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O Konnemmu rapmoHm3amnmm papMakoneit rocynapcrs - wieHoB EBpazuiickoro
3KOHOMMYECKOT'O COI03a

Pemenne Komnerun EBpasuiickoi s3xkoHOMUYECKOM KoMuccuu OT 22 ceHTs0ps 2015 roga No
119

B coorBerctBuM co crarbeid 5 CornameHuss O €JUHBIX NOPUHIMIAX
U MpaBujax oOpallleHus IEKapCTBEHHBIX CPEJICTB B paMKkaxX EBpa3uilckoro "KOHOMHUYECKOTO
cor3a OT 23 nexabps 2014 rojua, NYHKTOM 27
npunoxenuss Ne 2 x Permamenty pabotsl EBpa3uiickoli SKOHOMHYECKOW KOMHUCCHH,
yTBepkieHHOMY Pemenriem Briciiero EBpa3uiickoro s5kOHOMHUYECKOTO cOBeTa OT 23 AeKadps
2014 1. Ne 98, u Pemenuem Briciiero EBpa3uiickoro s5kOHOMHUYECKOTO coBeTa OT 23 nekadps
2014 r. Ne 108 «O peanuzanuu CorjameHust 0 €UHbIX TPUHIUIAX U TpaBUIax o0palieHus
JIEKapCTBEHHBIX CPEICTB B pamMKax EBpa3miicKOro sKOHOMHUYECKOTO coro3a» Koiuteruns

EBpasulickon DKOHOMHUYECKOMU KOMUCCUU pemuia:
1. YTBepauts npunaraemyro KoHIenuo rapMoHu3anuu GpapMakonei rocy1apcTs —
YJIEHOB EBpasuiickoro DKOHOMHUYECKOTO cor3a.

2. Hacrosmee Pemienne BcTymaeT B CUIly € AaThl BCTyIUIEHUS B cuuty CornamieHus o
€IMHBIX TPUHIUMNAX M TMpaBWiIaX OOpalleHus] JEeKapCTBEHHBIX CPEJACTB B paMKax
EBpaszuniickoro 3koHOMHYECKOT0 coto3a oT 23 aexadps 2014 rona.

Ilpencenarensb Komnerwmmwn
EBpa3zurickori 5KOHOMHYECKOH KOMHCCHH B. Xpucrenko
YTBEPXIAZEHO
Pemenuem Konmnerun EBpasuiickon
DKOHOMHUUYECKOW KOMUCCHHU

ot 22 centa0ps 2015 roma Ne 119

KOHIIEITLINS

rapMoHu3anuy (hapMakoIei rocy1apcTB — WieHOB EBpasuiickoro 5KOHOMH9IECKOTO
COI03a

1. BBenenme

Mapmonuzanus TpeOOBaHUM K JIEKAPCTBEHHBIM CPEJACTBAM SIBISIETCS HEOOXOIUMBIM
MPOIIECCOM B YCIOBUSIX (YHKIIMOHHUPOBAHUSI OOIIETO pPhIHKA JICKAPCTBEHHBIX CPEJCTB B
pamkax EBpasuiickoro sxoHoMuueckoro coro3a (gaisee — Coro3). Ha coBpemeHHoM 3Tarme
peryJupoBaHusi OOIIETO PhIHKA TApPMOHHU3AIUS SBIAECTCS OJHUM M3 CIIOCOOOB pa3BUTHUS



(hapMaKOINEeHHBIX CTaHIaPTOB rocynapcTB — wieHoB Coro3a (J1ajmee — rocyaapcTBa-ujeHBbI).
Hacrosmas Konuenuus pazpabotaHa B cooTBeTcTBUU co ctatbeil 30 JloroBopa o
EBpaszuniickom skoHomMuueckoM coroze oT 29 mas 2014 rona, cratbedt 5 CornameHus o
€IMHBIX TPUHIUMNAX M TMpaBWIaX OOpallleHUs JEeKApCTBEHHBIX CPEJACTB B paMKax
EBpasuiickoro sxoHomMu4eckoro corosa ot 23 nekadps 2014 rona u Pemennem Bricuiero
EBpasuiickoro skoHomuueckoro copera ot 23 aekadbps 2014 r. Ne 108 «O peanuzaruu
CornamieHusi 0 €UHBIX MPUHIMIAX W MPaBUIAX OOpallleHUs JICKAPCTBEHHBIX CPEJICTB B
paMKax EBpasuiickoro SPKOHOMHUYECKOTO COI03a».
Hacrosimas Konuenuus onpenensier MOJeab U NPUHLIMIBL pa3padoTku Papmakorneu
EBpasuniickoro skKoHOMH4YecKOro coro3a (manee — Papmakomnes Cor3a) Ha OCHOBE
(dapmakorieil Tocy1apCTB-4JIE€HOB U OCHOBHBIX (hapMakorei, o1oopennss @apmakoneiHbIM
KOMUTETOM EBpa3uiickoro sKOHOMHYECKOro coro3a (nainee — dapMakonelHbId KOMHUTET
Coro3a) rapMOHM3UPOBAHHBIX (hapMaKoIeHbIX cTtaTel (MoHorpaduii) @apmakoneu Coro3sa,
npeJcTaBIsomux coboi (¢dapmakonelnbie ctaThu (MOHOTpaduu), MOATOTOBICHHBIE
COBMECTHO CHEIHAIMCTAMHU T'OCYIapCTB-WICHOB U OJ0OPEHHBIE B YCTAHOBICHHOM MOPSIKE
@apmakonerplM koMuteToM Coro3a, m yrBepxacHus dapmakonen Coroza Komternen
EBpa3uiickol 3KOHOMHUYECKOW KOMHCCHM C LEJBIO YCTAHOBJIECHHUS IPO3PAYHOCTH BCEX
npoueayp B 3Tod cdepe, a Takxke oOecHedeHUs] HEMPEPBIBHOCTU Tpollecca pa3paboTKu
HOBBIX FapMOHU3UPOBAHHBIX dbapmakomeHbIX crareu (MmoHOTpadwuii).
KoHueniust oxBaThIBa€T BOMPOCH rapMOHM3aIMU (hapMaKoIiel rocyJapCcTB-4JIeHOB KakK B
4acTU JIEKAPCTBEHHBIX CPEACTB IS MEJUIIMHCKOTO MPUMEHEHHs, TaK M B YacTH
BETEpHUHAPHBIX JE€KapCTBEHHBIX npenapaTos.
B nensix ocyuiecTBieHus Hajuiexaiie pa3padoTku, BHECEHUSI U3MEHEHU, OOHOBIICHUS U
0100peHusT TapMOHHU3UPOBAHHBIX (hapMaKoMeHHbIX cTarei (MoHoTpaduil) HacTosIIas
Konuenmusa onpenensger npuHuunsl B3aumMoercteus @apmakoneitnoro komurera Coros3a u
YIIOJTHOMOYEHHBIX OPTaHOB TOCYJAapCTB-YJICHOB B cdepe oOpalieHus JeKapCTBEHHBIX
CPEACTB B JacTHu CO3JIaHUA eJUHOU dapmakoneu Coro3a.
Hacrtosamas Konuenuuss HampapiieHa Ha pealu3alMI0 CIEIYIOIMMUX 3a1ay:
dbopMupoBaHHE MOJENU TapMOHU3aUMM ¢dapMakoneld TrocyaapCTB-YJICHOB;
BBIOOP OCHOBHBIX (papMaKomei, ¢ y4eTOM TPEOOBAHMI KOTOPBIX JOJKHA OCYIIECTBISTHCS
rapMoHU3aIms GpapMaKoneil rocyJapcTB-4wICHOB, OMpeAesieHUe YPOBHS UX TPUOPUTETHOCTH;
oOecreuyeHrne NTPUMEHEHUsI €AMHOr0 MOPSAKa TPOBEACHUS rapMOHU3aluK (hapMaKomneit
rocyaiapcTB-YJIE€HORB,;
oOecrieyeHne eJMHCTBA MPUHLUIIOB pa3padoTKu (papMakoneHbIx cTaTelt (MoHOrpaduil)
®apmakomnen Coro3a.

II. CoBpeMeHHBIE IOAXOBI K TapMOHM3aIUH (papMaKonei rocyaapCTB-wWICHOB



Hauano rapmonuzanum MexayHapoaHbIX (apMakoreit Obuto monoxkeHo B 1948 rony,
korga Cekperapuatom BcemupHoi opranuzaiuu 3apaBooxpaneHus (BO3) Obu1 monydeH
coOoTBeTCTBYIOIIMI MaHAaT. [lepBriit ToM mepBoro m3ganust MexayHapoaHou (apMakoren
Obu1 onmyOnukoBaH B 1951 roay ¢ 1enbi0 rapMoHU3alUM TPeOOBAHMN K KadyecTBY
bapManeBTUICCKUX cybcTaH Uit BO BCEM MHDE.

Hauunas ¢ 2012 roxa ayist ocyiecTBiIeHUs] TaApMOHU3AIMU Ha TJI00aTIbHOM YPOBHE MO/
srugoil DkcnepTHoro komuteta BO3 mo cnemudukanusM JeKapCTBEHHBIX CPEICTB
OCYIIECTBIIIETCS aKkTUBHas pa3paborka crangapra BO3 «Hamnexamas ¢apmakoneiinas
NPaKTHUKAaD» (GPhP).

OcHoBHbIME 3amadamu cTangapta BO3 «Hamgnexamas ¢gapmakoneiinas npakTukay (
GPhP) ABISAKTCSHA:

o0ecrieyeHne KayecTBa JEKapCTBEHHBIX CPEACTB Ha TII00AIbHOM YPOBHE ITyTEM IMPHUHITHS
bapMakome il HBIX CTAHOAPTOB;
COACHCTBUE TNPU3HAHUIO TJI00ANbHOM (papMaKONEHHON JesITEIbHOCTH;
MOBBIIICHHUE IOBEPHUS PETYJIATOPHBIX OPraHOB K (papMaKkomeHbIM CTaHAapTaM KadecTBa
JEKapCTBEHHBIX CpelcCTB Ha rio0anbHOM YPOBHE;
YKPEIUIEHHE COTPYAHHYECTBA MEXKJIY BCEMH 3aHMHTEPECOBAHHBIMHU JHLAMHU (
HallMOHAJBHBIMA M PETrHOHAIbHBIMM (PapMakONEeMHbBIMU KOMUTETAMU U HHBIMU
OpraHU3alMsIMHU, PETYISATOPHBIMU OpraHaMH, MPEICTaBUTEISIMH (apMaleBTHUYECKOM
IPOMBIIIUIEHHOCTH) U COKpAIllEHHWE PACX0JI0B, CBSI3aHHBIX C pa3paboTKoi (papmMakonenHbIX

CTaHIapTOB KayecTBa JE€KapCTBEHHBIX CpPEICTB;
YIPOILEHHE MPOIEAYpbl TapMOHU3AIMU U MPU3HAHUA (DapMaKONEHHBIX CTaHIAPTOB
KadyecTBa JEeKapCTBEHHBIX CpEICTB Ha ra00aibHOM YPOBHE;

oka3aHue (hapMakoNeHbIM KOMUTETaM I'OCyAapCTB-UJICHOB MOAAEPKKU B UX paboTe 1o
CO3JJaHUI0 TapPMOHM3UPOBAHHBIX (PApMAKONEHHBIX CTAHJAPTOB KadyeCTBA JIEKAPCTBEHHBIX
C p e I ¢ T B

Crangapt BO3 «Hannexamas dapmakoneiinas npaktuka» (GPhP) momken crath
PYKOBOJCTBOM JJIsl HAIIMOHAJIBHBIX U PETHMOHANBHBIX (PapMAKOMEHHBIX KOMUTETOB U MHBIX
opraHuszanui 1no pa3paboTke, NyOJMKAaUUM U PACHPOCTPAHEHHMIO (apMaKONEHHBIX
TpeboBaHuil. M3m0keHHbIE B HEM NPUHLMUIIBI U MOAXOABl K pa3paboTke (hapMaKoNeiHbIX
crarei (moHoOTrpaduil) pacnpocTpaHAKTCS Ha:

bapmManeBTUUYECKUE cyOcCTaHUUU;
JIEKapCTBEHHOE CHIPhE IPUPOJHOrO NPOHUCXOKIAEHHUS (PACTUTENBHOE, KMBOTHOE);
JEKAPCTBEHHBIE npemnapartsl;
OMonoruvyeckKue npemnaparTsl;
DKCTEMIIOpalbHbIE JE€KapCTBEHHBIC npemnaparsl;
CTaHJApPTHbIE 00pa3lbl, UCIOJIb3YEMbIE JJIS MCIBITAHUN JIEKAPCTBEHHBIX CPEJICTB.
[Tpumepamu 3 PEeKTUBHBIX YCHIUN O TapMOHM3aLUM (apMakolel SBIAIOTCS
dapmakoneiiHas auckyccuonHas rpynna (PDG), I'pynna no rapMoHH3aunuu



HOxno-Amepukanckoro obmero psiaka (MEPKOCYP) u ngp. ®apmakomneiinas
nuckyccuonHas rpynna (PDG) HenocpeACTBEHHO OCYIIECTBIIET rapMOHU3AIUIO TPEOOBAHUIMA
EBpomnetickoit dapmakoneu, @apmakonen CIIA u fAnonckoit dapmakomneun. B pamkax
['pynnel mo rapmonuzamuu FOxHo-AMepukanckoro ob6mero peiHka (MEPKOCVYP)
OCYIIECTBIISICTCS TapMOHM3AIHS (hapMaKOTIEHHBIX CTAaHAAPTOB JIATHHOAMEPUKAHCKHUX CTPaH —
ApPreHTHUHBI, bpa3zunuu, [TaparBas 51 YpyrBas.

Takum oOpa3oM, ONBIT rapMOHU3ALMK (papMakoIeid Ha ri100aJbHOM U PETHOHAIBHOM
YPOBHSX 11€1€CO00pa3HO UCIOJIBb30BaTh B paMKax Ipoliecca rapMOHU3alMK (papMakoren
roCyJ1apCTB-YJIEHOB.

ITI. ®apmakomen rocy1apCTB-4ICHOB

B Poccniickoit umnepuu, a 3ateM B CCCP rocyaapCTBEHHbIM KOHTPOJIb KadyecTBa
JIEKAPCTBEHHBIX CPEICTB MPOBOJMICSA IO CTaHIApTaM M MOJOXKEHUSAM [ 0CynapcTBEHHOM
pycckoit dapmaxorien (6 u3ganwmii), a ¢ 1925 roma — 1o cra#HAgapTaM M IMOJIOKECHUSIM
INocynapcrBennoit papmakornen CCCP. [Tocnennue nznanus ['ocymapcTBeHHOM apmakonen
CCCP — X mznanue (1969 ron) u XI uznanue (1987 rox — 1-i Beimyck, 1990 rox — 2-i
BBIITYCK) — COXPAHUJIM CBOM HOPMATHUBHBIM XapakTep 10 HACTOAILIETO BPEMEHH, XOTS U B
OTPAHUYEHHOW CTEINECHHU.

Jliis mpuoOpeTeHus onbiTa B pa3padoTKe papMaKONEHHbIX CTAaHAAPTOB YIIOJHOMOYEHHbIE
OpraHbl TOCYJIapCTB-4JICHOB B cdepe oOpalleHus JIEKapCTBEHHBIX CPEACTB CTallU
opumanbHeiMU HaOMIOAaTeNsIMU EBponeiickoil ¢papmakoneiinoit komuccuu Cosera EBpornbi.
dapmakomnieiiHbIE KOMHUTETHI CO3/aHbl U (QyHKIHOHUPYIOT B PecmyOnuke benapycs,
Pecnyb6nuke Kazaxcran U Poccuiickoi denepanuu.

®apmaxoneun Pecniyonuku benapyce u Pecriyonnku Kazaxcran npakTuuecky MOJIHOCTBEO
rapMoHuU3upoBaHbl ¢ EBpomeiickoit ¢apmaxomneeii. CtpykTypa OOJBIIMHCTBA UX
(dhapmakoneiHsix ctaTei (MoHOTpaduil) BKIOYaeT B ce0si 0Oyl YacTh, OCHOBAHHYIO Ha
TpeboBanusix EBpormeiickoii ¢apmakornen, U HAIMOHAJIBbHYI) YacTh, OCHOBAaHHYIO Ha
TpeboBanusx ['ocynapcrBennoit papmakornen CCCP u 3aK0HOAATENHCTBA COOTBETCTBEHHO
Pecnybnuku benapych u Pecnyb6nuku KazaxcraH.

O6mas yacTh (hapMakoneiHbIX cTateil (MOHOrpaduil) rocyJapCTB-YICHOB COJIEPKHUT
TpeOOBaHUS K KayeCTBY JEKApCTBEHHBIX CPEJCTB, MPOU3BEACHHBIX B COOTBETCTBHH C
[IpaBunamu HajAJlexauen NPOU3BOJACTBEHHOM NPAKTHKH.

HanuonanbHast yacth (QapmakomneilHbix ctatedt (MoHorpaduii) dapmakonei
roCyJapCTB-4JICHOB OTPaKaeT 0COOCHHOCTH MOX0I0B K Ka4€CTBY JIEKAPCTBEHHBIX CPEJICTB B
rocyjaapctBax-ujieHax. OHa BKIIOYAET ajJbTEPHATHBHBIE METOAMKHU, JOMOJHUTEIbHbIE
WHPOPMAIIMOHHBIE MaTepuaibl. 3adacTyl0o TpeOOBaHUS HAIMOHAIBHOW 4YacTU
(dhapMakoneiHbIX cTaTelt (MoHOTpaduil) mpeACTaBIAIOTCS 00JIee )KECTKUMH, YeM TpeOOoBaHUs
EBPOTEUCKUX (papMaKOTICHHBIX cTaTell (MOHOTpadwmii).



1. Pecry6imixa benapych

Hopwmpbi, kacaromuecs ['ocynapctBeHHoit ¢gapmakonen PecnyOnuku benapycs,
cogepxarcsi B 3akone PecnyOomuku benapyce ot 20 urons 2006 . Ne 161-3 «O
JEKapCTBEHHBIX cCpeacTBax».

[NocynapctBennas dapmakones PecnmyOnuku benapyces | uzmanus B 3 Tomax Obina
onyOnukoBaHa W BBeneHa B geiictBue B 2007 — 2009 romax. B HamuoHambHBIX
(hapMaKOMEeHHBIX CTAaThIX (MOHOTpadusaX) M3JT0KEHBI TPEOOBAHUS K METOJaM HCIIBITAHUMH,
KauecTBY JIEKapCTBEHHBIX CPEACTB U (PapMaleBTUUECKUX CYOCTaHIIMM, peaKTUBaM,
KOHTEHEepaM, MPUTOTOBJICHUIO U KOHTPOJIIO Ka4eCTBAa HKCTEMIIOPAIbHBIX JIEKAPCTBEHHBIX
IpenapaToB, MPOBEICHUIO HUCCIEIOBAHUN OHOIOCTYIMTHOCTH W OMOIKBUBAJICHTHOCTHU
BOCITPOU3BEJIEHHBIX JIEKAPCTBEHHBIX MPENAPATOB, BHIMOIHEHUIO CTATUCTUYECKONH 00padOTKU
pEe3yJIbTaTOB XMMUYECKOT0 SKCIIEPUMEHTA, TPOBEAEHUIO BAIMIALIMU METOJIUK UCIBITAHUH, a
TaKkKe o0mue TpeboBaHUS K JE€KapCTBEHHBIM bopmam 17§ ap.

C 1 suBaps 2013 r. BBeneH B jaeiicTBue nepBbiii ToM ['ocynapcTBenHoOl (papmakomnen
Pecnyonuku benapycw Il m3znanus, B KoTopelii Bonuin oOuue (papmakoneiHbie cTaTbi (
MOHOTpauu) Ha METOJbl aHalin3a, KOHTEHHEpPhl, PEAKTUBBI, IKCTEMIIOpPAJIbHBIC
JIEKapCTBEHHBIE TpenapaThl, J03UPOBAHHBIE JIEKAPCTBEHHBbIE (OPMBI, TOMEONATUYECKHE
JIEKapCTBEHHBbIE CpeACTBa W JIp. 3HauuTelbHas padoTa mpoBefeHa MO OOHOBJIEHUIO
dbapmakoneiHeix craTed (MoHorpaduii) HAIMOHAIBHOTO CTaTyca M JIOMOJHEHUH K
(dapmakoneiiHsiM cTathsiM (MoHorpadusiM). Ilepseiii Tom ['ocynapcTBeHHON (apMmakorneu
Pecniy6miuku benapycs Il u3ganus ocHoBan Ha TpeboBanusx EBpomneiickoit hapmakornen 7-ro
M 3 41 a H U 4

OdunumanbHoe pazpernieHne Ha TapMoHU3anuioo ['ocymapcTBeHHOW (apmakomnen
Pecnybnuku benapyces ¢ TpeboBanusmu EBporneiickoil dapmakonen ObLIO MPEIOCTABICHO
EBporneiickuM JUPEKTOpaToOM IO KOHTPOJI KadecTBa JIEKAPCTBEHHBIX CPEACTB U
31paBOOXpPaHEHUIO CoBeTa EBponsl (EDQM).

Brimyck BTOporo Toma ['ocynapctBenHoi gpapmakoneu Pecriyonuku benapycs 11 uznanus
00BeIMHUT (papMaKoNerHbIe cTaThu (MOHOTpA(QUH), COACPKABIINECS BO BTOPOM U TPETHEM
tomax [ocymapctBenHoit Qapmakonen PecnyOnuku benapycs | uzmanus (463
dbapmakorneitnpie ctatbu (MoHOTpaduu) Ha ¢dapmaneBTudeckue cyOcrannum, 136
(dapmakoreHbIx cTaTeil (MOHOrpaduil) Ha JIEKAPCTBEHHOE PACTUTENILHOE ChIpbE, BKIIOUas
dbapmakomneiinpie cTaThu (MOHOTpadwM) HAIMOHAIBHOTO cTaTyca). BrTopoit ToMm
I'ocynapctBennoit dapmakonen Pecnyonuku benapyce Il m3manusi, OCHOBaHHBIM Ha
TpedoBanusx EBpomneiickoit (apmakoneun (EP 8.0 — 8.4), mnaHupyercs K H3JAHUIO U
BBEJECHUIO B nNeucTBHUE B 2015 TONY.

WcnbiTanus, npenycMaTpuBaemMble NpU pa3paboTke (gapMakoneWHbIX crateil (
MoHoOTpaduii), BRITIOIHIIOTCS B JabopaTopusx, cepTuduunpoBanubix Ha coorBeTcTBue CTh
NCO/MDBK 17025-2007 «OO0mue TpeObOoBaHUS K KOMIETEHTHOCTU HCHBITATEIbHBIX H



KaIMOpPOBOYHBIX J1abopaTopuii», J1abopaTopuu, COOTBETCTBYIOIIEH MEXKIyHAPOIHOMY
crannapry MCO/MOK 17025 u BerynuBmeid B CeTb OQUIMAIBHBIX MEIUIMHCKHUX
KOHTpoJbHBIX Jnaboparopuit Cosera EBponsr (OMCL GEON), u B maboparopuu,
npoiueameil npekBanupukanuio BO3 u npu3HaHHOW COOTBETCTBYIOIIEH PEKOMEHIALMSIM
B O 3

B nensix obecneuenus aktyanbHOocTH ['ocymapctBeHHol (apmakonen PecmyOnuku
Bbenapyce, a Takke BO3MOXHOCTU BKJIIOUEHHS B HEE HOBBIX (PapMakomeuHbIX cTtareil (
MoHoTpaduit), orcyrcTByronux B EBpormeiickoit dapmakonee, B HosiOpe 2013 r. ObUI10
noanucano coriamenne ¢ ®dapmakoneirinoit konenmuei CIIA (USP), mo3Bomsrorniee
NpOBOAUTH 3auMcTBOBaHUE TekcToB @apmakonen CIIA nmns uX BKIIOYEHUS B
(dapmakoneiinbie ctathu (MoHorpaduu) ['ocymapcTBenHoil (apmakonen PecnyOnuku
benapycs.

2. Pecrry6mixa Ka3zaxcran

HeobxoaumocTts co3manus ['ocynapcTBennoit dhapmakornen Pecyonmku Kazaxcran Op1a
onpeneneHa Yka3om [Ipesunenrta Pecriyonuku Kazaxcran ot 23 Hos6pst 1995 1. Ne 2655 «O
JEKapCTBEHHBIX CPEJICTBax», MMEIOIIMM CHIYy 3akoHa. [lanpHelillee pa3BUTHE BOIpOCa
onpenaensuioch 3akoHoM PecmyOnuku Kazaxcran ot 13 suBaps 2004 1. Ne 522-11 «O
JIEKApCTBEHHBIX CPEACTBAX». B yCIOBHUSAX OTCYTCTBHUS HAlMOHAJIBHBIX (apMaKONeWHbIX
TpeOOBaHWU BaXXHBIM IIIAaTOM B Pa3BUTUU TOCYJApPCTBEHHOTO KOHTPOJIS KayecTBa
JeKapcTBeHHbIX cpeacTB B PecnyOnuke Kaszaxcran sBUIOCH MNpPHU3HAHUE BEIYIIUX
dapmakorneii (EBponetickoii hapmakomnen, @apmaxoneu CIIA, bputanckoii hapmakoren u
Hewmenkoit romeonatudeckoit hapmakonen) npukazom Komurera dapmanuu MunucrepcTsa
3apaBooxpanenus Pecnyonuku Kazaxctan ot 11 ¢espans 2004 1. Ne 21.

lNocynapctBennas Qapmakomnes PecnyOnuku Kazaxcran Obuta co3nana Onaromaps
rocyaapctBeHHoN nogaepxke B 2005 — 2008 rogax, yTBepKA€HA U BBEJCHA B JICVCTBUE B
2008 roxy. [Tonoxenwus, 3akperuistoniue craryc ['ocynapcrBenHoit Gpapmakonen Pecryonuku
Kazaxcran, B Hacrosiuiee Bpemsi ycraHoBieHbl B Koaexce PecnyOnuku Kazaxcran ot 18
ceutsiopsa 2009 r. Ne 193-IV «O 310poBbe Hapojla M CUCTEME 3JIPAaBOOXPAHECHUS.

[Ipumenenue crannaptoB AeicTByronux B Pecnybnuke Kaszaxcran dapmaxonei
OCYILIECTBIISIETCA B COOTBETCTBUU C MPUHATHIM YPOBHEM MPUOPUTETHOCTH. [IepBriil ypoBeHB
npuopuTeTHOCTH oTBoAMTCS ['ocynmapctBeHHoM (apmakonee PecnyOnuku Kazaxcran, npu
OTCYTCTBUM B HEH COOTBETCTBYIOIIMX (apMaKoNeHHbIX MOHOTIpapuid NpUMEHSETCS
EBponeiickas ¢apmakomnes (BTopoil ypoBeHb mnpuoputreTHocTH). Dapmakomnes CIIA u
bpuranckas bapmakornes UMEIOT TpeTui YPOBEHb NPUOPUTETHOCTH.

['ocynapctBennas papmaxomnes: Pecniyonuku Kazaxcran [ u3ganus Oputa onmyOaMkoBaHa B
2008 — 2009 rogax B 2 TOMax Ha Ka3aXxCKOM M PyCCKOM si3bIKax. B mmepBoM ToMe coaepxkarcs
obmue Qapmakoneiinpie MOHOTpaduu, BO BTOpoil Tom BkimodeHbl 300 dhapMakomeiHbIX



MoHoTpaduit Ha (dapmainieBTUYECKHEe cyOcTaHuuu, 26 ¢dapMakomneiHbIX MOHOTpaduii Ha
JIEKapCTBEHHOE PacTUTENbHOE ChIphbe, 77 (hapMakomneiHbIX MOHOrpaduil Ha JEKaApCTBEHHbBIC
npenapartsl, 15 dapmakonelHbpIXx MOHOTpaduii Ha BaKIIWHBI JIJI1 IPUMEHEHUS y YEIOBEKa U
YeJI0BEUECKUE HWMMYHOIJIOOYJIHMHBI. B J0mMoJIHEHHEe K TapMOHU3UPOBAHHBIM TEKCTaM B
IocynapctBennyio dapmakoneto Pecnybnuku Kazaxcran BxmrodeHsl 100 HammoHATIBHBIX
(dapMakoneiHbIx MOHOTpauil Ha JIEKAPCTBEHHOE PACTUTEIIBHOE ChIPbE, JIEKAPCTBEHHBIE
mnpemaspaT s
OdunuansHOE pa3pelleHne Ha 3aMMCTBOBaHNE TEKCTOB EBporielickoii papmakoneun Ob110
MPEAOCTABICHO €€ MaTeHTooOnaaareneM — EBpONEHCKUM AHPEKTOPATOM IO KOHTPOIIIO
KayecTBa JIEKApCTBEHHBIX cpeacTB U 3ApaBooxpaHeHuto Cosera Esponbsl (EDQM).
B nensx rapmonuzauuu I'ocynapcrBennoit ¢apmakonen Pecny6nuku Kazaxcran c
tpeboBanusmu Dapmakomnen CIIIA B wumrome 2009 r. Pecmybnuka Kaszaxcran crama
ouuaibHeIM HaOIIO1aTENeM, a B HOsiOpe 2010 r. — wienom PapmakoneHON KOHBEHIIMH
CHIA (USP) c npaBoM pemiatoiiero rojoca. B oktsiope 2010 r. moanucaHo corjiaiieHue o
rapmonm3anuu ['ocynapcrBenHoit ¢dapmakonen Pecnyonuku Kazaxcran co cranmapramu
®apmakonen CIIA, mo3BoJsioniee MPOBOJUTH 3aMMCTBOBAHUE €€ TEKCTOB JJIs UX
BKJIFOYEHUS B HAIlMOHAIbHBIE (papMakomeitHpie MOHOTpadHH MO TOJHOMY M CEIEKTUBHOMY
Mexanu3zMmaM. C 3Toi ke 1enpto B amperne 2014 r. ObUIO MOAMUCAHO COTJIALIEHUE C
bpuTanckiM areHTCTBOM MO PEryJIupPOBaHUIO 0OpaleHus JekapcTBeHHbIX cpeacts (MHRA),
npeAaycMaTpuBaroliee BO3MOXKHOCTh TapMoHU3aluu [ocyaapcTBeHHOU (dapMakomneu
Pecny6nuku  Kazaxctram co  crammapramum  bputanckoir  (apmakoreu.
HanbHelmee pa3putue ['ocymapcrBenHol (apmakonen Pecnybnukm Kazaxcran
onpeaeneHo ['ocynapcTBeHHON mporpaMMoi pa3BUTHSL 3ApaBooXpaHeHus PecnyOnnku
Kazaxcran «Canamartel Kazaxcran» nHa 2011 — 2015 roasl, yTBepkjJeHHON YKa3zoMm
[Ipesunenta Pecnybonuku Kazaxcran ot 29 wHos6ps 2010 r. Ne 1113.
B Hacrosmiee BpeMsi ocymiecTBiIeHa MyOauKaIus TPEThero ToMa ['ocyaapcTBEHHOU
¢dapmakonien PecniyOnuku Kazaxcran, rapMOHH3MpPOBaHHOTO ¢ TpeboBaHusiMU EBponeiickoi
dapmakorien (EP 8.0 — 8.2), ®apmaxonen CIIA (USP 37) u bpuranckoit papmaxonen (BP
2014). Uznanue conepxut 304 HOBBIE 0OIIME U YacTHBIC (hapMaKoIelHbIe MOHOTpaduy Ha
(apManeBTHUECKHE CYOCTaHILIMM, JIEKAPCTBEHHOE PACTUTEIBHOE ChIPbE, JIEKAPCTBEHHbBIE
npemnaparsl, paaunodapMaleBTUYECKUE Mpenapatbl U HCXOJHBIE MaTepHaidbl s
panuodapmaneBTUUECKUX MpenapaToB, TOMEONMATUUECKUX MpPenapaToB, MEIUIIMHCKUX
U 3 O € 1 U U
WcnbiTanus, npeaycMaTpuBaemMble Mmpu pa3paboTke (papmakoneiHblx MoHorpaduii,
BBITIOJTHSIOTCST B JlabopaTopusix, akkpeauTtoBaHnHbXx Ha cooTBeTcTBUe CT PK MCO/M3BK
17025-2007 «O0uue TpeboBaHUsI K KOMIIETEHTHOCTH HMCIBITATEIbHBIX U KATMOPOBOUYHBIX
naboparopuit». B HacTosimee BpeMsi aKTUBHO MPOBOMSITCS paOOTHI MO BCTYIUICHUIO ITUX

nabopatopuii B CeTb opUIMANbHBIX MEIUIUHCKUX KOHTPOJIbHBIX JabopaTtopuii CoseTa
EBponsl (OMCL GEON).



3. Poccuiickas Oenepanus

CyuiecTByeT npeeMcTBEeHHOCTh Mexay ['ocynapcTtBenHol (gapmakoneeir Poccuiickoit
®denepanuu u ['ocynaperBennoii papmakornieeit CCCP, koTopasi, B CBOIO ouepe/ib, SBUJIACH
pe3yabpTaToM AalibHeiero pa3sutus ['ocyaapcTBeHHO# pycckoil gapmakoneu. Ucropus
u3gaHusg dTux (apmakomeid B COBOKYNHOCTH HacuyuThiBaeT Oonee 200 jer.

[Tonoxenust o ['ocynapctBenHoi dapmakonee Poccuiickoit denepannu, onpeaesronmue
ee ounmaNbHBIN CTaTyC, 3akpemieHsl B DenepanpbHoM 3akoHe oT 12 ampens 2010 1. Ne 61-
@3 «06 oOpameHuu JE€KapCTBEHHBIX CPELCTBY.
B mnacrosmee Bpemss Ha Teppuropunm Poccuiickoin denepanuu AEUCTBYET
l'ocynapctBennas ¢apmakornes Poccutickoit @epepannn XII uzganus (vacte 1) 2007 rona.
Onnako BBUY TOTO, UTO B HEE HE BOIILIA BOCTpeOOBaHHbIE 00IHE (apMaKoNeHbIe CTaThU
3 I'ocynapcreennoii papmakonen CCCP XI uznanus (1986 roa, 1989 rox) m otgactu X
m3nanus (1968 ron), B Poccuiickoit denepanvu UCTIONB3YIOTCS BCE TPU YKA3aHHBIX U3aHUS.
B mepuon mexny Beimyckom [ocymapctBennoit ¢dapmakonen CCCP XI wuszganus wu
INocynapctBenHoit ¢apmakornen Poccutickoit @eaeparuu XII uznanus (qacts 1) BBOAMINCH B
JENCTBUE OTAENbHbIE 00IIMe (hapMaKoNeHble CTaTbl U (papMaKOIEHHbIE CTAThU, a TAKXKe
U3MEHEHHS U JIOTOJHEHUS K HUM, UMEIOLIME IOPUINYECKYIO0 CUILY, PAaBHYIO IOPUIAYECKON

cuiie I'ocynapctBeHHOU dbapmakoneu Poccuiickou denepanuu.
Poccuiickas cuctema cTaHIapTU3alMHM JICKAPCTBEHHBIX CPEACTB Oa3supyeTcs Ha
CIeAYyIOIUX OCHOBOTMOJATrawIMuX PIEMEHTAaX:
obmue bapMakomeHBIC CTaThH;

bapMakomnmeHHEIE CTaThH,

bapMakomeHBIE CTaHJapTHBIE o0pa3usl.

B T'ocynapctennoit ¢papmakonee Poccuiickoit deneparuu XIII uznanus, BBeaeHue B
JEeICTBUE KOTOPOW HAMEUEHO B OJMbKaillel MepcrneKkThBe, Oy yT npeacTaBiaeHbl 229 o0nmx
(dapMakomneiHbIX CTaTel Ha METOJBl aHallu3a, OOIIHE METObl, JICKAPCTBEHHbIE (POPMBI,
MMMYHOOHOJIOTUYECKHUE JIEKapCTBEHHbIE MpenapaThl, IEKaPCTBEHHOE PACTUTEIHHOE ChIPhE U
METOJBl €ro aHammsa. TpeOoBaHUA MPAKTUYECKHM BCEX pa3pabOTaHHBIX OOIIUX
(dhapmakonelHbIX CcTaTe MaKCUMaJIbHO MPUOJMKEHbI K TpeOOBaHUSIM aHAJTOTHYHBIX
(dbapMaKoNeHBIX CTAaHIAPTOB BeAymuX 3apyOexHbx (apmakoneir (EBpomneiickoi,
bpuranckou, Snonckon dbapmakomnei 151 dapmakorneu CIIA).

B pesynbrare BBeIEeHHS B AEHCTBUME ATUX OOmWMX (hapMakomerdHbIX cTaTen (3a
UCKJTIOUCHHEM HECKOJIBKMX HEBOCTPEOOBAHHBIX OOIUX (hapMaKOMEWHBIX cTaTeil) OyayT
OTMEHEHbl 001ue (apmakomneiiHble CcTaThbU, MpeACTaBiICHHbIE B ['OoCymapCTBEHHOM
dapmakoniee CCCP X u3nanusa u XI uzganus, a takxe B ['ocygapcTBeHHo# (apmakornee
Poccuinickoi Oenepanuu XII U3TaHUSL.

Kpome Toro, B ['ocymapcrBennyto papmakorniero Poccutickoit @enepannn X111 n3nanus



OynyT BkItoueHbl Oosnee 179 ¢apmakomeWHBIX CcTaTel Ha JEKapCTBEHHBIE CPEICTBA

CUHTETUYECKOTO, pacTUTENBHOTO u OHMOJIOTHYECKOTO MPOUCXOXKICHUS.
B T'ocynapcrBennoit ¢papmakorniee Poccuiickoit @enepanun XIII uzganus OyayT
NpPEACTABIICHBI BCE OCHOBHBIC bapmakomneiHbIe CTaThH,

B TOM uucie dpapMakomneHble CTAaHAAPTHl HA P UMMYHOOMOJIOTHYECKUX JIEKaPCTBEHHBIX
npemnapaTtos u M €T O T bl U X aHanu3sa.

B Hacrosimee Bpems (enepaibHOE TOCYyJAapCTBEHHOE OIOJKETHOE YUPEXKIACHUE «
Hayunblii meHTp 3KCHEpTU3Bl CPEACTB MEAUMLMHCKOrO IPUMEHEHUs» MuHHUCTEpCTBa
3npaBooxpaHeHust Poccuiickoit @enepanuu B nuue Llentpa Gpapmakonen 1 MexIyHaApOIHOTO
COTPYJIHUYECTBA aKTHUBHO B3aMMOJICHCTBYET C BEAYLIMMH 3apyOeKHbIMHU (papMakomnesMu (
EBpomneiickoii, bpuranckoii, fAnonckoit dapmakonesmu u Dapmakoneeir CIIA) u
bapmakonesmu rocyaapctB-aieHoB. [IpencraBurenu Poccuiickoit deneparuy BKIIOYCHHI B
coctaB paboueit rpynnsl BO3 no padote Hajg cranaaptoM «Hanexamas gapmakoneinas
npaktuka» (GPhP), co3nannoii mo wununmatuBe BO3 B pamMkax mNepCrHeKTHUBHOMN
rapMOHHU3 A UHU bapmakonmeHHBIX CTaHIAapTOB.

WcnbiTanus, npenycMmaTpuBaeMble Ipu pa3paboTke ¢apMakoNneiHbIX cTaTeu,

BBINIOJIHAKOTCA B VICIIBITaTEIbBHOM LIEHTPE DKCIEPTU3bI KA4eCTBA JIEKAPCTBEHHBIX CPEICTB
(benepabHOrO TOCYIAPCTBEHHOTO OIOXKETHOTO yupexaeHus «HayuHblil HEHTp SKCIepTU3bl
CpPEICTB MEIMIMHCKOIO MpUMEHEHHs» MuHUCTEpPCTBA 31apaBooxpaHeHus Poccuiickon
Oenepannu, 4 1adbopaTOpUur KOTOPOTO aTTECTOBAHBI HAa COOTBETCTBUE MEXKIYHAPOIHOMY
crannapry UCO/MDK 17025 u aBnstoTcsa accoMupoBaHHBIMU dieHaMu CeTH o(UIInaIbHbIX
MEJIUIIMHCKUX KOHTpOJbHBIX sabopatopuit Cosera Epombsr (OMCL GEON) u 2
nabopaTopuM KOTOpPOro Kak mpomedmue npekBanudukanuo BO3 npuszHanbl
cooTBeTcTByOmMMUMHU cTanaapty BO3 «Hagnexamas npaktuka s jgabopaTopuid,
OCYUIECTBIISIOLIUX KOHTPOJIb KauecTBa (hapMarieBTUUECKON MPOTYKIIUNY.

4. Anamm3 HCXOAHBIX YCJIOBHH IJI TapMOHW3aIUH apMaKkoneH
roCyJapCTB-4JIEHOB U pa3paborku ®apmakonen Corosa

AHanu3 COCTOSIHUS U TIEPCIEKTUB pPa3BUTHUA (apMaKONEWHBIX CTaHAApPTOB
rocy1apCcTB-4JI€HOB IIO3BOJAET OTHECTH K  HX CHJIbHBIM CTOpPOHAM:
HaJIM4Me ONbITa TapMOHHU3ALMU — B OOJBIIMHCTBE CiIy4aeB ¢apMaKkomneH
rocyJlapCTB-4JIEHOB TapMOHU3UPOBaHbl ¢ TpeboBaHusMu EBpomnelickoil Qapmakomneu;
MOHMMAaHME POJIM U MeXaHu3Ma (QYHKUHOHUPOBaHUS (apMaKorei rocynapcTB-4jIeHOB,
HEOOXOJMMOCTH HENPEPHIBHOTO Pa3BUTHUS U OOHOBIEHHUS (DapMaKONEHWHBIX CTaHIAPTOB
rocCylapCcTB-YJIEHOB,;
MOHMMaHUE HEOOXOIMMOCTH JajbHENIIel rapMOHU3auu (papMaKONEHHbIX CTAaHAAPTOB
rocyJapCTB-WICHOB ¢ TpeOoBaHusMU Beaymux ¢apmakomneir mupa (EBpomeiickoii,
bputanckoii, Snonckoit dapmakoneir u dapmakonmen CHIA) u wmexay coOoi;



HaJlU4KWe OMbITa (3HAHUM, METOJOJOTHUU U T. M.) pa3pabOTKU U BHEIAPEHUS
(hapMakonenHbIX CTaHIaPTOB, MPUOOPETEHHOTO Onarofaps peryjJspHOMY YYacTHIO B CECCHSIX
EBpomeiickoii ¢apmakoneitnoir komuccun CoBeta EBpombl W B mporiecce co3gaHUs
bapmakomnei rocygapcTB-UYJ€HOB;

HaJIMYME OMNbITA MEXIYHApOJHOIO COTPYIHMYECTBA, y4acTHUs B TJIOOATIbHOU
(bapmakoreiHo! IesITeNbHOCTH, pa3padoTke U oocyxnenun ctangapra BO3 «Haanexamias
(dapmakoneiinas npaktukay (GPhP), coznanuu ['modansHOro (hapmMakoneiHoro UHaEKca npu
noanepxke dapmakoneitnoit kouBennuu CIIA u Kuraiickoii ¢apmakorneiiHOH KOMUCCUU U
APYTUX MEXJIyHapoJ HBIX NpoOeKTax.

CnabeiMu cTopoHaMu (papMaKOMEWHBIX CTAHAAPTOB TOCY/IAPCTB-UJICHOB SIBIISIFOTCS:

paznuuus B TpeOoBaHMAX (papMakomnedHbIXx cTaTei (MoHorpadwuii) dpapmakonei
rocCyiapcTB-4YJIE€HOB;

HEJJOCTATOYHBIM OXBAaT JIEKAPCTBEHHBIX CPENICTB, B OCOOCHHOCTH JIEKAPCTBEHHBIX
npenapatoB, (dapMakoneiHsiMu  cTaThaMu  (MoHorpadusimu)  (Dapmakomnei
rocCyiapcTB-YJIE€HORB;

OTCYTCTBHE OINbITA MHOTOCTOPOHHEH T'apMOHHM3AallMM Ha PETrMOHAJIBHOM YPOBHE
dbapMakomneHpIx TpeOOBaHUN TOCYJapCTB-YJIEHOB KaK paBHONPABHBIX YYACTHHUKOB;

CYIIECTBEHHOE pa3jIMyue€ YPOBHS Pa3BUTUS U DKCIOPTOOPUEHTUPOBAHHOCTHU
(dhapmareBTUueCKOl MPOMBIIUICHHOCTH TOCYJaPCTB-WICHOB, CIOCOOHOE BJIMSITH HAa CTETICHD
KECTKOCTHU (papMakomeHbIX TPEOOBAHUM TrOCyAapCTB-UJICHOB U 3aTPYIHSIOINIEE MPOIECC UX
rapMOHHU3AINHUU,

CYIIECTBEHHOE pa3JIMuMe B CTENEHH TapMOHM3alMUH (apMaKoNeHHbIX TpeOOBaHUM
rocyapcTB-wieHoB ¢ BeAymuMmu ¢dapmakonesmu mupa (EBpomneiickoil, bputaHnckoi,
AnoHcko# bapmakomnesimMu u dapMmakoneei CILIA).

B pamkax peanuzauuu Hactosied KoHuenuuu npenycMaTpuBaeTcs, 4To MporpaMmma
NEUCTBUIM TOCYIApCTB-YWIEHOB U (WJIM) YHOJHOMOYEHHBIX OPraHOB TOCYJapCTB-4JICHOB
JOJXHa BKIOYATh B cebs:

MOAAEPKKY YIOJIHOMOYEHHBIX OpPraHOB IOCYJapCTB-YJIEHOB B cdepe oOpalieHus
JEKapCTBEHHBIX CPEACTB B LedsAX oOecredeHuss rapMoHuU3anuu (papmakonei
roOCyiapcTB-4YJIE€HOB;

MOJITOTOBKY BBHICOKOKBAIM(PUIIMPOBAHHBIX KAJAPOB B 00JIaCTU MEAUIIMHBI U (hapMaliuu 1
obecrieueHMe HX yyacTusi B pa3pabOTKe HAUMOHAIBHBIX W TapMOHU3UPOBAHHBIX
pPEruoHalIbHBIX bapMakomeiHBIX TpeOOBaHMUI;

COJICMCTBUE CO3/IaHUIO MCIBITATENbHBIX J1a0OPAaTOPHil, OCHAILIEHHBIX COBPEMEHHBIM
aHAJUTUYECKUM OOOpYyJIOBaHUEM U HUMEIONUX OOYYEHHBINH TEepPCOHAN, NI MPOBEICHUS
AIKCIEPUMEHTAIBHBIX Pa0OT MO MOJATrOTOBKE (papMakomeWHbIX craTed (MoHorpadwuit) (ux
Bepudukamnuu, BaluJgalluu " ap.);

NPUBJICYCHUE K OKA3aHUIO KOHCYJbHTAIIMOHHOM W METOAMYECKONW MOMOIIU
MEXAYHApPOJHBIX OpraHu3aluil, pPEryJsTOpHbIX U (apMaKONEUHBIX OPraHOB HHBIX



rOCyJIapCTB IO BOIIPOCaM pa3pabOTKU M TapMOHM3alMK TpeOboBaHUM (papMaKOIeHHBIX CTaTeH
(MoHOTpadwmii).

IV. Otams1 u cpoku peamm3anyy Kormenmmm

[IpyHuMas BO BHUMaHUE, 4TO pa3paboTKa OOUIUX M YAaCTHBIX (papMakomeiHbIX ctateil (
MoOHOTpaduii) SABISIETCS HEMPEPBIBHBIM MPOIECCOM, HE OrpaHUYCHHBIM BO BPEMEHH,
peanuzanus HacTosIen Konuenuuun OCYILIECTBIISIETCS HETIPEPHIBHO.

IIpu sTOoM BBIAEHSAIOTCA 2 3Tana peanusanuu HactoAmen Konnennun.

Ha nepBoMm sTame mpemycmaTpuBaeTcsi pa3paboTKa TapMOHU3UPOBAHHBIX OOIIMX

dbapmakoneiinbix crareit (MoHorpadwuit) dapmakomneun Coro3a, YyCTaHABJIMBAIOIINX

TpeOOBaAaHUIH K
METO/IaM KOHTPOJISI KAYeCTBA JIEKAPCTBEHHBIX CPEJICTB U 000PYI0BAHUIO, HEOOXOJUMOMY
TSt NpOBEACHHUS UCIIBITAHUM KayecTBa J€KapCTBEHHBIX CpPEICTB;
yMNaKOBOYHBIM MaTepuanam;
peaxT™BaM,;
JEKapCTBEHHBIM bopmam;

bapManeBTUUYECKUM cybcTaHUUAM;

CTaAaHAAPTHBM obpaszmam;

BCIIOMOTaTEIbHBIM BEUIECTBAM, UCIIOJIb3YEMbIM B IPOU3BOJICTBE JIEKAPCTBEHHBIX CPE/ICTB
, npeaHa3HaY€HHbBIX IS oOpamieHus B pamMKax Coro3a.

Pa3pabotka u HaunHas ¢ 2016 rona BBeicHUE B JISUCTBUE TAPMOHU3UPOBAHHBIX OOITUX
dapmakomneiHsix crateit (MoHorpaduii) ®apmakonen Coro3a TOMKHBI OBITH 00ECIIEYCHBI
YIOJHOMOYEHHBIMU OPraHaMH T'OCYJapCTB-WICHOB B cdepe oOpalleHHs JeKapCTBEHHBIX
C p e o c T B

Ha BTOopoM srtame mpemycmaTpuBaeTcs pa3paboTKa YIOJIHOMOYEHHBIMU OpraHaMu
rocyJIapcTB-4JI€HOB B chepe oOpalleHus JeKapCTBEHHBIX CPeACTB Ha 0a3ze dapMakoneiHOro
komutera Coro3a TapMOHU3UPOBAHHBIX YaCTHHIX (hapMaKoOIeWHbIX cTaTeil (MoHOrpaduii) Ha
dapmaneBTHUeckre cyOcTaHuuu (BKiIO4Yass cyOcTaHUMM sl (papMaleBTHYECKOTro
IIPUMEHEHUSI B BETEPHHAPHUM), JIEKAPCTBEHHOE CHIPhE NIPUPOJHOrO IMPOUCXOXKACHUS (
PaCTUTENBHOIO, )KUBOTHOTO), JIEKAPCTBEHHBIE MTPENapaThl U APYrHe JIEKapCTBEHHbIE CPEACTBA

V. Ilogxoas! K rapMOHM3aniy GapMaKoIeii rocyJapCTB-WICHOB U €€ COIepIKAHHE

[Togxonel k rapmMoHu3auuu (apMakorneil rocynapcTB-4JICHOB BKIIOYAIOT B ceOs:
BBeJleHUE U npumeHeHue crangapra BO3 «Hannexamas ¢papmakoneitHas npaktuka» (
GPhP) Ha Bcex ypoBHSX pa3paOOTKH, HOJATOTOBKU U OLIEHKM HOPMAaTUBHOW JOKYMEHTAIUH 110
KOHTPOJIIO Ka4yecTBa J€KapCTBEHHBIX CpPEICTB;
MOATaHBI TEepexoj] OT MCHOJb30BaHUA (papMakomel rocyJapCTB-UIEHOB K



HCNOJb30BAHUIO ®apMakomneu Cor3a;
CO3JIaHME €JUHOI0 3KCIepTHoro oprana — PapmakoneiHoro komurera Coro3za u
[EHTPAIM30BAHHOE PACIPOCTPAaHEHWE WM COTJIACOBAaHHBIX (DapMaKOMEeWHBIX cTaTeh (
MOoHOTpauil) ¥  PYKOBOJACTB MO  Ka4YeCTBY  JIGKapCTBEHHBIX  CPEJCTB.
B cooTrBercTBUM ¢ HacTosmel Konmenmueidl B rocymapcrBax-wieHax OyAyT
rapMOHU3UDPOBAHEH:
MOHSATHHHBIN anmapaT W HWCHOJb3yeMble CHUCTEMBI CIUHHI[ H3MEPCHUS;
dapmakoneiinbie TpeboBaHUS K 000PYI0BaHUIO, MPUMEHSIEMOMY MTPH KOHTPOJIE KayecTBa
TeKapCTBEHHBX CPEACTB;
dapmakomneitnpie TpeOOBaHUS K (PU3UIECKUM, (PUHUKO-XUMUYECKUM, XUMUYECKHUM,
OMOJNIOTHUUYCCKUM u ApyTUM MeToaaM aHalu3za;
dbapmakomneiinpie TpeOOBaHUS K HACHTHU(PUKANNU (MPOBEPKE MOIIUHHOCTH)
bapManmeBTUUYECCKHUX CyOCTaHIIUMI,;
dbapmakomneiinple TpeOOBaHMA K HCHBITAHUSIM Ha COJEpKaHUE TPUMECEH;
dbapmakoneliHbie TpeOOBaHUS K METOJaM KOJMYECTBEHHOTO OIpPEaCICHHUS;
METO/ibl OMOJOTMYECKUX UCTIBITAHUN U (hapMaKoIeHble TPeOOBaHUS K OMOJIOTHYECKUM
MeTOoaM KOJIMYECTBEHHOTO ONpelleNeHUs;
dbapmakoneiinpie TpeboBaHus K (apMaKOTHOCTUYECKHUM MeETOJlaM;
dbapmakonelinpie TpeboBaHUA K (HapMareBTUKO-TEXHOJIOTHYECKUM HCIBITAHUSM;
dbapmakorneiinpie TpeOOBaHMS K peakTUBAM, a TaKKe K MarepuajaM U cHUcTeMaM st
YKYTOPKH JEeKapCTBEHHBIX npenapaTros;
dbapmakomneliHpie TpeOOBaHUA K MHUKPOOUOJIOTHYECKUM TIOKA3aTessaM;
dapmakomneitapie TpeOOBaHUS K JEKAPCTBEHHBIM (pOpMaM U TPyTMIaM JIeKapCTBEHHBIX
npemnapartoB,;
dbapmakoneiiHple TpeOOBaHMA K TOMEONAaTHYECKHM Ipemnaparam;
dbapmakomneitnpie TpeOoBaHMSA K (hapMalleBTUYECKUM CyOCTaHIUSAM, TpernapaTtaM u3
JIEKapCTBEHHOT'O PACTUTENILHOTO ChIPbSI.

VI. OcHOBHEIC NIPHHIAIIE X MOJIOKEHUA, 00eCIeIMBaIONINE
rapMOHM3aIMIO (papmaKomeii rocyaapCTB-wWICHOB

OCHOBHBIMH IMPpUHOUIIAMHU T'apMOHH3allN Q)apMaKOHeﬁ rocyaapCTB-4JICHOB SABJIAKOTCA:

HEMPEPHIBHOCTH npoiecca rapMOHH3ALUH;
OpO3pavyHOCTh npouecca rapMOHU3ALHU;
cobnwaeHue AaBTOPCKHUX npas;

MIPU3HAHKE TPaBa TOCYAapCTB-YJICHOB BKIIIOYATh TAPMOHU3UPOBAHHbBIE (DapMaKoTeitHbIC

cratbu (MoHorpaduu) Papmakonen Coro3a B (papMakonen TrocyJapCTB-UICHOB.
apmonnszanus apmakoneld rocyJapCTB-WICHOB OCYIIECTBISETCS HAa OCHOBE

CIeayluX NOJNOXEHUM:



y4eT BCEX TUIIOB U MEXaHHW3MOB TapMOHM3alUUH (papMaKONEHHBIX CTAHAAPTOB,
MCNOJb3YKOMUXCS B MHUPOBOU NpaKkTUKE;
y4eT ombiTa (GopMHpOBaHUS (papmakorneld rocyaapCTB-WICHOB U UX pa3lInyuid;
y4eT TpeOOoBaHMM (papMakoneil, KOTOpble onpeaeneHbl s 1ueneit Hacrosamei Konuenuun
kak ocHoBHBIE (EBpormeiickas papmakones, bpuranckas dapmaxomnes, @apmaxomnes CIIA), B
3aBUCUMOCTH oT YPOBHA ux OPUOPUTETHOCTH;
B3anmoaencTeue @apmakonelHoro komurera Corsa M yIOJHOMOYEHHBIX OPTaHOB
roCyapCTB-WICHOB B cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB, B TOM YHCIIE B YacTU
MPEA0CTABICHUS aKKPEAUTOBAHHBIX MCIBITATEIbHBIX J1a00paTOPUil TOCYAAPCTB-YJICHOB IS
Bepu(PUKAIMK TMPOEKTOB TapMOHHM3UPOBAHHBIX (PapMaKkomeWHbIX craTtei (MoHorpadwmii);
ydacTue npejcTaBuTeseil Ou3Hec-coo0IecTBa, HAyYHbIX U O0IIECTBEHHBIX OpraHU3alluii,
MHBIX HE3aBUCHMBIX KCIIEPTOB B MPOIlecce rapMOHU3aluu (hapMaKorei rocyapCTB-4JICHOB;

pa3BUTHE MEXAYHApPOJHOIO COTPYJIHHMYECTBA B paMKax INIOOAJBHOrO Ipolecca
rapMOHU3AIMH (papMaKONEHHBIX TPeOOBAHUN.

VII. O6muit moaxo/; kK rapMOHH3anuy (papMakoneii rocyapCTB-WICHOB

1. BeiGop Moznen rapMOHHM3aIHK

B MexayHapoaHOUW MpakTUKE MpoIeaypa TapMOHHU3AIMU OCYIIECTBISETCS C
UCIIOJIb30BaHueM 1oHoro (adoption) mwiu cenektuBHOTO (adaptation) mexanu3zMoB. [lonHbIN
MEXaHU3M MPEJIoNaraeT KonupoBaHue GpapMakoneitHoi cratbu (MOHOrpagum), MPU3HAHHOM
B KauecTBe 06a30Boil. [Ipy peannsanuu ceIeKTUBHOTO MEXaHMW3Ma JIOMYyCKAeTCsS YCTaHOBJICHHE
0oJee KeCTKHX WM Oojiee MIATKUX TpeOOBaHMII K KaueCTBY JIGKAPCTBEHHBIX CPEACTB IO
cpaBHeHHIO C TpebOoBaHmsMu 0a3oBol (apmakomnelHo crtaThu (MOHOTpadum).

["apmoHmM3amus MOXKET ObITh JIBYX THIIOB — PETPOCHEKTHUBHOW M MEPCHEKTUBHOM.
PerpocnekTuBHass rapMOHHU3aIMs pacHpocTpaHseTcss Ha QapMmakonelnsle CcTaTbu (
MoHorpaduu), BKIOYeHHbIE B ¢dapmakornen. [lepcrniekTuBHAs TrapMOHU3AIUS 3aTparuBaeT
METO/IbI (METOANKH) UCTIBITAHUMN U JICKAPCTBEHHBIE CPEAICTBA (BCIIOMOTaTENIbHbIC BEIIECTBRA),
HE  sABISABIIMECS  paHee  oObekTamMu  (papMakonmeWHOW  CTaHIapTU3AIMMU.

K oO6bexTaM rapMOHU3aIMK T0JKHBI ObITh OTHECEHBI 0011IKe pa3enbl U hapMakonenHble
ctatb (MOHOTpaduu), a Takxke YacTHble (apmakomnelHble cTaThu (MOHOTpadumn)
(dhapmakonel rocyaapcTB-wieHOB. ['apMoHm3anus GhapMakonelHbIX cTaTtei (MoHorpaduii)
T O0JIXHa OXBAaTHBBATH:

bapMameBTUUYECKHUE cybcTaHIUU;
JIEKapCTBEHHOE ChIPhE MPUPOJHOTO MPOUCXOXKACHHS (PACTUTEIBHOE, JKUBOTHOE);
J€EKaAapCTBEHHBIE bopMB;

JEeKapCTBEHHBIC npemapaTsl;



OMonoruvyeckKue npenaparTsl;
ucnbiTanus (puszndeckue, HUINKO-XUMUUYECKUE, XUMHUYECKUE, OUOJOTHYECKHE,
bapManeBTUKO-TEXHOJIOTUYECKHUE u ap.);
METO 1Bl (METOIHUKH) UCIBITAHUN;
JOIyCTUMbIE HOPMBI (KpUTEPUU IPUEMIIEMOCTH), YCTaHABIMBAEMbIE JUIsl OKa3aTeen
KayecTBa  JIEKapCTBEHHBIX  CPEACTB W METOAOB  (METOAUK)  HCIBITAHUH.
B Esponeiickoil (apmakornee TpeOOBaHHS K JIEKAPCTBEHHBIM IpenapaTram
perIaMeHTHUPOBAHBI HE YaCTHBIMH, a o0muMu MOHOTpahUsIMHU.
B otnuune ot Hee apyrue dapmakonieu (bpuranckas dapmakones u @apmakones CIIIA)
Kpome o01ux MOHOTrpaduii MpUBOIAT YaCTHBIE MOHOTpadUU Ha JIEKAPCTBEHHBIE TIPETapaThI.
Hactosimass Konuenuust MCXOAUT M3 HEOOXOAUMOCTH pEriiaMEeHTHUPOBAHUS
rapMOHU3UPOBAHHBIX (papmakomnelHbix TpeboBanmii dapmakomen Coro3a kKak Ha
(dapmaneBTUYECKHE CYOCTaHIIUH, TaK U HA COOTBETCTBYIOIINE UM JICKAPCTBEHHBIE MperapaThl
["apMoHu3upoBanHbie (papMakomneiinbie cTatbu (MoHOTrpaduu) Ha JEeKapCTBEHHBIE
npenaparbl MOTYT OBITh THPU HEOOXOJUMOCTH TapMOHU3UpOBaHbI ¢ bpuranckoi
bapMakomeei u dapmakomneen CIIA.

Paznuuns B TpeOOBaHUSIX OCHOBHBIX (hapMakoreill 00yCIOBIMBAIOT HEOOXOIUMOCTh
YCTaHOBJICHHS] YPOBHEN MPUOPUTETHOCTH OCHOBHBIX (hapMaKorei B MPOLEcce TapMOHU3ALNH
. [lepBbIit ypoBEeHb TPHUOPUTETHOCTH MPETYyCMATPUBAET BHIOOP 0a30B0i hapmakoneu. Bropoit
YpPOBEHb NPUOPUTETHOCTU MpEAIoiaraeT MNpUMEHEHHEe HWHOW ¢apMakonen B ciyyae
OTCYTCTBHUSl COOTBETCTBYIOLIeH ¢apmakomneitHoil cratbu (MoHOTpaduu) B 0a30BOU
b apmMaxomnee

B nensx pa3paboTku Mojenau rapMOHU3alUUH (apMakoneid rocyaapcTB-UJICHOB
neiaecoo0pa3Ho BBIJICIUTH ciaeAyroImue Cly4Yawu:
00BEKT TapMOHHU3AIMU PEriaMeHTUpOBaH 0a30BoOil (hapMakomieell MepBOro ypOBHS;
O0OBEKT TapMOHHM3AIMU pErJaMeHTUPOBaH (apMakonessMd BTOPOTO YpPOBHS;
00BEKT TapMOHHU3AIMU HE PErJIAMEHTHUPOBAH HU OJHOM U3 apmakoreld nepBoro Wiu
BTOpPOTO YyPOBHH .
[MapMoHu3aIms B mepBbIX ABYX CIydasiX MOXET OCYIIECTBISATHCSA C UCIIOJIb30BaHUEM KaK
MOJIHOTO, TaK M CEJIEKTUBHOrO MexaHu3Ma. CelIeKTUBHBIA MEXaHU3M MpealyCMaTpUBaET
YaCTUYHOE 3aMMCTBOBAHHME OTIENbHBIX (hapMaKOMEHHBIX MOJOXKEHUH, MO0 MEeTOH0B (
METO/IMK) UCIBITAHUMN, TUOO0 AOMYCTUMBIX HOPM (KpUTEPUEB MIPUEMIIEMOCTH) U T.J. B ciydae
Moaudukanuu GapMakonelHbIX METOJ0B (METO/IMK) UCIIBITAHUNH HEOOXOUMO MPOBEIECHUE
uX BepupUKALNU, BAIUJAUMU B COOTBETCTBUM C NPHUHATHIMU (papMaKoneHHBIMU
TpeOOBaAaHHUIMH dapmakoneu Cow3a.

[TonHpI MeXaHM3M TrapMOHM3ALMK HE TpeOyeT pa3paboTKu rapMOHU3UPOBAHHOU
dbapmakomneitnoil crtatbu (MOHOrpaduM), AOCTATOYHO JIMIIb YyKa3aHUS CCBHUIKA Ha
COOTBETCTBYIOIIYIO (hapMakomero, KOTopasi ABJISIETCS MCTOYHMKOM 3auMcTBoBaHud. [lpu
UCIIOJIb30BaHUM CEJIEKTUBHOTO MEXaHWU3Ma g KaXJ0ro o0beKTa TrapMOHHU3ALUH, K



KOTOpOMY OH OBbUI TNPUMEHEH, [0JKHa OBITh pa3zpaboTaHa TapMOHU3UPOBAHHASA
(dhapmakoneliHas ctaTbs (MOHOrpadus) ¢ YKa3aHUEM CChUIKA Ha UCTOYHHUK 3aMMCTBOBAHUS.

B ciyuae ecnu 00BEKT rapMOHU3AIMN HE PETJIAMEHTHPOBAH HU OJHOU M3 (hapMakoreit
NEPBOTO WJIM BTOPOTO YpOBHsI, TpeOyeTcsi o0si3aTenbHas pa3padoTka rapMOHU3UPOBAHHBIX
dapmaxomneiHbix crateil (MoHorpaduit). Tunm rapmonuzanuu dapMakoneHbIX TpeOOBaHUMN
IPU ATOM MOXET OBITh KaK PETPOCIEKTUBHBIM, TaK U MEPCIEKTUBHBIM. PeTpocnexkTuBHas
rapMOHHM3alMsl BO3MOKHA, €CJIM OOBEKT TrapMOHU3alUM OMNUCAaH B (QapMakomesx
rocynapcTB-wieHoB. [Ipu OTCYyTCTBUM COOTBETCTBYIOIIECH (apMakorneiHo crtaTbu (
MoHoOTrpaduun) B hapMakonesx rocy1apCcTB-4JICHOB JI0OJKHA OBITh MTPOBEJICHA MEPCTIEKTUBHAS
rapMOHHU3AIMs, OCHOBAHHAS Ha CHEIU(UKAIUIX Ka4yeCTBA MPOU3BOAUTEINICH JIEKAPCTBEHHOTO
cpeacTBa (BCmOMOTaTEAbHOTO BEIIECTBA).

B cooTBeTcTBHMU ¢ MEXIYHAPOJAHBIMA HOPMaMH M TIPUHIUIIAMH B cepe oOpaiieHus
JEKapCTBEHHBIX CpeACTB (apmakomneiHsle cTatbu (MOHOTpaduHM) CUYUTAIOTCS
rapMOHU3UPOBAHHBIMU, €CII MPU UCIBITAHUSIX JIEKAPCTBEHHBIX CPEACTB (BCIIOMOTATEIIbHBIX
BEIECTB) MO TAPMOHU3UPOBAHHBIM METOJMKAM JIOCTUTAIOTCS OJMHAKOBBIE PE3YyJbTaThl U
MIPUHUMAETCS pelIeHrne 00 UX IPUEMIIEMOCTH.

2. YpOBHM IPHOPHTETHOCTH OCHOBHEIX (papMaKoreii, ¢ yaeToM
TpeOOBaHUi KOTOPHIX OyAeT OCYIMECTBIATHCA FTapMOHM3AIUA
dapmakoneHHbIX cTaTeit (MoHOrpadmit) papmMakonei rocyqapCTB-1ICHOB

B pamkax rapmonuzamnuu ¢dapmakomneid rocynapcTB-4JICHOB B Kaue€CTBE OCHOBHBIX

bapmakomnen ciaenyer NPU3HATH:
EBponenickyto bapmakomnerw;

bpurtanckyio bapMakoner;

GapmMaxkonmnelo CuA.

B xauectBe 0a30B0i1 (OCHOBHOM (hapMakoren NepBOTro YPOBHS) 11eJeC000pa3HO NMPU3HATh
EBponeiickyto ¢papmakonero BBUAY MOJHOM rapMOHU3aluu ¢ Hell papmakoneit PecyOnuku
benapycy u Pecnybnuku Kazaxcran, a Takke ucmnofib3oBaHUs (apMaKoONMeHbIX cTareil (
MoHoTrpaduit) nanHoi @Papmakonen B TOIHOM oO0Beme PecmyOiukoit ApmeHwus.

Craryc ¢apmakoneil BToporo ypoBHs uMeroT bpuranckas dapmakornes n ®apmakomnes
CHIA. Ilpm 3>TOM B 4YacTH BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB bpuraHckas
(bapmakories UMeeT MPUOPUTET NMPU TAPMOHU3ALNN TEKCTOB.

3. OOt nopAIOK MPOBEACHUA FrApMOHU3aNMH (hapMaKoIeii rocy1apCTB-LWICHOB

[Ipomecc pa3pabOTK U yTBEPKIAEHUS TaPMOHU3UPOBAHHBIX (papMaKOMEHHBIX cTaTel (
MOHOTpaduii) OJKEH OCYUIECTBISATHCS B COOTBETCTBUU C TMOPSAJKOM MPOBEACHUS
rapMoHu3auu ¢GapMakonel TOCYIapCTB-WICHOB, ompeaensieMpiM DapMakoneHHBIM
KOMUTETOM Cow3sa.



CornaimieHueM 0 eIMHBIX IPUHLIMIIAX U MpaBUiIax oOpallleHus JeKapCTBEHHbBIX CPEJICTB B
paMkax EBpasuiickoro s3koHoMHuueckoro coros3a ot 23 nekabps 2014 roma ans uenei
rapMoHu3anuu (apMmakoneiHeix crareil (MoHorpadwuiil) MNPenyCMOTPEHO CO3/IaHue
@apmaxorneitHoro komureta Coro3a M3 CHEIUATUCTOB, PEKOMEHJIOBAHHBIX KAXKIBIM M3
rocyaapcTB-ujieHoB U EBpaszuiickoil 3koHOMHYEecKOW kKomuccueil. OCHOBHBIEC 3aJjauyd U
nonHomouuss dapmakoneiiHoro xomurera Coro3a ycraHoBieHbl [losoxeHueM o
@apMaKONEeMHOM KOMHUTETE EBpasMUCKOro SKOHOMHUYECKOIO COK03d, YTBEPKIAEMBIM

EBpasuiickon DKOHOMUUYECKOH KOMUCCHUEH.
Bri0op mpouenypsl rapmMoHu3auu ocyuectsisiercds @apMakoneHbIM KOMUTETOM
Cor3za 151 npeaycmMarpuBacT cleayromue 3TAIBbI:

peACTaBICHUE OJHUM M3 YIOJHOMOYEHHBIX OPraHOB TOCyJapcTBa-ujicHa B cdepe
oOparieHusi JEKapCTBEHHBIX cpenacTB B DapmakomeiHbiii komuteT (Coro3a 3asaBKH O
HEOOXOJIMMOCTH pa3pabOTKH rapMOHU3UPOBAHHON (papmakoreiHoi ctaTbu (MOHOrpadumn),
OOHOBJICHUSI WM BHECEHUS H3MEHEHUN B (apMakomneiHyr cTaTbio (MoHOrpaduio) c
COOTBETCTBYIOUIUM 000OCHOBAaHHEM;
paccMoTpenue PapmakonelHbIM KOMUTETOM COr03a YKa3aHHOM 3a4BKU M MPUHATHE
COOTBETCTBYIOIIETO pEIICHUS O I1eJecCO00pa3HOCTH pPa3pabOTKU TapMOHUZHPOBAHHOMN
dbapmakoneitHolt ctaTbu (MOHOTpaduu), OOHOBJICHUS WM BHECEHHS HM3MEHCHUU B
bapMakonmehHHYIO CTaThIO (MoHOTpadui);
onpenenenue GapmakoneitHpiM kKoMuTeToM COr03a YIIOTHOMOYEHHOTO OpraHa v (WJjiH)
OpraHW3alMd TOCyJapCcTBa-wieHa, KOTOphle OymyT pa3pabaTeiBaTh HPOEKT
rapMOHU3UPOBAHHOHN (papmakoreitHoi cratbu (MOHOTpaduu), OOHOBICHUS WJIM BHOCHUMBIX
M3MEHEHUM B (hapMakoIeHyro cTaTbio (MoHOTpaduio) (manee — pa3pabOTUUK), B clydyae
npuHsaTus @apmakoneitHpiM KoMuTeToM COr03a pelIeHus O 1eIeco00pa3HOCTH Pa3padOTKu
COOTBETCTBYIONIEH TapMOHU3UPOBAHHOW (apmakorneiiHo cratbu (MoOHOTpadun),
OOHOBJICHUS WM BHECEHHMS H3MEHEHHWH B (apMaKoNelHyl CcTaTtblo (MOHOTpadHUio);
IpPEACTaBICHUE OTBETCTBEHHBIM pa3pabOTUYMKOM B cekpeTapuaT dapmaKoIeinHOTro
komuTeTa Coro3a MPOEKTa TapMOHU3HPOBAHHOW (hapMaKOIEeWHOU cTaThu (MOHOTpadum),
OOHOBJICHUSI WJIM BHOCHMBIX H3MEHEHUU B (apMakomelHyr CTaThlo (MOHOTpadwuio),
MOSICHUTEIIBHOW 3alMCKA C COOTBETCTBYIONUM OOOCHOBAHHEM WM IPYTUX HEOOXOIMMBIX
I 0KYME®EHTOB ;
paccMotpenue u obOcyxiaenue dapmakoneiiHbiM komuTeToM (CoOr03a MpOEKTa
rapMOHU3UPOBAHHOU (hapmakomneiHon cratbu (MOHOTpadum), OOHOBICHHS UM BHOCHUMBIX
M3MEHEHH B (apMaKoNeWHyl CTaThlo (MOHOTpaduio), MOSICHUTEILHOM 3aluCKU C
COOTBETCTBYIOIIUM OOOCHOBAaHMEM M MPHJIATaeMbIX K MPOEKTY JOKYMEHTOB, a TaKXkKe IMPHU
HEO0OXOIMMOCTH PACCMOTPEHHE U OOCYXKJIEHHUE CIEUATU3UPOBAHHON SKCIIEPTHOM TpyIION
npu PapmakoneitHom komurere Cor03a JAHHOTIO IMPOEKTa, MOSICHUTEIBHOW 3alUCKHU C
COOTBETCTBYIOIIUM  OOOCHOBaHMEM W  TpUJIaTaeMblX K HEMY JOKYMEHTOB;
BepuQuKaius NpoeKTa rapMOHU3UPOBAHHON (apmakoneiiHoi cTaTbu (MOHOrpaduu) B



Ha3HaueHHbIX PapMakonelHbIM KoMUTETOM COr03a Ui JaHHBIX IEJ1€l aKKpEeIUTOBAHHBIX
UCIIBITATENbHBIX JIA0OPATOPUSAX TOCYJIaPCTB-WICHOB (TP HEOOXOJIMMOCTH, OCOOEHHO MpHU
MEPCHNEKTUBHOM rapMOHHU3AIUHU);
nopaboTka (Mpu HEOOXOAMMOCTH) OTBETCTBEHHBIM pPa3pabOTUMKOM MPOEKTA
rapMOHHM3UPOBAaHHON (papmakomneiHol craTbu (MOHOTpaduy) Ha OCHOBE PEKOMEHIAINN,
NOJIYYEHHBIX Ha 3aCE€IaHMIX CIENUAIU3UPOBAHHBIX SKCIEPTHBIX rpynn npu GapmakoneiiHOM
KOMMUTECTEC Cow3sa;
MOBTOPHOE PAacCCMOTPEHHE MPOEKTa TapMOHU3UPOBAHHOW (apMakoneiHoil ctaThu (
MoHorpaduu) DapmakoneiinpiMm  kKomutetrom  Corsa (Ipu  HEOOXOJUMOCTH);
NPUHSATHE PEIICHUS O pa3MEIICHUU MPOEKTa TapMOHU3UPOBAHHON (hpapMaKOIMEHHOM
cratbu (MOHOTrpaduu) B CHEHUATU3UPOBAHHOW T€UaTH TOCYJIapCTB-UJIICHOB M Ha
odurmanpHOM caiite Coro3a B MHPOPMAIMOHHO-TETIEKOMMYHHUKAIIMOHHON ceTn «IHTepHEeT»
I A NyOJIHUYHOTO O0OCYyXOACHHUS;
PacCMOTPEHHE CIIELUATM3UPOBAHHON JKCIEPTHOM rpynnor npu PapMakornenHoM
komutere Coro3a 3aMedaHuil, MOJyYeHHBIX 10 pe3yJibTaTaM MyOIuYHOro o0Cyx aeHus (Ipu
WX HAJIUYMHU), U BHECEHHE OTBETCTBEHHBIM pa3padOTUMKOM HEOOXOJMMBIX HCIPABJICHUI;
oJl00peHue MpoeKkTa TapMOHU3UPOBAHHOW (apMakomneiHol cTtatbu (MOHOTpadun)
CIEMAIM3UPOBAHHON 3KcnepTHOU rpymnmnon npu dapmakoneiiHom komuteTe Coro3a U €ro
MOCJIEIYIOIIEe oJlo0peHue dapMaKOIIENHBIM KOMUTETOM Coro3sa;
YTBEPKIAEHHUE 110 PE3yJIbTaTaM PaCCMOTPEHUS Ha 3aceqann DapMakoreHOro KOMUTETa
Corw3a mnpencenarenem  dapmakoneitHoro komuteta Corw3a  0400peHHOU
rapMOHU3HPOBaHHON (papmakorneitHol cTaTtbu (MOHOTpaduu) M MOATOTOBKA MPOEKTA
pemienust EBpa3uiickoil 3KOHOMHUYECKOW KOMHUCCUU O BKJIIOYEHUHU JAHHOUW (papmakonenHon
ctaThu (MOHOTpadun) WK TPyNmbl hapMakonelHbIx ctatedt (MoHorpaduii) B dapmakorero
C o w 3 a ;
n3nanue toma @apmakoneu Coro3a win nonoiaHeHus Kk Tomy @apmakonen Coro3a, B TOM
4y W ¢ 1O €
BepCTKa TEKCTOB (papmakomeiHbx crareit (MoHorpadwmii) @apmakonen Coro3a;
Hay4dHas peJaKTypa TeKCTOB (papMakoneHbIx crareit (MoHorpaduit) @apmakonen Coroza

KOPpPEKTypa TEKCTOB (papMakomneiHsix ctateil (MoHorpaduit) ®apmakonen Coro3sa;
onyonukoBanue Toma @apmakonen Coro3za uiu gonojaHeHus k tomy @apmakonen Corosa

4. ITpuHOAIEL pa3spabOTKH FApMOHU3HPOBAHHBIX (apMaKONEHHBIX cTaTei (
MOHOTpadwii)

B memsix obecrmedeHuss €IWHCTBA MPUHIIMIOB Pa3pabOTKU TapMOHU3HPOBAHHBIX
dapmakoneitnpix crareil (MoHorpaduit) dapmakonerinpiii komuteT Cor03a YTBEPXKIAeT



PYKOBOJICTBO IO pa3paboTke U TrapMoHu3anuu ¢GapMakomeiHbIX cTaTedt (MoHOrpaduit).

PykoBoaCTBO MO pa3paboTKe U rapMOHU3AIMU (papMakonelHbIX cTaTel (MOHOrpaduil)
CO3/aeTCs C YYETOM IMOJOKEHUH TeXHUIECKOTO PYKOBOJICTBA /ISl pa3pabOTKu MOHOTpaduid,
npunsToro EBpomnelickoil apmakoneitHoit komuccueit Cosera EBpomnbl, ctangapra BO3 «
Hannexamas ¢dapmakoneiinas mpaktuka» (GPhP) m cooTBeTcTByIOmMUX PYKOBOJICTB
MexayHapoIHOW KOMUCCHUU 110 TAPMOHM3AIMU TEXHUYECKUX TPEOOBaHUM ISl pErHCTpallin
JeKapCTBEHHBIX cpencTB A uenoneka (ICH).

5. ®apmakorres Corosa

["apMoHu3upoBaHHbIe 00UIME apMakoneiiHble cTaTbl (MOHOrpaduu), yCTaHaBIMBAIOIINE
TpeOOBaHUSI K METOJaM KOHTPOJISI KayecTBa JEKAPCTBEHHBIX CPEACTB M 000pPYIOBaHMUIO,
HEOOXOAMMOMY IS TPOBEICHUS MCIBITAHUN KayecTBa JIEKAPCTBEHHBIX CPEJCTB,
YIAaKOBOYHBIM MaTepHaiaM, pPeakThBaM, JEKapCTBEHHBIM (opMam, dapManeBTUICCKUM
cyOCTaHIIMsIM, CTaHIAPTHBIM 00pa3liaM, BCIIOMOTATEbHBIM BEUIECTBAM, MCIIOJIb3YEMbIM B
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB, MPeHA3HAUCHHBIX sl oOpatieHus B pamkax Corosa
, COCTaBIISIIOT MEepBBIU TOM Papmakoneu Cor3a.

["apmMoHHM3UpOBaHHBIE YacTHbIE (apMakoneiHble cTarbu (MOHOrpaduu) Ha
dbapmaneBTHYeCcKue CyOCTaHIMU (BKiIOYas (apmalneBTUUYECKUE CYOCTaHIIMU ISt
NPUMEHEHUsI B BETEPUHAPHUH), JIEKAPCTBEHHOE CHIPhE MNPUPOJHOrO MPOUCXOXKACHUS (
PaCTUTENIBHOIO, JKUBOTHOT0), JIEKAPCTBEHHBIE ITPENapaThl U APyTHE JIEKAPCTBEHHBIE CPEICTBA
COCTaBJSIIOT nocieayroume TOMa dapMmakoneu Coro3a.

["apmonm3upoBaHHbIe (QapmakoneiiHbie cTaThu (MOHOTpaduu) Ha BETEpUHAPHBIC
JIEKapCTBEHHBIE MpenapaThl BKIIOYAIOTCA B OTAENbHBIM ToM Papmakornen Coro3a (B TOM
cilydae, €Clii OHU OTJIMYAroTCs OT papMakoneHbIx crareit (MoHorpaduii) Ha JIeKapCTBEHHbBIE
npenapaTsl O MEAULUHCKOTO NPUMEHEHUSA).

["apMoOHU3UpOBaHHbBIE O0IIME U YAaCTHBIE (papMaKoIeiHble cTaTbu (MOHOrpaduu), He
Bowenmue B odepenHoe wusganue Papmakonen Coro3a, MOTyT HM31aBaTbCsl B BHUJIE
J O OJ HE€EHHUIH

@apmakoness Coro3a MMEET INEPBbIA YpPOBEHb NPUOPUTETHOCTH B IMPOIECCE
rapMOHHU3AIMU OTHOCUTENIBHO OCHOBHBIX (papMakomnei, ¢ yueToM TpeOOBaHUI KOTOPBIX OHA
rapMOHHU3UpPpOBAHaA.

TpebGoBanus ®apmakonen Coro3a TOTKHBI COOJNIOAATHCA TpPU OOpalleHUU
JE€KapCTBEHHBIX CpEeACTB B pamMKax Coro3a.

Jlist obecrieuenus HaJIexaero GyHKIMOHUPOBAHUS OOIIETO PhIHKA JIEKAPCTBEHHBIX
cpeacTB B pamkax Coroza HeoOxoauma aktyanuzaius @apmakonen Corosa He pexe 1 paza B
5 1 e T

Opranuzanus noarotoBku uznanus dapmakonen Coro3a M MOCIEAYIOIIETO €€
pEryIsIpHOTO OOHOBIICHHS 0OecTieunBaeTCsi EBpa3niickoil SKOHOMUYECKON KOMUCCHUEH.



6. CranzaptHbie 00pa3nsl, HEOOXOAUMEIE I 00ecIIedcHAA
rapMOHU3HPOBAHHEIX (papMakoneiHbIX crareit (Monorpaguit) apmakonen Coro3a

s obGecriedeHus TapMOHU3UPOBAHHBIX (hapMaKoNelHbIX cTaTei (MoHOrpaduii)
®apmakomnen Coroza GpopMupyeTcs MepeueHb CTaHIapTHBIX 00pasloB, MOPSAIOK BEICHUS
KOTOpPOTO onpenensiercs dapmakoneiHbIM KOMHUTETOM Coro3sa.

B xadectBe cTaHAapTHBIX 00pPaA3IIOB MOTYT HCIOIB30BATHCS MOAXOASIINE CTaHIAPTHHIC
obpasipl Papmakonen Coro3a, papMakoreil Tocy1apcTB-1wWIEHOB M OCHOBHBIX (papMakoneil.
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