoBaHMiI MCTIBITAHUS MIPEACTABISIOT
co00il mepeyeHb Pa3HOBUAHOCTEH HWCHBITAHUW M KPUTEPUEB MPUEMIIEMOCTH OLIEHKHU
pPE3yNbTATOB 3TUX UCIBITAHUI JJI PA3JIMYHBIX FPYIII JEKAPCTBEHHBIX MPENapaToB, KOTOPHIMA
clelyeT BKIIOUMUTH B uUX cneuudukamnuio. B nynkrax 40 u 41 nacrosmux TpebGoBaHui
paccMaTpUBAIOTCS TBEPAbIE M JKHUJKHE JIEKapCTBEHHBbIE (OpPMBI sl IpHeMa BHYTPb U
napeHTepaibHble JeKapcTBEHHbIE (OPMBI (MaJIOro U 00NbIIOro 00BEMOB). YKa3aHHBIE B
nyHkTax 40 u 41 Hacroamux TpeOoBaHMII MCNBITAHUS W MOAXOAbI TaKK€ MPUMEHUMBI K
JAPYTUM JIEKapCTBEHHBIM (popmam.

Tepasie neKapcTBeHHEIE (OPMEI 411 MPHEMA BHYTPh

40. K MArkum KarcyJjiaM U rpaHyJiaMm IpUMEHUMBI CIEAYIOUIME UCTIBITAHUS Ha:

a) pactBopeHue. B crienudukaiuio TBEpAbIX JIEKapCTBEHHBIX (POpM 1Jis MpremMa BHYTpPb,
KaK TPaBUJIO, BKJIIOYAIOTCS WCIBITAHUS JUIS OMNpEeJICHUS BBICBOOOXKICHUS AKTUBHOU
dbapmaneBTUUECKOM CyOCTaHIIMM U3 JIEKApCTBEHHOTO Ipemnapata. B oTHoueHuu
JEKapCTBEHHBIX (OPM C HEMEIJICHHBIM BBICBOOOKICHUEM, KaK IMPABWIO, JOCTATOYHO
OJIHOTOYEUYHBIX" M3MepeHuil. B oTHOIIEHHH JIeKapCTBEHHBIX POpPM ¢ MOIUDUIIMPOBAHHBIM
BBICBOOOXJIEHUEM HEO0OXO0UMO MOA00paTh MOAXOASAIIUE YCIOBUS UCTBITAHUN U METOJUKY

"

orbopa mpo0. Hampumep, B OTHOILICHHH JIEKAPCTBEHHBIX (POPM C MPOJOHTUPOBAHHBIM
BBICBOOOXKJICHUEM OTOOp MPOO HEOOXOAMMO OCYIIECTBIISITh B HECKOIBKHX BPEMEHHBIX
TOYKaX, a B OTHOIIIEHUHU JIEKAPCTBEHHBIX (POPM C OTCPOUCHHBIM BBLICBOOOKIECHUEM CIIEIyEeT
MPOBOJUTL JIBYXAITAITHOE HCHBITaHWE (MOCIIEAOBATCIIBHO WM TapajieIbHO, C



WCIIOJIb30BAHUEM PA3JIUYHBIX CPEJ B 3aBUCHUMOCTH OT CUTyaluu). B Takux ciydasx mpu
BBIOOpE UCIIBITAHUM U YCTAHOBJIICHUH KPUTEPUEB MPUEMIIEMOCTH HEOOXOIMMO IPUHUMATh BO
BHUMAaHHUE NOMYJSLUI0 NAUEHTOB, KOTOPBIM MpEAHA3HAYAETCs JIEKAPCTBEHHBIN Mpernapat (
HaIpUMeED, JIMIIA MOKUIOr0 BO3pacTa, CTpajarolue axjaopruapueii). B HEKOTOphIX ciyyasx
UCIIBITAHUE HA PACTBOPEHME JOIYCKAETCS 3aMEHUTh UCIIBITAHUEM Ha pacnagaeMocTh (cxeMa
pemmenuii Ne 3 (1)).

Ecnu nu3mMeHeHue CKOpOCTH pacTBOPEHUS JIEKAPCTBEHHBIX MPENapaToB ¢ HEMEAJIEHHBIM
BBICBOOOJKJICHUEM OKa3bIBAET 3HAYMTENIBHOE BIUSHHE HA OMOJOCTYNHOCTb, CIEAYET
MPEAYCMOTPETh TaKU€ YCIOBHS UCHBITAHHUM, P KOTOPHIX CTAHET BO3MOKHBIM BBISBICHHE
cepuii ¢ HempHuemJieMoil 6MoJocTyTHOCThIO. Eciin n3MeHeHus: B cocTaBe WM B IapaMerpax
npoliecca MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpenapara CyIIeCTBEHHO BIUSAIOT HA PACTBOPEHUE
U TaKW€ HM3MEHEHHS HE KOHTPOJMPYIOTCS C IOMOIIBIO JAPYroro YCTaHOBJIEHHOIO B
cnenuUKald MeToJa, TO HEOOXOAUMO NPEAyCMOTPETh YCJIOBUS HUCHBITAHUSA Ha
pacTBOpEHUE, KOTOpble OyIyT CHOCOOCTBOBATH PACIO3HABAHMIO MOJOOHBIX M3MEHEHUU (
cxema pereHuit Ne 3 (2)).

Ecau pacTBopeHHe CYILIECTBEHHO BIMSET Ha OMOJOCTYMHOCTh, TO HEOOXOIUMO
YCTAHOBUTHh KPUTEPHUM INPUEMIIEMOCTH JUIsl MCHBITAHUS HA PAaCTBOPEHHE, IMO3BOJISIIOLINE
0oTOpakoBaTh CEPUM C HEMPUEMIIEMOW OMOAOCTYMHOCTHIO. B MHBIX ciyuyasx HEOOXOAUMO
BBIOpaTh TakWe YCJOBHUS HCIBITAHUS U KPUTEPUH MPUEMIIEMOCTH, KOTOPBIE MO3BOJIST
BbIOpATh CepUU, MPUTOAHbBIC JJISI IPUMEHEHHMSI JIEKAPCTBEHHOTO Mpernapara B MEIUIUMHCKUX
uensix (cxema pemienuit Ne 3 (2)).

B oTHOmIEHNU J€KapCTBEHHBIX MPENapaToB € MPOJOHTUPOBAHHBIM BBICBOOOKICHUEM
AKTUBHBIX (hapMaleBTUYECKUX CYOCTaHUUH, MPOSABISIOMIMNX PA3JIUYHYI0 CKOPOCTh
BBICBOOOXK/IEHUS, B LIETSAX YCTAHOBJIEHUS KPUTEPUEB NMPUEMIIEMOCTU JIOMYCKAeTCs Ul UX
000CHOBaHUS MCHOJB30BaTh In VIVO (In Vitro) KOPpEesLMIO0 NMPU HAIMYMM AAHHBIX O
OMOJOCTYIHOCTH B OpraHU3Me YelIOBEKa TaKKX JIEKAPCTBEHHBIX MpenaparoB. Eciau nanHbie 0
OMOJIOCTYTHOCTH B OPraHM3Me€ YeJIOBeKa OTCYTCTBYIOT M HEBO3MOXKHO MOATBEPAMTH, YTO
BBICBOOOX/ICHWE AKTUBHOW (apMalleBTUUECKOW CyOCTAaHIIMU HE 3aBUCUT OT YCJIOBHM
UCIIBITAHUM In Vitro, TO KPUTEPUU MPUEMIIEMOCTH YCTAHABJIMBAIOTCA HAa OCHOBAHUHU
MMEIOLIUXCS PE3YIbTATOB UCIIBITAHUM ceprid. [loIyCTUMBIE OTKIOHEHUSI CPEAHEN CKOPOCTH
BBHICBOOOJK/IEHUSI BO BCEX BPEMEHHBIX TOUYKax HE JOJDKHBI mpeBbimate = 10 % ot
3as1BJICHHOT'O COJEp>KaHUsI aKTUBHOU (apmaneBTUUEeCKOW cyOcTaHuMu (TO €cTh 00Ias
BapuabenbHOCTh He Oonee 20 %: nampumep, TpeboBanue 50 = 10 % o3Hagaer, 4TO
npueMiieMblii quamna3zoH paBeH 40 — 60 %), ecnu Toapko Oojee MMPOKUN AMANA30H HE
000CHOBaH HCClIeI0BaHUEM OMOAKBUBAJICHTHOCTH (cxeMa pereHuid Ne 3 (3));

0) pacnagaeMocTh. B oTHOIIEHHH OBICTPOPACTBOPUMBIX JIEKAPCTBEHHBIX MpenapaTos (
pactBopenue > 80 % 3a 15 munyt npu pH, paBaom 1,2, 4,0 u 6,8), conepx,anmx Xopomo
pacTBOpPUMBIE aKTUBHBIE (hapMalleBTHUYECKUE CYOCTaHIIMU B (PU3MOJIOTHYECKOM JIHAra3oHe
3HaueHuil pH (zo3a pactBopsiercs B cpene o0bemoM menee 250 mut ipu pH ot 1,2 g0 6,8),



WCIIBITAHUE Ha PACTBOPEHHUE JIOMYCKAETCS 3aMEHUTh HCIBITAHUEM Ha PacmajgacMOCTh.
[IpoBeneHrne MCHBITAaHUS Ha paclagaeMOCTh HanOoJiee Ba)KHO, €Clid Oblja yCTaHOBJICHA

B3aMMOCBSI3b C PACTBOPEHHEM WM OBLJIO MOKA3aHO, YTO OINpECICHUE PacIalaeMOCTH

MOJXOJIUT JIYYIlle, YeM HCIBITAHUE Ha PACTBOPCHHE. B TakmX ciydasX HCIBITAHHE Ha

pPacTBOPEHHE JOIMYCKACTCS HE MPOBOJUTH MPU HATMYUU COOTBETCTBYIOMIETO OOOCHOBAHMS.

[Ipu BeIOOpE HMCHBITAHMI HAa PAaCTBOPEHHE WM PacHaacMOCTh MPENIoiaraercs, 4ro s

MOATBEPKIEHNS YCTOMUYMBOCTH COCTaBa JICKAPCTBEHHOTO Tperapara U MPOU3BOACTBEHHOTO
mpoiiecca OyneT mpencraBieHa MHGOpMalug o pa3paboTKe JIEKapCTBEHHOro mpemnapata (
cxema perenuit Ne 3 (1));

B) TBEPAOCTh W (MJIM) UCTUPAEMOCTh. ECM yKa3aHHbIE UCTIBITAHHS BBITIOTHSIIOTCS B
nporecce POU3BOJACTBA JEeKapCTBEHHOTO npemapara, TO 3TH
(hapMaIeBTHKO-TEXHOJIOTUYECKHIE MOKA3aTeNN He TpeOyeTcs BKIIOYATh B CICIM(PUKAIIHIO.
Ecnu TBepnocTh M HMCTHUPAEMOCTh OKa3bIBAIOT KPUTHUUYECKOE BIUSHUE HA KadyeCTBO
JIEKapCTBEHHOT'O Tpemnapara (HampuMmep, >KeBaTelIbHbIX TaOJETOK), TO B cHelu(pUKAIIUIO
HEO0OXO0IMMO BKIIFOUUTHh COOTBETCTBYIOIIUE UCTIBITAHUS U KPUTEPUU IPUEMIIEMOCTH;

I') OAHOPOJAHOCTh €IUHUII JO3UPOBAHUS (OTHOPOTHOCTH JO3UPOBAHUS, ONPEACISIEMYTO
METOJIOM BapHallud Macc, U OJTHOPOTHOCTH JO3UPOBAHMUS, OMpPENCIIEMYI) METOJIOM
OJTHOPOJHOCTH COJICpKaHUsI AKTUBHOW (apMaleBTUUECKON CyOCTAaHIIMM B CIWHUIIC
n03upoBaHHON (Gopmbl). IIpu UCHBITAHUAX HEOOXOIUMO HCIIOIL30BaTh (hapmakoreiiHbIe
MeToAauku. B crnenudukanuio BKIIOYAIOT OJHO U3 3THX HCHbITaHWU. Eciaum mpumeHnumo,
yKa3aHHBIC UCIIBITAaHUS TIPOBOSATCS B MPOIECCE MPOU3BOJICTBA JIEKAPCTBEHHOTO Tpermapara;
Opyu ATOM B cHeHUPUKAIUI0 HEOOXOJUMO BKJIIOUUTH KpUTEpUHM TpuemieMocTdu. Ecnu
OTKJIOHCHHSI B Macce JIEKAPCTBEHHBIX IMPEMapaToB MPEBHIIIAIOT TOPOTOBOC 3HAUCHUE, TIPU
KOTOPOM MOXHO OIPEACNIATh OJHOPOIHOCTh COJAEPKAHMSI ITyTEM OIPEACIICHNUS] OTKIIOHEHUS B
Macce, 3asABHTENb B XOA¢ pPa3pabOTKH JOJDKEH YIOCTOBEPHUTHCS, YTO TOMOTEHHOCTH
JIEKapCTBEHHOTO TIpernapara sBIIeTCS YIOBICTBOPUTEIHHOM;

1) ompeiesieHrne coaeprkanus Bobl. [Ipyn HE0OX0IMMOCTH B CIIeU(PUKAIIAIO BKITFOYACTCS
WCIIBITAHUE Ha OMpPEACIICHHE COJepKaHusl BOAbL. KpuTepuu mpuemMiIeMOCTH OIyCKaeTCs
000CHOBBIBATh JTAHHBIMU O BJIUSIHUM THUApATAIlMU WK a0COpOIMU BOABI JEKAPCTBEHHBIM
npenapaToM. B HEKOTOpHIX Ciydasx JOCTaTOYHO HCIIOJIH30BAaTh METOAWKY OMPEICIICHHUS
NOTEPU B Macce NPH BHICYIIMBAHUHU, HO TMPEINOYTUTEIbHEE HCIOIB30BaTh METOJUKY
oOHapyXeHUs, CeNU(PUIHYI0 B OTHOIICHUU BOJABI (HApHMEpP, TUTPOBAHUE IO METOIY
Quepa);

€) MHKpPOOMOJIOTHYECKYI0 YHUCTOTY. YKa3aHHBIC HCIIBITAHUS HEOOXOIUMBI IS
MOATBEPKICHHS BhIMOMHEeHUs [IpaBuin Hajmexame mpou3BOJACTBEHHON MPAKTUKU WU IS
oOecrieueHus1 KayecTBa JIEKapCTBEHHOrO Ipernapara. Takue HUCIbITaHUS B OTHOIICHUU
JIEKapCTBEHHBIX IPETNapaToB JIOMYCKACTCS HE MPOBOJIUTH, €CIU BBITIOJHSIIOTCS 2 YCIOBUS
OJIHOBPEMEHHO:



KOMITOHEHTHI JIEKapCTBEHHOTO Ipernapara MOJBEpralTcs HCHBITAHUSIM J0 Hayajia
MPOU3BOCTBA;

B IIpOLIECCE POU3BOCTBA JIEKAPCTBEHHOTO Mpenapara Mo pe3yiabTaTaM BaUuAallMOHHBIX
UCCJIEAOBAaHUN OTCYTCTBYET 3HAYUTEIbHBI PHUCK MHUKPOOHOW KOHTAaMUHALIUM WIIU
npoaudepanuu.

[Tonoxxenuss Hactosimux TpeOOBaHUN PacCHpPOCTPAHAIOTCS HAa BCIIOMOTaTEIbHbIE
BEILIECTBA M HA JIEKapCTBEHHbIE Ipenaparbl. B 000X ciaydasx JOMYyCKaeTCs KCIOIb30BATh
MO/IX0/1, OCHOBAHHBIN Ha IPOBE/ICHUN BHIOOPOYHBIX UCIIBITAHUM (€CIIM OH IPUMEHUM) (cXeMa
pemennii Ne 1).

B cnemudukannio He0OX0AUMO BKIIOYUTH KPUTEPUH MPUEMIIEMOCTH ISl COACPKAHUS
OOIIIeTO KOJIMYECTBa a’pOOHBIX MHKPOOPTAHHU3MOB, OOINETO KOJUYECTBA JIPOXKKEBBIX U
MJIECHEBBIX TPUOOB, a Takke MHPOPMALIMIO O MOJHOM OTCYTCTBHHU ONpPENEICHHBIX BUIOB
OakTepuil, HallMyue KOTOPBIX B JICKAPCTBEHHOM Ipemnapare He AOoMycKaeTcs (Hampumep,
Staphylococcus aureus, Escherichia coli, Salmonella spp., Pseudomonas aeruginosa).
MuUKpoOMOIOTUUECKYI0 YUCTOTY CIEAyeT OMNpeAessiTh € TOMOUIBIO TMOJXOSAIINX
(apMakoneHbIX METOAUK, MPU 3TOM YacToTa OTOOpa MpoO0 WM BPEMEHHBIE TOYKH
IPOU3BOJCTBEHHOTO IMpOIEccCa JOJKHBI ObITh OOOCHOBAaHbI JAaHHBIMU BaJdUAAllUU U
HAKOTUICHHBIM OMBITOM. [Ipu BEIOOpE BUAa UCTIBITAHUI HA MUKPOOHOIOTHYECKYIO YUCTOTY H
KpUTEPHUEB MPUEMIIEMOCTH CJIEAYeT YUYUTHIBaTh MPUPOJY aKTHUBHOHM (apMaliieBTHUECKON
cyOcTaHIMU, crmoco0 MPOM3BOJACTBA WM Ha3HAYEHME JIeKapCTBEHHOTo Impemnapara. [lpu
JO0JHKHOM Hay4YHOM OOOCHOBAHMHU B OTHOIICHUU KUAKUX JIEKAPCTBEHHBIX (POpM AJis IpruemMa
BHYTPb JIONYCKAeTCAd HE MPOBOAUTH MCHBITAHUS HAa MHUKPOOHOJOTHYECKYIO YHCTOTY.
JloTmONTHUTENbHBIE TOSCHEHHUS O TOM, B KaKUX CIydasx CIJIEeAyeT MPOBOJIUTH
MUKpPOOMOJIOTUYECKUE UCTIBITAHUSL, ITPEICTAaBICHBI B cXxeMe pereHuit Ne 2.

Kunxne nexapcTBeHHBIE (POPMEI )11 IPHEMA BHYTPb

41. Jnga XKUIKUX JEKaApCTBEHHBIX (OpM [Jig TMpueMa BHYTPh M TMOPOIIKOB,
MpEeTHA3HAYCHHBIX JIJIS IPUTOTOBJICHUS JKHUJIKMX JICKAPCTBEHHBIX (POpPM ISl IpUeMa BHYTPb,
MPUMEHSIOTCSI HCTIBITAHUS Ha!

a) OJTHOPOJHOCTH €IUHUI] Jo3upoBaHus. [[oHATHE BKIIFOYAeT B ce0s KaK OJHOPOTHOCTD
J03UPOBAHUS, ONPEACTIEMYI0 METOJOM BapUallii Macc, TaK U OJTHOPOJAHOCTh JO3HPOBAHMUS,
OTpenensieMyl0 METOJOM OJHOPOJHOCTH COJEpKaHUs aKTHBHOW (apMareBTHISCKON
CyOCTaHIIMM B JICKAPCTBEHHOM Tpemnapate. [Ipu uchbITaHuSX HEOOXOIUMO HCIIOIh30BaTh
dbapMmakorneitHpie METOMUMKU. B crnenudukaiuio, Kkak MpaBuiio, BKIHOYAaeTCs WH(opManus
TOJBKO 00 OJHOM W3 3THX HCIBITAaHWH. ECIW NpUMEHWMO, yKa3aHHBIE HCIBITAHUS
MPOBOJATCS B TMpOIECCe MPOU3BOJCTBA JIEKAPCTBEHHOTO TMpemapara, Npd 3TOM B
crienMUKAINI0 HEOOXOIUMO BKIKOYUTH KPUTEPHH MPUEMIIEMOCTH. OTO IPaBHUIIO
pacmpocTpaHseTCsl Ha JIEKapCTBEHHBIE CPEICTBA KaK B OJTHOJ030BBIX, TAK U B MHOTO/I030BBIX
yImakoBKax. Eciy oTKIIOHEHHs B Macce JICKapCTBEHHBIX MPENapaToB MPEBBIIIAIOT TOPOTOBOE



3HAYE€HUE, NPU KOTOPOM MOXKHO OIPEAEIATh OJHOPOJHOCTh COJAEPKAHUSA MyTEM
OTpEJIENICHHs OTKJIIOHEHUH B Macce, 3aBUTEININ B X0/1€ pa3pabO0TKH JIOJKHBI YJIOCTOBEPUTHCH,
YTO TOMOT€HHOCTb JIEKAPCTBEHHOTO IIpenapara sIBJISIEeTCs yI0BJIETBOPUTEIbHOM.

Eaununa no3upoBaHus — 3TO 703a, NMpUMeEHseMas namueHToM 3a 1 npuem. Ecim
(dakTUYECKN TpPUMEHsIeMas TAalUeHTOM 71032 KOHTPOJHPYETCS, €€ MOXKHO OIMpPEICTUTh
HaMpsIMYyI0 WJIM PACYETHBIM METOJIOM (IyTeM JAejeHusi oOIied M3MEpPEHHOW MacChl WU
o0ObeMa JIEKapCTBEHHOTO IpernapaTa Ha IperoiaraeMoe uncio 103). Ecnu yctpoiicTtBo s
J03UpOBaHUs (HaApUMeEp, MEAUIIMHCKAs MUMETKA WU poOKa-KaneabHuIa it (GIakoHOB)
ABJISIETCS COCTAaBHOW YacCThIO YIMAKOBKH, TO B LENAX ONpPEAENCHHUS J103bl HEOOXOAMMO
UCIIONIb30BaTh A3TO YCTPONCTBO. B mMpoTHBHOM cllydae HEOOXOAWMO HCIOJIb30BaTh
CTaHJApTHbIE E€IMHULIBI H3MepeHUus o0beMa. BbIOOp H03UPYIOLIETO YCTPOUCTBA
OCYILIECTBIISIETCA B X0Ji€ pa3paboTku. Jjisi mOpoIIKOB, MpeAHA3HAYEHHBIX JJIsl pACTBOPEHHS,
KaK IIPaBUJIO, CYUTAETCS IPUEMIIEMBIM UCTIBITAHUE HA OJTHOPOIHOCTH MAcCHl;

0) pH. Ecin npumeHnMO, HEOOXOAMMO MPEACTABUTh KPUTEPUH MPUEMIIEMOCTHU
OTHOCHUTENBHO nuanazona pH u o6ocHoBaHMs ero BIOODa;

B) MUKPOOHMOJIOTHYECKYIO YMCTOTY. McnbpiTanne HA MUKPOOUOJIOTHYECKYI0 YHCTOTY
HE0OXOAMMO JUIsl TIOATBEPKACHUS coOmrofeHust [IpaBun Hagiexaiie mpou3BOACTBEHHON
MPaKTUKU U JIJIs1 00ecreyeHus: KauecTBa JIEKapCTBEHHOTO IpemnapaTta. Takoe HCHbITaHHE B
OTHOILIEHUU JIEKAPCTBEHHBIX MPENAPATOB JOMYCKAETCA HE MPOBOJIUTD, €CJIH BBITTOIHSAIOTCS 2
YCJIOBHUSL:

KOMITOHEHTHI JIEKAPCTBEHHOI'O MpernapaTa MOJBEPraloTcs HCHBITAHUSAM A0 Hayala
IPOU3BO/ICTBA;

B IIpOIIECCE MPOU3BO/ICTBA JIEKAPCTBEHHOTO MperapaTa Mo pe3yJibTaTaM BaJIUJallMOHHBIX
UCCIIEIOBAaHUN OTCYTCTBYET 3HAYUTEIbHBIM PUCK MHUKPOOHON KOHTAMUHAIIMU WU
nposidepanuu.

[Tonoxxenust Hactoamux TpeGoBaHUIT PACTPOCTPAHSIIOTCS KaK Ha BCTIOMOTATEIbHBIE
BEIIECTBa, TaK W Ha JEKapCTBEHHbIE mpemaparbl. B o0oux ciyuasx [gomyckaercs
WCIIOJIh30BaTh TOJXO0J, OCHOBAHHBI Ha MPOBEJCHUU BBHIOOPOYHBIX WCIBITAHUN (€CIU OH
npuMeHuM) (cxema pereHuid No 1).

B cnenudukanuu HeoOX0AMMO yKa3aTh KPUTEPUU MPUEMIIEMOCTH JJIsi COACP KaHUS
o0IIero KoJinuecTBa a’poOHBIX MUKPOOPTAHM3MOB, OOIIETO KOJIUYECTBA IPOXKIKEBBIX U
MJIECHEBBIX TPUOOB, a Takke UHPOPMALMIO O MOJHOM OTCYTCTBUHU OMNPEACIICHHBIX BUIOB
OakTepuii, HalMYUE KOTOPBIX B JICKAPCTBEHHOM Ipemapare He JOoMycKaeTcs (Hampumep,
Staphylococcus aureus, Escherichia coli, Salmonella spp., Pseudomonas aeruginosa).
MUKpPOOMOJIOTHYECKYIO YHUCTOTY CJHEAyeT ONpeAeiasiTb € MNOMOLIBIO IMOAXOISAIINX
(dbapMakoneHbIX METOJUK, MPU 3TOM HYacToTa OTOOpa MpoO WM BPEMEHHBIE TOYKH
MPOU3BOJICTBEHHOT0 TMpoliecca JTOKHBI ObITh OOOCHOBAaHBI JAHHBIMU U HAKOIJIEHHBIM
onbiToM. [Ipu BbIOOpE BUIA MCTIBITAHHUS Ha MUKPOOHOJIOTHYECKYIO YHCTOTY M KPUTEPUEB
MPUEMIIEMOCTH CJIEAYET YUYUTHIBATH MPUPOJY aKTHUBHOW (hapMaleBTUYECKOW CyOCTaHIINH,



crioco0 MPOU3BOACTBA U HAa3HAUCHHE JIEKAPCTBEHHOTO mpemnapara. [Ipu nomkHOM HaydHOM

000CHOBAaHUU B OTHOIIIEHUH KUJIKUX JICKAPCTBEHHBIX (DOPM JIJ1s1 TpUeMa BHYTPb JIOMYyCKaETCs
HE MIPOBOJIUTH UCTIHITAHUE HA MUKPOOMOJIOTUYECKYIO YUCTOTY. [[0oMOTHUTEIHHBIC TTIOSCHEHUS
0 TOM, B Kakux CiIydasX cliellyeT MPOBOJUTHh TaKO€ WCIBITAHUE, MPEJCTABICHBI B CXEME

pemenni Ne 2;

') coliepKaHUEe aHTUMHUKPOOHOTO KOHCEpBaHTa. B OTHOIIEHUH JKUJIKUX JIEKAPCTBEHHBIX
dbopM 1y mpuemMa BHYTpPb, TpeOYrOHUMX J00aBICHUS AHTUMUKPOOHOTO KOHCEpPBAHTA,
HEO0OXOJMMO YCTAaHOBUTH KPUTEPUU NMPUEMIIEMOCTH OTHOCUTEIBHO €ro cojepskanus. [Ipu
BBIOOpE KPUTEPHUEB MPUEMIIEMOCTH COAEPKaHUSI aHTUMUKPOOHOTO KOHCEpBAHTA CIEAYET
PYKOBOJICTBOBAThCS KOJIMYECTBOM AHTUMHUKPOOHOTO KOHCEPBAHTA, HEOOXOAUMBIM IS
Mo/JIepKaHUsI MUKPOOMOJIOTMYECKON YUCTOTHI JIEKAPCTBEHHOTO Mpernapara Ha BCeX dTanax
€ro NMPUMEHEHHMS M B TEUEHHE BCEro CpoKa roJHOCTH (Cpoka XxpaHeHus). Heobxommmo,
UCTIONB3Ys (hapMakKomnelHble METOAMKH, JA0Ka3aTh 3(PEPEKTUBHOCTH AHTUMHUKPOOHOTO
KOHCEpBaHTa B OTHOIICHUHU 3aJE€PKKU POCTa MHUKPOOPTraHU3MOB IMPU CaMOU HU3ZKOU
yKa3aHHOU B crienupuKanuu KoHIeHTpauu. VcnbiTanue Ha coliepkaHue aHTUMHUKPOOHOTO
KOHCEpBaHTa, KakK MPaBUJI0, HEOOXOAUMO MPOBOAUTH MPHU BBHIMYCKE cepuu. B HEKOTOPHIX
CIIy4asX B3aMEH MPOBEICHUS UCTBITAHUS MPU BBIITYCKE TOCTATOYHBIM SBJISETCS IPOBEACHUE
UCIIBITAHUSI B TIPOILIECCE MPOU3BOJCTBA JIEKAPCTBEHHOro Ipemnapara. B ciywae ecnu
UCTBITAHWE Ha  COJIEpKaHWE  AaHTHMHKPOOHOTO  KOHCEpPBaHTa  SBISETCSA
BHYTPUIIPOU3BOJICTBEHHBIM, €I0 KPUTEPHUH MPUEMIIEMOCTH TaK)K€ HEOOXOAMMO BKIIOYHUTH B
cnenupukanuo. HecMoTps Ha TO, 4TO XMMHUYECKOE HCIBITAHUE Ha COJEpKaHUE
AHTUMHUKPOOHOTO KOHCEPBAaHTA SIBJISIETCS CTAaHJAPTHBIM IOKa3aTeseM, BKIIOYAaeMbIM B
crenuduKaIuio, B XoJie pa3paboTKu, MaCIITAOMPOBAHUS U HA MPOTSKEHUU CPOKa TOJTHOCTH (
CpOKa XpaHEHHWs) (HampuMmep, MPU HUCIBITAHUU Ha CTAOUIBHOCTH B COOTBETCTBUH C
TpeOoBaHUSAMM K HCCIEIOBAHUIO CTAOMJIBHOCTU JIEKAPCTBEHHBIX IIPENapaTroB U
dapMmanieBTHYECKNX cyOcTaHlmi, yTBepkaeHHbiMH Pemenuem Komnerum EBpaswmiickoit
skoHOMHUYeckui komuccuu oT 10 masg 2018 r. Ne 69) nomxHa ObITh JOKa3aHa 3PPEKTUBHOCTD
AaHTUMUKPOOHOTO KOHCEPBAHTA;

1) collepaHhe aHTMOKCHAAHTOB. VcmbiTaHue Ha conepkaHWe aHTHOKCHJIAHTOB
HEOO0XO0JAMMO TMPOBOJUTH NpHU BhIMycke cepuu. [Ipu ompeneneHHbIX 00CTOSTENHCTBAX HA
OCHOBAHUU JIJAHHBIX O Pa3pabOTKe JIEKAPCTBEHHOTrO MpernapaTta U pe3yJbTaTOB MCIBITAHUS
CTAOMJIBHOCTH JIOMYCKAETCS HE MPOBOJUThH MCIBITAHUE HA COJAEPKAHNE aHTUOKCHUJIAHTOB Ha
KOHEI[ CpOKa TOJTHOCTH (CpOKa XpaHEHMs), a B3aMEH MCIBITAHHUS MPHU BBIIMYCKE MPOBECTHU
UCNIBITAHUE B MPOIECCEe MPOMU3BOJCTBA JIEKAPCTBEHHOI'O0 Impenapara (Mpu HaJU4YuU
COOTBETCTBYIOIIETO 000CHOBaHUS). Ecim ucmbiTaHue Ha coliepKaHWE AHTHOKCHUIAHTOB
OPOBOJUTCA B MPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOI'O IIpemnapara, TO KPUTEPHUHU
MPUEMIIEMOCTH HEOOXOMMO BKITIOUUTH B crierudukauio. Ecinu ucneiTaHne Ha COAep:KaHnue



AHTUOKCHUJIAHTOB IIPOBOJIUTCS UCKIIFOUUTENBHO MPHU BBIITYCKE, TO PU BHECEHUH U3MEHEHUH B
TEXHOJOTHYECKHUM MPOLIECC WIH CUCTEMY YMAKOBKU (YKYMOPKH) Il TPUMEHEHUSI TaKOTO
MOAX0/1a CIEAYET MPOBECTH MOBTOPHOE UCIIBITAHHUE;

€) coaepkaHHEe IKCTparupyembix BemiecTB. Eciu naHHBIE, TOJTYyYEHHBIE B XOJI€
pa3pabOTKN M UCTIBITAHUNA CTA0OMILHOCTH aKTUBHOU (hapMaIieBTUUeCKOr CyOCTaHIINY U (HJITH)
JIEKapCTBEHHOI0 IIpenapara, CBUAECTENbCTBYIOT O TOM, YTO COJIEPKAHHUE IKCTPArUPYyEMBIX U3
CUCTEMBbI YIAaKOBKHU (YKYMOPKH) BEIIECTB MOCTOSIHHO HUXE YPOBHEH, KOTOPBIE SIBISIOTCS
MPUEMIIEMBIMU B O€30TaCHBIMU, TO JOIYCKAECTCs UCKIIIOUUTh UCTIBITAHNE HAa X COJCpPKaHUE
3 crnenudukanuu. [I[py BHECEHHM W3MEHEHUU B CHCTEMY YIAKOBKU (YKYHMOPKH) WM B
COCTaB JIEKAPCTBEHHOT'O Tperapara 3TOT MOJX0]] HE0OX0IUMO TepecMoTpeTh. Ecnin nanHbie
CBUJICTEIBCTBYIOT O HEOOXOJMMOCTH TMPOBEACHUS HWCIBITAHUS W BKJIIOUYCHUS B
cnienupUKaIUo KPUTEPUEB MPUEMIIEMOCTH JJIS BEMIECTB, SKCTPATUPYEMbIX U3 KOMIIOHCHTOB
CUCTEMBI YITAKOBKH (YKYIIOPKH) (HAapuUMep, U3 PE3UHOBBIX MPOOOK, MPOKIAIOK B KOJIIAUKE,
MJIACTUKOBBIX (DJIAKOHOB U T. [I.), TO B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB, MEPBUUHASL
yMakoBKa KOTOPHIX M3TOTOBJICHA HE U3 CTEKJIa WJIM TTOMEIIEHHBIX B CTEKJISTHHBIE (DJIAKOHBI C
YKYTIOPOYHBIMU 3JIEMEHTAMH, U3TOTOBJIICHHBIMU HE U3 CTEKJIa, HEOOXOJIUMO MPOBEJCHUE
UCOBITAHUS HA COJIEp>KAHUE SKCTPArUPYEMbIX BEIIECTB M YCTAaHOBIIEHUE KPHUTEPUEB
MPUEMJIEMOCTH JJIsl TAKOTO UCTIbITaHUs. CleayeT yKa3aTh KOMIIOHEHTHI CUCTEMbI YIIAKOBKH (
YKYTIOPKH) ¥ TIPEJICTaBUTh JaHHBIE O TaKUX KOMIIOHEHTaX, HauMHas ¢ Hambojee paHHEH
CTaJMM pa3pabOTKH JIEKapCTBEHHOTO MperapaTa;

k) coaepxkaHue cnupta. Eciu B cooTBeTcTBHHM ¢ TpeboBaHUSMH K MapKHUPOBKE
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHUS U BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpencTB, yTBepkaeHHbIMU Pemennem CoBeTta EBpa3niickoil 5JKOHOMUYECKON KOMUCCHUU OT 3
HOs10ps 2016 1. Ne 76, B uHopMaIiy Ha STUKETKE YKa3bIBA€TCA COJEp>KaHUE CIIUPTA, TO €ro
HEO0XO0AMMO BKJIIOUUTH B crenudukanuto. CoaepkaHue CIUpTa OMPEACNISIETCS METOJA0M
MPSIMOTO KOJIMYECTBEHHOT'O OMPEEICHUS UM PACUETHBIM METO/IOM;

3) pacTBOpeHHe. B OTHOIIEHWH CYCNEH3WH [Jisi TpueMa BHYTPh U CYXHX
MOPOITKOOOPA3HBIX JICKAPCTBEHHBIX MPENapaToB, MOICKANIUX PECYCICHANPOBAHUIO, B
JOTIOJIHEHHWE K OINMUCAHHBIM B MoAMyHKTax "a" — "x" HAcTOSIIEro MyHKTa IMOKa3aTessiM
KadyecTBa B CHEIU(UKALMIO CIETyEeT BKIIOYUTh (HapUMEpP, B OTHOILIEHHUH HEPACTBOPUMBIX
aKTUBHBIX (hapMalleBTUYECKUX CyOCTaHIMW) NaHHbie 00 UCIBITAHWM HA PACTBOPEHUE U
KpUTEPUSIX MpUeMIEMOCTH. VcnbITaHre Ha pacTBOPEHUE CIEAYET MPOBOJUTH MPU BBITYCKE
cepun. [lpu HanM4YMum 0OOCHOBAHUI, MOJYYEHHBIX B XOJIe pa3pabOTKH JIEKAPCTBEHHOTO
npernapara, UCTIbITaHUE JIOMYCKAeTCsl TPOBOJAUTH B MPOIIECCE MTPOU3BOJICTBA JIEKAPCTBEHHOTO
npenaparta. [Ipubopsl 1 TpoBEACHUS UCTIBITAHUS, CPEbl U YCIOBUS UCTIBITAHUS JTOJKHBI
ObITh (hapMaKOINEWHBIMU, B TPOTUBHOM CITydyae HEOOXOAUMO MPEACTaBUTH COOTBETCTBYIOIIIEE
obocHOBaHWE. METOIUKHA pPACTBOPEHHUS C WCIOJIb30BaHHEM (papMaKOTEHHBIX WIH
HedapMaKONEeHHbIX YCIOBUM U MPUOOPOB HEOOXOIUMO BaJTUANPOBATS.



B otHOmIEHNN NekapCcTBEHHBIX POPM ¢ HEMEJICHHBIM BBICBOOOKICHUEM, KaK MPABUIIO,
JOCTATOYHO "OAHOTOUEUHBIX" omnpeneneHuil. B oTHOUIEHWH JeKapCTBEHHBIX (GopM ¢
MOIU(DUITUPOBAHHBIM BBICBOOOXKICHHEM OTOOpP TPoO HEOOXOAUMO OCYIIECTBIATH BO
MHOXKECTBE TOYEK YEpPE3 COOTBETCTBYIOIIME BpPEMEHHBbIE WHTEpBaibl. Kpurepuun
MIPUEMIIEMOCTH HEOOXOJMMO YCTaHABJIMBATh HAa OCHOBAHUM HAOJI0aeMOr0 WHTEpBAJA
oTkioHeHui. [Ipu 3TOM cretyeT yunuThIBaTh NPOPUIH paCTBOPEHUS CEPUH, OKA3ABIIMXCSA 110
pe3yibTaTaM UCCIEeIOBaHus In VIVo IPUEMIIEMbIMH;

M) pacrmpefeNieHre 4YacTull Mo pasMmepy. B cnenmdukanuio ciaeayeT BKIIOYUTH
KOJINYECTBEHHBIE KPUTEPUHN NPUEMIIEMOCTH U METOIUKH ONpeNeNIeHNs pa3Mepa dactull. [Ipu
BBIOOpE MEX]Iy UCTIHITAHWEM Ha PACTBOPEHHE M MCIBITAHUEM Ha PACIPEICIICHUE YacCTHI] 110
pa3Mepy HEOOXOAMMO MPUHUMATh BO BHUMAHHE JaHHbIC, IOJYYEHHbIE B X0OJ€ pa3pabOoTKu
JIEKapCTBEHHOT O mIpenapara. lcnelTanue Ha pacnpenesieHue 4acTUll MO pa3sMepy ClIeayer
OCYILIECTBIATh NMpH Bbillycke. [Ipyn Hamuumm oO0OCHOBaHUN B BUJE JAHHBIX, OJYYCHHBIX B
X0/l pa3pabdOTKU JIEKapCTBEHHOTO Mpenapara, HUCIbITAHWE JOIMYCKAaeTCsl MPOBOIUTH B
npoliecce MPOU3BOJACTBA JIEKAPCTBEHHOTo TMpenapara. Eciu B xone pa3paboTKu A0Ka3aHo,
YTO JIEKAPCTBEHHBIN Mpenapar MOCTOSHHO XapaKTEPHU3YEeTCs OBICTPHIM BBICBOOOKIEHHEM
aKTUBHOH (hapMalleBTHUECKON CyOCTaHLUHU, TO JTOIMYCKAaeTCs paccCMOTPETh HEOOXOIMMOCTb
MCKJIIOUEHHUS UCTIBITAHUS HA PACTIPEEIICHHE YACTHUI IO pa3Mepy U3 crieuudukanuu.

[Ipu Hanuuuu 0OOCHOBAHUU HUCIHBITAHUE HA PACTBOPEHHE JOMYCKAETCS 3aMEHUTH
UCIIBITAHUEM Ha pAacHpeiesieHrne YacTull 1o pasmepy. Kpurepum nmpueMiieMocTH IOJKHBI
BKJIIOYATh B ce0sl pacrlpeeieHHe YacTHI] TI0 pa3Mepy, KOTOPOE BBIPAKAETCS KaK MPOIEHT
4acTHIl, UMEIOIIMX pa3Mep B JAaHHOM Juarna3oHe, OT 001iero yucia yactuil. HeoOxoaumo
YETKO YCTaHOBUTD MPEEIIbHbIEC 3HAUECHUS JIJIS1 CPETHETO, BEPXHETo U (MJIM) HUKHETO pa3Mepa
YaCTHLI.

Kpurepuun npuemiemMocT HEOOX0JUMO YCTaHABIMBATh HA OCHOBAHUHU HAOJII0/1a€MOTO
auarna3oHa OTkJIOHeHui. [Ipu 3TOM cieayer ydwmThiBaTh Mpodriin pacTBOpPEHUS CEpUH,
OKa3aBUIMXCS MO pe3yJibTaTaM HCCIEAOBAHUSA 1N VIVO TPUEMIIEMBIMH, a TaKke
npejnoiaraeMoe MpuMeHEHHUE JIEKapCTBEHHOTo npernapata. B xoxe pa3zpaboTku HE0OX0AMMO
U3YyUYUTh BEPOSTHOCTh YBEJIWYEHHS Pa3MEpOB YACTUL. Pe3ynbTarel HCCIEIOBAHUM,
MIPOBEICHHBIX MPHU pa3pabOTKe JIEKApCTBEHHOIO Mpenapara, caeAyeT yYUThIBaTh [IPU BbIOOpE
KpUTEPUEB NPUEMIIEMOCTH;

K) pecycneHaupyeMocTb. Jlisi CycneH3ul, XapakTepHu3yoIUXCcs OCETaHUEM YaCTHI
AUcepcHoil (a3bl Mpu XpaHEHUH (CeJUMEHTAaIMeil), He0OOX0IMMO YCTaHOBUTh KPUTEPUU
IIPUEMIIEMOCTH B OTHOILIEHUHU pecycneHaupyeMoctd. [loaxonsimieil MEeToauKon CiyKUT
B30anThiBaHWe. B crnemudukanuy ykasplBaeTcs METOJWKA MPOBEICHHUS UCIHBITaHHUS (
MEXaHUYECKUM WM PYyYHbIM criocoOom). ClielyeT YeTKO YCTAaHOBHUTH BpeMsl, HEOOXOIUMOe
IUISL PECYCIIEHINPOBAHUS MPU MCHOJIb30BaHUM yKa3aHHOW MeTOoIUKHU. B nensx o0ocHoBaHus



JOMYCTUMOCTH TPOBEACHUS BHIOOPOUHBIX HCHBITAHUN CEPUN WM UCKIIOYEHUS JaHHOTO
nokaszaTenis U3 crneur@uKaluu JT0MyCcKaeTcsl UCMOIb30BaTh JaHHbIE, MOJTYYEHHbBIE B XOJ€
pa3pabOTKH JIEKApCTBEHHOTO MIpernapaTa;

J) peoJIOTHYeCKre CBOMCTBA. /[ OTHOCUTENBHO BSA3KHX PACTBOPOB U CYCIIEH3UM B
cneruuUKalHuIio ClIeaAyeT BKIIOUUTHh HCIBITAHUE HAa PEOJIOTMUECKHE CBOMCTBA (BS3KOCTD,
yACIbHYIO IJIOTHOCTH). Heobxonumo yka3aTb METOAMKY HCIHBITAaHUA U KPUTEPUH
npuemMiaeMocTd. [ 000CHOBAaHMS JOMYCTUMOCTH MPOBEACHUS BBHIOOPOYHBIX MCIBITAHUI
CepUil MM HCKIIOYEHMs JTAHHOTO IMoKa3aTens M3 cHeruuKaluy JOCTaTOYHO JaHHBIX,
MOJIYYEHHBIX B X0OJI€ pa3pabOTKU JEKapCTBEHHOTO MIpenapara;

M) BpeMsl BOCCTaHOBJIEHUs. I CyXUX MOPOIIKOOOpa3HbIX JIEKapCTBEHHBIX MIPENapaTos,
MpeAHa3HaYeHHbIX JJI pa3BeleHus Mepell NPUMEHEHUEM, He0OX0JUMO yKa3aTh KpUTEpUU
MPUEMJIEMOCTH OTHOCUTEJIBHO BPEMEHU BoccTaHOBIeHUS. Heobxoanmo o60cHOBaTH BHIOOD
pactBoputens. s o0OCHOBaHMS JOIYCTUMOCTH IPOBENEHUS BbIOOPOYHBIX HCIIBITAHUIM
CEepUl WIM HCKJIIOYEHHs] JaHHOrO IOKa3aresss U3 cHeuu(puKanuu JTOCTaTOYHO JAHHBIX,
HOJyYEHHBIX B X0/1€ pa3pabOTKH JIEKAPCTBEHHOIO MIpenapaTta;

H) coepKaHue BOJAbl. B OTHOIIEHUH JIEKapCTBEHHBIX MPENapaToB sl IPUEMa BHYTPb,
NpeAHa3HAUYCHHBIX [JIs pa3BeleHHUs, HEO0OXOAUMO YyKa3aTh METOJAMKY U KpHUTEpHil
MPUEMIIEMOCTH COJIepKaHus BoAbl (eciu npuMmeHumo). Eciu B xoxe pa3paboTku
JIEKapCTBEHHOIO MperapaTa BIUsSHUE aOCcOpOUpPOBAaHHOW BJaru M rUAPaTHOM BOJBI XOPOIIO
0XapaKTEpU30BaHO, TO TOCTATOYHBIM CUUTAETCS MPOBEACHNUE UCIIBITAHUS HAa TIOTEPIO B Macce
npu BbicymuBaHuu. ClenyeT UCIOJb30BaTh METOJUKY OOHApyXKEeHHs, CHeHUPUIHYIO IS
BOJIbI (HampuMep, TUTpoBaHue 1o Merony duinepa).

JlekapCTBEHHEIE IIPENapaTHl I TapEHTEPAITLHOTO IPUMEHEHUT

42. ]Iy mapeHTepalIbHbIX JIEKAPCTBEHHBIX MPENapaTOB IPUMEHSIOTCS UCIIBITAHUS Ha!

a) OJHOPOAHOCTb E€IUHMI JO3UPOBAHUA. YCIOBHUS BKIIOYEHHUS MCIIBITAHUS B
cnenuuKaIMio TpPUBEICHBI B ab3ame mepBoM moamyHkTa "a" myHkta 41 HacTtosmmx
TpeGoBanuii. B OTHOLIEHUHM MOPOIIKOB [Jii BOCCTAHOBIICHHS, HE COJAEpKAIIUX IPYTUX
n00aBJICHHBIX AaKTUBHBIX U BCIIOMOTATEIbHBIX BEHIECTB, a TaKXe B OTHOUICHUU
MHOT'OKOMIIOHEHTHBIX TMOPOLIKOB JUISI BOCCTAHOBJIEHHUS, IIOJYYEHHBIX W3 HCTHHHBIX
pacTBOpPOB, JTUO(UIN3UPOBAHHBIX B KOHEYHOM KOHTEHHEpPE, CUMTAETCS NPUEMIIEMBIM
UCIBITAHNE HAa OJHOPOJIHOCTDH MAcCHI;

0) pH. Ecnu npuMeHnMo, He0OX0AUMO IPEACTABUTh KPUTEPUU NpuemiaeMocT o pH u
00OCHOBATh Mpe/yIaraeMblil 1Uana3oH;

B) CTEpUJIBHOCTh. 71 BceX mNapeHTepaldbHbIX JIEKAPCTBEHHBIX MPENapaToB B
crenu(puKanuio HeoOX0UMO BKJIIOUUTh METOJUKY MCIIBITAHUS U KPUTEPUN TPUEMIIEMOCTU
JUISl OLIEHKU CTepWiibHOCTH. Ecnu naHHbIe, MOJydYeHHbIE B X0/1€ pa3paOOTKU U BaJIMIALINH,



MO3BOJIAIOT 0OOCHOBATH BBIITYCK 10 TapaMeTpam, TaKO! MOAX0J JOIYyCKAETCs MPEIOKHUTh B
OTHOUIEHWHM JIEKAPCTBEHHBIX IMpenapaTroB, MOABEPraroluxXcsi TEePMHHAIbHOU  (
3aKITFOYUTENIBHON) CTEPUITN3ALINH;

r) OakTepuaibHbIC YHAOTOKCUHBI (MMUporeHsl). B crienudukaiuio HeoO0X0AMMO BKIIOYUTh
METOJIMKY HWCHOBITAHUA M KPUTEPUU NPUEMIEMOCTH B OTHOIIEHUU OAKTEpHUAIbHBIX
SHIOTOKCHUHOB, TPUMEHSS METOJIMKY C MCIOJIb30BAHUEM Jih3aTa aMeOOIIMTOB MeuexBocTa (
JIAJI-tect). Ilpn Hanmuuuu OOOCHOBAaHWW HCHBITAHWE HA HSHAOTOKCHHBI JIOMYCKAaETCA
3aMEHUTH UCIBITAHWEM HA TUPOTE€HHOCT;

1) MEXaHWYeCKHe BKJIIOYEHHUd. /(7 mapeHTepanbHbIX JIEKAPCTBEHHBIX MPENapaToB
HEO0OXOAMMO TMpeayCMOTPETh HaJUIeKallue KPUTEPUU NPUEMIIEMOCTH B OTHOILIECHUU
MEXaHUYECKUX BKIIOYeHUH. K HUM OTHOCATCS KPUTEPUU MPUEMIIEMOCTH ISl BUAMMBIX
YaCTHII, IPO3PAYHOCTH PACTBOPA U MPHU HEOOXOAUMOCTH — JIJIs1 HEBUJIUMBIX YACTHLL;

€) cogeprkanue BOJbI. JlJisi HEBOJIHBIX MapeHTEPANbHBIX JIGKAPCTBEHHBIX MPENapaToB U
MapeHTepaIbHbIX JIEKAPCTBEHHBIX MPENapaTroB, TPEOYIOLIMX BOCCTAHOBIEHHUS, CIEIYET
yKa3aTh aHAJUTUYECKYI0 METOJNKY U KPUTEPUN MIPUEMIIEMOCTH OTHOCUTEIBHO COAEPKaHUS
BOJIbI B COOTBETCTBUU C MOJAMYHKTOM "H" myHkTa 41 HacTosiuux TpeboBaHuii;

) coJlepKaHHe aHTUMHUKPOOHOIO KOHCEPBAHTA. Y CIOBUS BKJIIOYCHUS WCIIBITAHUS B
cnenupuKaIuio NpuBeaeHbl B moanyHkTe """ myHkTa 41 Hacrosmux TpeboBanuii;

3) cOoAEpX aHUE AHTUOKCUJIAHTOB (aHTHOKCHUAAHTHBIX KOHCEPBAHTOB). Y CIIOBUS
BKJIIOUYCHUSI MCIBITAaHWUS B CHenu(uKanuioo MpUBEIeHb B NOANyHKTe "n" myHkTa 41
HacTosmmx TpeOoBaHuii;

M) COJEp’KaHUE DKCTPArHMPYyEMBIX BEIIECTB. Y CJIOBHUS BKIIOUYECHUS HCIBITAHUS B
cnenuUKaIuio NpuBeAeHbl B mognyHkTe "e" nmyHkra 41 nactosiiuux TpeboBaHuii;

K) (QyHKUHOHAJIbHBIE XapaKTEPUCTHUKHU CHUCTEeM JaocTaBkH. IlapeHTepanbHble
J€KapCTBEHHbIE (OpPMBI, YMAKOBAHHBIE B MPEABAPUTEIBHO 3aMOIHEHHbIEC IIIPUIBI,
KApTPUIKU-aBTOMHXEKTOPBI WJIM UX SKBUBAJIEHTHI, HEOOXOIUMO MOJIBEPTaTh UCIIBITAHUSAM C
COOTBETCTBYIOIIUMHU KPUTEPUSIMU MPUEMIEMOCTH B OTHOIICHUU (PYHKIIMOHAIBHBIX
XapaKTEPUCTUK CHCTEMBI JOCTaBKU. K HMM OTHOCATCS KOHTPOJb NMPOXOJWMOCTH WIJIBI,
JaBJIEHWE U TePMETUYHOCTh YKYNOPKH (HaJU4YMe YTEYKH U3 CUCTEMbl JOCTABKU) U (WJIN)
TaKle mapameTpbl, KaK yCWINE IJIsl CHATHS BUHTOBOT'O KOJIITAYKa, YCUIINE JJI NepEeMEILCHUs
NOpIIHS M YyCHJIME ISl NPUBENCHUS B JEWCTBUE HUHXKEKTopa. [Ipm ompeneneHHbIX
00CTOSTENBCTBAX YKA3aHHBIE UCIIBITAHUS JOITYCKAEeTCsl MPOBOAUTH B IPOLIECCE TPOU3BOICTBA
JeKapCTBEHHOTro mpenapara. i1 o00cHOBaHUS AOMYCTUMOCTH MPOBEAEHUS BBIOOPOUHBIX
UCIIBITAaHUI Cepuid WM UCKITIOYEHUSI HEKOTOPBIX UM BCEX XapaKTEPUCTUK U3 CHeU(PUKALIU
J0CTAaTOYHO JaHHBIX, MOJYYEHHBIX B X0l€ pa3paboTKH JIEKapCTBEHHOTO Mpenapara;

J) ocMonsipHOCTh. Eciiv Ha 3THKETKE JIEKapCTBEHHOIO Mperapara yKa3blBaeTCs €ro
TOHUYHOCTh, HEOOXOJHMMO OCYLIECTBIIATh HAJJIEXKAIIMI KOHTPOJIb OCMOJSPHOCTH. s
000CHOBaHUS MIPOBEICHUS JAHHOTO HCIBITAHUS B MPOIIECCE MTPOU3BOCTBA JIEKAPCTBEHHOTO
npenapara, BBIOOPOUYHBIX MCHBITAHUM CEPHUIl WIIM ONPEAETIeHUsI OCMOJISIPHOCTU PacYETHBIM



METOJIOM JIONYCKaeTcs MCIO0JIb30BaTh JaHHBbIE, IOJy4YeHHbIE B XOJ€ pa3paboTKu
JIEKapCTBEHHOT'O Mpenapara u Ipy BaJIMJIallMK TPOU3BOACTBEHHOTO MPOIECCa;
M) pacHpelesieHue 4YacTHIl M0 pa3Mepy. YCIOBHUS BKIIOUYECHHUS HUCIBITAHUSA B
cnenupuKaIuio NpuBeaeHb! B moanyHkTe "u" nyHkra 41 nactosmux TpeOoBaHuii;
H) peCyCHEHANPYEMOCTh. Y CIIOBHS BKIIIOUEHUS UCIIBITAHUS B CIIEHU(PUKALNIO PUBEICHBI

B nnoanyHkTe "k" nmyHnkTa 41 Hacrosmux TpeboBaHui;

0) BpeMsl BOCCTAHOBJICHUA. Y CIOBHS BKJIIOUEHUS HCHOBITAHUSA B CHEUU(PUKALHIO
npuBeeHBI B moAnyHkTe "M" myHkTa 41 nactosimux TpeboBaHuUI.

Cxema pemennit Ne 1

IToxazaTenu MAKpPOOHOIOrHIEeCKOH YMCTOTH aKTHBHBIX (hapManeBTHIeckux cyocranmmii (ADC)
F BCIIOMOT'aTE/IFHEIX BEMECTB

Coocotra m APC (ECIOMOTATENEHOE EEITECTED) HET - "
p i o IIpegcrasmTs cbocHOEBaHHE. KpATepHH NPHEMISMOCTH H HCIETAHAA
HOAAeP#HEATE POCT HITH FHSHECTIOCO0HOCTD " 2 X
= Ha MEKpOOHNTIOTHIECKYI0 THCTOTY MOTYT He I0TpedoEaTeca
MHEPOCPTaHHISMOE =
oA
l JA
Armaerca mu APC (BCOOMOTATEIBHOE BEIISCTED ) JansHeHmee HCOSITARNE HA MEKPOOHOTOTHIECKYI0 THCTOTY
» Y
CTEpHIEHOAT H EPHTEpHE OPHEMIEMOCTH He TpedymoTca
l HET
Brmoaaer a8 nponece cHETesa (o0paborm) ASC A v
CTAHMDEHTE EpHTEPHH MPHEMIEMOCTH OTHOCHTEIEHO
(ECHOMOTATENBEOTO EETIECTEA) CTATHE, 5 T & 3
*| uMEEpoGHONOTHIEcEOH THCTOTH E COOTESTCTERH ¢ $apyakonesi Corosa
00V CIABTHEAMCITHE CHEDKEHHEE CONEPHAHAA P T
MHEDOOPTAHHIMOE 1
l HET HFineroTca I8 HaVHHEE JOEASATENbCTEE, NONTECPAIAIONHE, 9T0 CTATHE
- DpOMEECACTE MOHHAAT ENTHIECTES MEEPOOPTAHISMOE HIES MPETeTa
CTAHOEHTE EPHTEPHH NPHEMISHMOCTH OTHOCHTEIEHO
= Sl EPHTEPHEE IPHEMIEMOCTH (H 00ECISTHEAIT OTCYTCTERE IPETyCMOTPEHHER
MHEpPOOHOIOTHIECEOH MHCTOTE B COOTEETCTERH © -
S DapuaroneeH Comsa HHIMEATOPHEIX MHEPOOPTAHMEMOE) B ASC
Papuaroneei Comosa a
' {BcmoMoTaTENBHOM BemEcTEE)?

REMETCH JH FEOMHHAECTED .\:II:I:KpDDpI‘ELEESMDB
(HEOEEATOPHEIX MEKpOOPraHHSMOE) DoCTOAEHD Hinse? [* “
dA ‘(‘_/rf’ T VCTAHOEHTE HCIEITANHE KAXIIOH CepHE

¥CTAHOEHTD HCIEITAHAE H2 OCHOEE BEICODOYHOTD IIIE OOpefeneHH YHCIa
ECHIPONA 7S ONpeJeleHET THCNA MEKPOOPTAHESMOE B MHEPOCPTAHRSMOE H OTCYTCTEHA I .
OTCYTCTEHA MHIHESTODHEIN MHEDOOPTAHHIMOE, HHIHEZTOPHELX MHEDOOPTaHHIMOE, HCHEITAHELA MEKPOOHOTOT I ECHOH

IIpeacraaTs 00OCHOBAHHA
Kprreprn npaesIeMocTH H

Cxema pemernii Ne 2

IToxa3zarem MAKPOOHOJIOTHIECKOH YHCTOTEI HECTEPHIBHEIX JICKAPCTBEHHEIX MPETapaToB



Cogep#sHT IH NerapCTEEHHEIH OpeqapaT AA
HET AHTHMHEDOGHES EOHCSpEANTEL HIH [}
00nagaeT coOCTEEHHOH aHTHMERPOORDH Y CTAaHOBHTE XEMHYECKHE EPHTEPHH IPHEMIEMOCTH JTT
SETHEHOCTEEDT SHTHMHEPOOHOI® ECHCEPEARTA H OIPORECTH BATHIALTHID
3deETHEROCTH KOHCEPEAHTA JIA JekapCTEEHHEOT O

Openapara, CoOQepEaIEry KOHCEDEAHT B KOMHIECTES,
MEHBIIEN HITH DAEHOM MHHFMATEHOH EOHIOEHTPAIHH,

VEASAHHOH B COSIEDHEAIHE, 00 DI0STEEPIHTE HANFTHE ¥

SBaAeTCH IH JeKapCTEEHHE Mpelapar JIEKapCTEEHHOTO Openapara colCTEEHNOH aHTHMHEDPCOR0H
CYVXOH IeEapeTEEHHDHE hopuoi HET AETHEHOCTH

(Banpmiep, TEepaol dopuoll T npHEeMa
EHYT{E HIIH CYXHM OOpOIEon)?
VCTaHOEHTE EPHIEPHH OPHEMIEMOCTH B

OTHOITEHHH MEEPOGHOTOTHIECKOH THCTOTE B
Aa cooTEeTcTENE ¢ Papuaronsei Comosa
HET '

HiteroTea o HAyUHEIE JOKAIATETECTED i e = l—
HATHTHA ¥ NeEAPCTEEHHOTD MPemapara P Emm R

CHOCODROCTH HETHOHPOEATE POCT O LR I0 IICTOTY

MHEpOOPTAHHSMOE? l
[IpoMEINTERALE CEPHE NOCTORHHD HET

COOTESTCTEYIOT EPHTSPHAM IPHEMISMOCTH
MHEPOOHOTOTHEECKOH THCTOTH T

D
HPDBECTH HCOEITAHHE JUA CIIpedene AT MBX.POﬁHOJIDI‘H‘]BC‘l\Df{ UHCTOTEL

Ha OCHOEE EEIOOPOTHOND EOHTPOMNA CEpHE HIH NpedcTAEHTE HAYIHOS
000CHOEAHHE HCEMIOUEHAT DY THHEE HCIOETAHME Ha MHKPOOHOICTHIECEYED

A

v

Kparepre npresIesocTH B OTHOMIIEHEE
UHCTA MEEPOCPTAHRSMOE H HCOETAHHT
MOTYT He IOTpedoEaTECE

Cxema peuteHuit Ne 3

VcTaHOBIIEHHE KPATEPHEB MPHEMIIEMOCTH I TecTa "PacTBopeHne" 1ekapCTBEHHEIX IPENApaToB



ITpenmasHagena
IH IeEApCTECHHAR hopua
ZaA o0ecIewe A Mo THEHITHPOEAHHOTO
ERICEODOEIEHAAT

ArnaeTca Mn NeEapCTESHHEBE NPeIapaT XOpOoMo
PECTECPHEMBIN IPH TEMIEPATYPE

37 =05 °C e jpmsmomormdeckon HETEpEATE pH?

(mosa‘pacTeopenocTs = 250 am (pH 1.2 - 6.2))

JA

Aengerca au
NeKa pCTESHHAT hopua
ORICTPOPACTEOPHEROH ]
{pacteoperme = 80 %o sa 13 pome.
oprpH12;40868)

Onpepenena ma
ESAHMOCEASE MeXIY

oA

Fagkoft THD EpHTEpHEE [PHEMISMOCTH OTHOCHTEIBHO EBEICEOOOMIEHHA ANTHEHOH
tapuaneETERecEoHE cyOcTammmn (A$C) mEraeTer nogxogame?

VCTaHOEWTE EpHISpHH
IPHEMIEMOCTH OTHOCHTENBHD
EEICEODOEDeERT ADC:
OpCICHTHPOEAHHDE
EEICEOOOEIEHHE — HECEOIEED
EpeMeHHEIX TOUEE, OTCPOTEHE0S
ERICEODORIEHHE — OEE CTETHH,
TapannelsHEE HIH
TOCIEI0EATETBHELE

Fax npagmmo, IpemeHN EPHTSPEHE
OPEEMIEMOCTE ¢ YCTAHOEISHEEN
HIDHHETD TPegela A4 NOE3SaTena
PACcTECPEHIA IPH HCIEITAHEH C
ofECH TOUECH KOHTHOTE

&y npaEmmo, mpHMeHMn
EPHTEPHH OPHEMIEMOCTH C

BECHAJARMOCTRE H
pacTECcpeEem”

YCTAHOE/IEHEEM BEPXHET O
Ipedend T DOKASETEILT BaM eHI

RRAGIBAREMAGTE.




SHATHTEIEHO
IH pacTECpeHH: BIHAST
Ha OHOZOCTyOHOCTR? (Hanprmiep,
Ha{UIFOOATACE TH HEOPHeMIeMan
OHOZOCTYIROCTE A7TA
PETeEaHTHEIE CEPHE
Ha 3TAIE

H3MEHEHHA E COCTAES
MeEapCTESHEOTC IpelapaTa
HUTH IepebeHHES DapaMeTprl npomeccy
OpPCHSECICTER Ha PRcTECpEHHe?
(HemonbsoEaTs IOTX0TAIIRE JHANAS0HEL
HIyIHTE PACTEOPEHHE
E mETepEate pH 1.2 — 6 8)

Earme ocolble VCIOEHE MPOESISHAT HCNEITAHFA H EPHTEPHH IPHEMIEMOCTH SR TR TCA
TIOTXOMANELE | HeMeueHH0e BEICEoDoE Iemne )]

Crnegyer YCTAHOEHTE VCIOBME
OpOEEIeHIA HCNBITAHAN B EPHTEpHH
OPHEMIEMOCTH, KOTOPEE CIIOCO0HE

PASTHIHTE CEPEH © HENMPHEMTeM0H
OHMOIDCTYIHOCTERD

Konrpomapyrored mH STH
H3MEHEHHA COTMacH
IpVICH MeToJHES C

Y CTaHOEHTE YVCIOEHA OpOBSIeHA
HCORTAHAA H EPHTEPHE OPHEMIeMOCTH,
OOSECVIARDINEE OAoOpATE CEpHH,
MIpHEMIEMEIE B KIHEHISCKOM OTHOMISHIHE.
VenoEna npoEe eHNE HCMEITAHEA B
EpHETEPHH IPHEMIEMOCTH JOIVCEaSTCE
VCTIAHAEIHEATE D3 yIeTa HX CIOCOOHOCTH
EHLAEIATE HIMeHSHHA
E COCTAEE MEEIpCTECHHOTO NpenapaTa

H B IpONecce TPOHSBOICTER

YCTAHOE/IEHEIEM

EPHIEPHEE
OpPHEMTEMOCTH?

YCTaHOEHTE VCIOEHA NPOESISHAA
HCIEITAHKH H EHTEDHH
OpPHEMISMOCTH, KOTOPEE TOSEOIART
PAcIoSHAEATE STH HiMEHEHHT.
Kar npagano, AEMTOTCA DOXOZAMHEME
EpHTS[HH DPHEMIEMOCTH
TOpH HCOETAHHTX © OJHOH ToOURoH
EOHIPOIIE




Faxme [WanazoHEl DOpPHEMIEMOCTH HEIAGIOTCHE HOJXOJAIDEME  (IpOIOHTHPOEZHHOES

s —_
ERICEODOETEHNE)?

MEFOTCA T JAHHEIE O
OHOZOCTYIHOCTH I CepHE

ERICEODOEDeERe APC

C PATHIHEOH CECpPOCTEID
ERICEOOOMIeHHA T

Moszo om
Y CTEHOBHTE 33 BHCHMOCTE
invitro (inviva)? (Tlpn
He00X 0 HMOCTH MO THHITHPOEATE
VCIOEHA OpOEE JOHNA
HCTIBITA HHA
invitro)

Henoawsoate
HOpPEAEED i Vitre
{in viva) BEMecTe C
COOTEETCTEYEOIIEDH
PESYIBTATAME SHATHSE
cepHE m11
VCTAHOEISHHA
JHATAIOHOE
TIPHEMIEMOCTE

OT YCIOBHH OpOEETEHEE
HCTIRITAHHT M Vifra?

HenmoaesoEaTs Boe HUEHNTHECT JaHHEIE O
cTa0HTEHCCTH, GHOTOCTVIEOCTH H
ENHEHYECKHE J3HHEIE, ITO0E VCTAHOEHTE
HATTEHANHE THANAI0HE] TPHEMTEMOCTH

peERIIIA FOT JTH JHA MES0HED
nprercrerocTa 20 ¥
OT 38 AETEHHOTO COJepIrarm?

HET
i IIpegcTasmTs
COOTEETCTEYEOIIHE
AFHEIE 0

OEOHIATENRHD 3 i

G . SHOZOCTYIHOCTH, TT00E

MATIASOHED EATHARPOEATE
OpPHEMTEMOCTH AT

OpHEMTEMOCTH

Cxema pemennii Ne 4

YcTaHOBIEHHE KPATEPHA IIPHEMIEMOCTH )1 KOHTPOITHPYEMO# IIPHMECH
B aKTHBHOM (papManeBTHIESCKO# CyOCTaHIIHI



OmnpemenuTe YPOESHE
COASpEANRA OpEMEceH B
PETIEESHTHEIX CEpHAR!

OUsHATE MaKCHMATRHOE

VEEMHIeHHE CONepiannT
CyrepoEaTs cpegHEe AsngeTcann JA TIEMECH Ha JaTy
SHAYEHHE VPOEHRT N NpFbECE TAKHE OpoESOeHHA TOETCPHOTO
COJepiEAHNE IPMMECH H OpOayETOM HCORTARHA, HCIOIBSYA
EpXHHH JOESPHTEIbHEIR AerpajamHe’ JAHHEIE VCHOPEHHEDX
mpegen (IpHHATE 33 A7 H J0TocpodHEX
HCCIET0EAHME
CTAaDHIEHOCTH
L
OnpegemaTs
[peesmratoT MAECHMATEHEIER
Epureprmi nprerineamocTH an A minB EepOATHEIN VpOBEHE

OomsEeH OHTE paseH A mn B

COJepiEaHiA IpIIecH
(E 3AEHCHMOCTH OT CHTYAIHH) i

K&K
A + sHaueHHEe, Ha
EOTOPOE MOBEICHIOCE
COTepEanHe IPOTVETa
JerpafalHe IpH
EpaHeHHH B
COOTESTCTEVEOIITEE
Kpurepnii npHeMIeMOCTH JOTTEEH VCIAOEMAX
OHTE paEeH KEATHHHIHPOEAHHEOMY (mprmaTe 33 B)
VPOBHED HUIH CIRTYeT VCTaH0EHTE
EOERIH KEATHGHITHPOEAHHEL
VpOEEHE"

VpOERHE]

1 PeneBanTHbIC CCpHUUu — CCPpHH, ITOJIYUYCHHBIC B XOIC I/ICCJ'IeIIOBaHHﬁ Ha O5Tallax
p33pa6OTKI/I, OIIBITHO-ITPOMBIINIJICHHOT'O U IIPOMBIIIJICHHOI'O ITPOXU3BOACTBA.

2 BepxHuil 10BEpUTEIbHBIN MPEAET PABEH CTAHAAPTHOMY OTKJIOHEHUIO PE3YJIbTAaTOB
aHaJu3a cepuil, yYMHOKEHHOMY Ha 3.
3 Omnpenensercs B COOTBETCTBUHU € MTPaBUJIaMU 110 U3YYEHUIO IIPUMECEN B JIEKAPCTBEHHBIX

CpeICTBaX U YCTAHOBJICHHWIO TpeOOBaHUM K HUM B cCHeHU(UKAIUAX, YTBEPKIAEMBIMU
Komuccueii.

Cxema pemtennit Ne 5

YcTaHOBIICHHE KPHTEPHS IPHEMIIEMOCTH AJIA MPOAYKTA Aerpagamu (IpoayKTa pa3iokKeHH) B
JIEKapCTBEHHOM TIpernapare



OUEHATE MARCHMATEHOS VESIHEEHHE
COJEPEAHNA MPOIVETA JeTPATAITHE Ha
HET KOHEI] CPOEa TOTHOCTH (CPOEA XPaHeH "),
HCIOMBSYVE JAHHEE VCEOPEHHBIX H

Dopasyerca 18
E XOJe OpOHIB0JCTEL
IeEaPCTESHHOTD P eTRPaTa

o e 5 OONTOCHOIHEDS HCIEITAHEE CTACTEHOCTH
AETPA AAITHE? > {mpEREATE 32 D)
L J
OUeHATE MAKCHMATRHOE VEEIHUEHHE OnpeelHTs MAKCHMATERO ESpOATHELT
COASPAEHNE DPOZYETA JErpaTalHe B YPOEESHE COOEPHAHNT IPHMECH

Xoge ITpOHSEOICTES PENEEAHTHELX

Ee g 5 C) cyocrarmmw (A mwm B+ C+ D)

HET ITperrmmaer a0
Eparepsit NpHenneMocTH JOTEEH MAKCHMATEHO Bep O ATHELR
OBITH PAEEH MaKCHMATHHO VpOBESHE KB4 THAHITHp OB S

EEpPOATHOMY YPOBHIO

Epurepsil npHeMIeMOCTH JOUDHEH OBITE PAESH
EEATHEHIHPOEANHOMY VOOBHED, THOO ClemyeT
VCTAHOEHTE HOBHE EEATHOHITHPOEAHHEEN VPOBEHE"
FUTH HOEEIE VCIIOEHA XPAaHEHNA THOO COEPATHIE
CPOE TOIHOCTH (CpOE XpaHeHHT)

1 PeneBanTHbIe CCpUN — CCPHH, IOJYUYCHHBIC B XOJC I/ICCJ'ICI[OBaHI/Iﬁ Ha J3Taliax
pa3pa60TKH, OIIBITHO-IIPOMBINIJIICHHOI'O U IIPOMBINIJIICHHOT'O IIPOU3BOACTBA.

2 [Topsinok onpexnenennst A u B npencrasnen B cxeme pemeHuid Ne 4.

3 OnpenensieTcs B COOTBETCTBUM C ITPABUJIAMHU MO U3YUYEHHIO MIPUMECEN B JIEKAPCTBEHHBIX
CpeICTBaX U YCTAHOBJICHUIO TpeOOBaHUM K HUM B cHenuUKANUAX, YTBEPKIAEMBIMU
Komuccueii.

Cxema pemernit Ne 6

YcTaHOBICHHE KPATEPHEB IPHEMIIEMOCTH OTHOCHTEIHHO pa3Mepa JacTHI]
aKTHBHOM ¢apManeBTHaeckoit cybcranmmu (ADC)



[TpeacTaerier
JTH T€EA P CTESHHER
Openapar codoH TEepIyIo
FUTH EHEAKYE TeKapCTEEHHYED
popry, comepEanyzo
HepaCTECPEHHYED
APC?

1. Kperreraen ma pasaep 9acTHIT T8 PRCTEOPEEHE,
PECTECPHMOCTHE HTH GHOTOCTYIHOCTH!

2. KpurEuen mH pasMep 9aCTHI 214
TEXHOICTHIEOCTH JeRapCTECHHOTD NpenapaTal

3. Kpsreues m pasMep 9acTHI A8 CTA0RTRHOCTH

JnA meEapcTESHHEDX Sopu
E BEHIg PACTECPOE EPHTEDHE
MPHEMIEMOCTH B OTHOMIEHEH
pasuepa gacTan A$C
He TpebyeTca

ecn HET mo Eced OyHETaM

AEKAPCTEEHHOND MpeIapara’

4. KpurEues mH pasMep TaCTHI AT 0IHOPOTEOCTH
0SHPOEEHRE TEKApPCTEEHHOND NPeIapaTa’

3. KparHues M pasMep TaCcTHI TTA HOLTEpHARET
EHEMEETO BEAR TeKEPCTESHHOT0 Mpenaparal

ecnH JA mo oJHOMY HIH
HEeCETEEHM ITVHETAM

Y CTAHOEHTE KEPHTEDHE NPHeMIEMOCTH

K perrepnii npHeMIeMOCTH
He Tpebyerca

Cxema peutenuit Ne 7

Onpenenenne HeOOXOAUMOCTH BBEEHN KPHTEPHEB IPHEMIIEMOCTH OTHOCHTEIEHO
nonuMop¢u3Ma akKTHBHEIX (papManeBTHIecKnX cyOocTanmuii (ADC) u 1eKapCTBEHHBIX NPEIapaToB

AxTuBHas papManeBTHIECKAA CyOCTaHIHS



POFICKOIHT
III ITpoeecTn crpEARET 8 o6pasoEanme TaneHefimme
OTHOCHT&IEHD I DaSTHYHBIX JeHCTEHT He
nomaEnMepdEsMa ASC nomEnIopdHEDS TpedyIoTea
dopa?
OxaparTeprsoEaTs DOpMEL HATPEMED:

DopOIEGERT PENTTeHOECERR THGParTIHa;

JCE (TepupeckHi aHATHS); —sIlepeRTH &

MHEpOCEDIIH,

CIEKTPOCKOIIHA

HET
o cEORCTEAM (pAcTECDIMOCTE,
CTADFITEHOCTE,
TeMIeparypa
nnaEneHnd)” !
IlpoEeneERe ACOEITAHAE HIH
VCTAHOENEHHE :g:mepne:s
nprenIeMocTH 311 APC Be TpebyeTca

HamemmoTes mm
VHEMMOHATEHED: HET
XIPAETEPHCTHEH, Ce30IacHoCTE
HIH 3 HeETHEROCTE
AEKAPCTEEHROTD
OpemapaTa?

REY

¥

¥ CTAHOEHTE EPHTEPHH _
IPHEMIEMOCTH E OTHOIIEHIE - Ilepefirs & 3.

COTepEEERT nonnopdEen dopn
AdC

JlexapcTBeHHBIH Mpenapar
B BHJIC TBEPOi MIIH KUAKOHN JIEKapCTBEHHOM OPMEIL, cojiepKaleit HepaCTBOPEHHYIO

aKTUBHYIO (hapManeBTHIECKYIO cyOcTanuio (ADPC) mpu HaIMIAK METOAMK H3MEPEHUA
coziepkaHus NOMMOPGHEIX (opM B JIeKapCTBEHHOM IIperapare



IMozroazeT a1
CITEITA HEE Y HEITHO HATEHED
XA PAKTEPHCTHE TeEa PCTEEHHOND
[IpemapaTa yCTAHOEHTE JOMEHEN

moamopdEe Gop (Hanpeep
TecT «PacTeopemme:)?

Korrpomaposate nomnaopdere
thopMEL B IpOIecce HIVIEHNA
CTA0HNBEHOCTH JTEEAPC TEEHHOTO
Ipemapara

Haoamaaerca
TH H3MEHEHHE, EOTOPOS
CHoCcOOHD MOBTHATE HA
0e20Ma CHOCTE HITH
adderTHEROCTE
AeEAPCTESHHOTO
npenapata’

YCTaHOEHTE EPHTEPHH
IPHEMIENMOCTH, COMIACYIOMHECA
€ Des0MacHOCTEES H [ HITH)
sdderTHEHOCTERD
TeFApCTEEHHOTC NPENapaTa

BximodeHne METOIUK HICHTH(DHKAIIIH,

HOHTPOIE, 8COH H3MEHASTCA SO0 THOITEHFES

oA

VCT2HOEHTE EpHTEPHH
OpHEMISMOCTH ST
COOTEETCTEYIOMIETD

HCIEITAHEA
GVEETTHOHATEHEX
KAPAKTEPHCTHE

KpHTepHn DpReMIesocTE
JTIE HI3MEeHSHHA
nomopdaEEx dop B
IERAPCTEEHAOM NPelapaTe
EEQIIHTE HE TpedyeTca

Cxema pemennii Ne 8

KOJIMYECTBEHHOT'O OMpPEeJICHHS M OMpeIeJICHHs SHAHTHOMEPOB-TIpUMeCEii B

cnenupuKanyIo Ha XUpalbHbEIe aKTABHEIE (papManepTuaeckue cyocranumii (ADC)

¥ JICKapCTBEHHEIE MIPENapaThl, coaepxkamue xupanbaeie ADC



OnpegemmsTs A Coerpderaee: 11

HeOUKOTHMOCTE o Henmerca an xupaneHol AP
EepHOHEATTHE ADC METOTHEH

nerrndexamme | PALIEMATOM) | yppansmoi? EIEE HaesTHAMEATHE,

xupamesod APC opr I b s

EBITYCHE H (HIH) OpH
HCIETAHHTX Ha
TPHEMIEMOCTE

ONpeIeTeHHE H
HCIIRITAHHA Ha
OpEREcH

A He TpeOyIOTCH
(M 1 3JHAHTHOMEF)

¥
BEMCUIETE B CORTRHEATTEED ASCL
HIeHTH(HE A", )
EONMHIEeCTEEHHCE OOpeIeleH e

HCOBITAHIA Ha SHEHTEDJ.!EP—]IIJEIIEEI:'*.

BETFOTHTE B CHETA(HEAITHIO TeKapCTEERHOTO IpemapaTa’:
HOMHAeCTEeHHCS Onpedee s,
HCIIEITAHEA Ha SHAHTHOMEep-TIpEMech?.

I Kak u B orHOmeHNH OPYTUX MPUMECEN, HICTOYHUKOM KOTOPBIX SIBJISIETCS MCXOJIHOE
ChIpbE, UCIIOIB3YEMOE NMPU CUHTE3€ aKTUBHBIX (PapMalleBTUUECKUX CyOCTaHLMM, ClemyeT
OpPEIyCMOTPETh KOHTPOJb KadecTBa XupanbHbIX A@C, yCTaHOBUB MNpeAeibl s
COOTBETCTBYIOIIETO MCXOJHOTO CBIPbS WM MPOMEXKYTOYHON MPOIYKIIMU, €CIU ITO
000CHOBAHO pe3yJibTaTaMU HCCJIEJOBaHUM, TPOBEICHHBIX B XOJe pa3paboTKu
JIEKapCTBEHHOI'0 Tpenapata. B OCHOBHOM 3TO HEOOXOAMMO B CiyyasX, KOTJa HMMEeTCs
HECKOJIbKO XHPaJIbHBIX IIEHTPOB (HampuMep, 3 1 OoJee) win TpedyeTcss KOHTPOJIb Ha CTaIuH,
npeaecTByonei cuaredy koneuHoit ADC.

2 Bsamen METOAUKHN uaeHTUuukauuu xupaibHod ADC nomyckaeTcs MpUMEHEHUE
METOJMKH KOJUYECTBEHHOTO OmpeaeneHus, cneuupudyHon ans xupanbHod ADC, win
METOAUKH UCIBITAHUA HA YHAHTHOMEPBI-IIPUMECH.

3 Biamen METOJIUKH KOJMYECTBEHHOI'O OMpeaAeICHUs, CeuPUIHON I XUPATbHON
ADC, pomyckaeTcss MNPUMEHEHHME METOJIMKH KOJMYECTBEHHOTO OIpejesieHus,
HecnienupuuHor a1 xupanbHoit ADC, B codeTaHUM C METOJAUKONH KOHTPOJIS
MPOTHUBOMOJIOKHOTO SHAHTHOMEPA.

4 ConepxaHue MPOTUBOIOJIOKHOIO SHAHTHOMEPA B aKTHUBHOM (hapMalleBTUYECKOM
CyOCTaHIIMM MO>KHO OIPEAETUTh HA OCHOBAHUHU JAHHBIX, TOJYUYEHHBIX C IIOMOILBIO METOAUKH
KOJIMYECTBEHHOT'O ONpeAeNeH s, cneupuyHon s xupanbHoit ADC, uiu ¢ moOMOIbIO HHOU
METOJUKH.

> VcnbiTanus JIEKapCTBEHHOTO Tpenapara, crerupuIHbIe 11 CTEPEOU30MEPOB, MOKHO
HE TMPOBOJUTH, €CJIM MOATBEPKACHO, 4YTO palleMHU3aius B MPOIEcce MPOU3BOACTBA
JIEKapCTBEHHOTO TIperapara W BO BPEMs XPaHEHHS TOTOBOW JIEKapCTBEHHOW (HOPMBI
HE3HAYUTEIbHA.



I[TPUJIOXKEHUE Ne 2
K PyKOBOJICTBY 110 COCTaBICHHIO
HOPMaTHUBHOTO JOKyMEHTa 110 Ka4eCTBY
JIEKapCTBEHHOT'O IIpernapaTa

©®OPMA
THTYJIBHOTO JIACTAa HOPMATHBHOI'O JOKYMEHTA 110 Ka9€CTBY

COI''TACOBAH
YTBEPX/JEH

(HauMeHOBaHUe, JaTa ¥ HOMEP JOKYMEHTa
(HanMeHOBaHUe, AaTa H HOMEP
YIOJHOMOYEHHOT'O OpraHa rocyapcTaa
JOKYMEHTa YITOTHOMOYEHHOTO OpraHa
MPU3HAHUS, B COOTBETCTBUH C KOTOPHIM
. pedepeHTHOTO rocynapcTBa,
COIIaCOBaH HOPMATHUBHBIN
B COOTBETCTBUH C KOTOPEIM YTBEPIKICH
JOKYMEHT IO Ka4eCTBY) .
HOPMATHBHEIA JOKYMEHT 10 Ka4eCTBY)

HOPMATWBHEIM JOKYMEHT IIO KAYECTBY

ToproBoe HauMeHOBaHKE (TOPTrOBbIE HAUMEHOBAHUS ) IEKAPCTBEHHOTO Mpenapara:

MG)KI[YHapOI[HOG HCTIaTCHTOBAHHOC HAMMCHOBAHUC!

(Ipu ero OTCYTCTBUM — OOLIENPUHATOE (TPYNIIMPOBOYHOE) HAUMEHOBAHKE, & TPU OTCYTCTBUU
MIOCJIETHET0 — XUMHUYECKOE HAUMEHOBAaHHUE)
JlekapctBeHnHas popma:

Jlo3upoBka:

I[epxcaTenL PETUCTPAINOHHOTO YAOCTOBCPCHUA:

(HauMeHOBaHUs JepiKaTessi PErucTPallMOHHOTO YJIOCTOBEPEHHS U TOCYyJapCTBa €ro
perucTpanuu
(MecTa HaxOXK/IeHUs))

HomMmep u 1ata HOpMaTUBHOTO TOKYMEHTA:

(HOMep U JlaTa PEruCcTPAllMOHHOTO yIOCTOBEPEHMS, BBIIAHHOTO pehepeHTHBIM ToCyAapCTBOM

)"
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