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BBEJJEHUE. [2pMOHN3aUns PerynaTopHbIX TPEOGOBaHMIA B 0671aCTy paspaboTku n
06palLLeHns N1eKkapCTBeHHbIX cpeacTs (J1C) Ha aTane nepexosa 0T HaUMOHATIbHO-
[0 PEryympoBaHus K HaaHaLUMOHabHOMY MPELONPESENIN MHOr03a4a4HoCTb 1
MHOrOHanpPasaeHHOCTb MPOLECCOB PErnCTpaLMm [/1s OpraHn3aumu-paspaooTdu-
Ka. AHanmn3 pernameHTaumy fpoLeccoB PErvicTpaumy (Kak HaLumoHabHbIX npa-
BUIT, Tak w1 npasun Espasniickoro skoHomu4eckoro Cok3a), peKomengaumii no
Bonpoacam pernctpaumn JI1 Begyimx muposeix AreHtcts (EMA, FDA), a Takxe
OnbIT GhapMaLeBTNHecKo paspabotkn (OP) n pervctpauymm NekapcTBEHHbIX
npenaparos (/1[1) no3Bosm yCTaHOBUTL MOTEHLNATIbLHYHO HEOOX0AMMOCTb Opra-
HU3aUMY POLIECCOB PErNCTPALMOHHBIX MPOLEAYD U MOVUCK OPraHN3aUMoHHO-Me-
TOANYECKNX PELLEHWI HA YPOBHE 0PraHn3aumny, BIMSIOLLNX HA PErNCTPAUMOHHBIT
npoyecc Bocrnpon3BeaeHHoro Jfl.

LETTb. PaspaboTka cTpatern BBOGA B 06paLyeHne BocrponaseseHHoro Jil ans
peanu3awmmn opraHu3aLnoOHHO-METOANYECKNX PELLEHIT 0 PEruCTpaLum u BBOZY
Il B 06patyeHne Ha Tepputopuy EBpasuiickoro akoHomu4eckoro cotosa (EA3C).
Marepmansl n MeTogbl. VI3y4eHbl HOPMATUBHO-NPABOBbIE aKTbl POCCHACKON
@epepaymm, EASC, 3apy6exHbix PerynsTopHbIX OPraHoB, pernameHTupyroLLme
npaswuna pervetpauuy v akcneptudbl JIC Ans MEAULMHCKOIO MPUMEHEHNS, pe-
KOMEHAaLMM MeXnHTErpauvoHHbix 06beguHeHmi (ICH, FDA); BOKYMEHTbI perv-
CTPaUmoHHOro Jocke Ha Jill opraHu3aumn-npon3BoanTens (3akasamnka), 0T4ets!
1o ®P Bocripon3seaeHHoro Jifl.

PE3YJIbTATbI U OBCYXJEHUA. Crpaterns peructpaumm (BbiBoga Ha phIHOK/
BBOA B 00paLLieHne) 6asupyeTcs Ha CTPATernyeckux 3ajgaqax opraHm3almmn-3a-
Ka34uka, Tpeb0BaHuAX HOPMAaTNBHO-PABOBbLIX akTOB P®, lokymeHTax EBpasuii-
cKoro SkoHomudeckoro corosa (EA3C), npuHumnax v noaxohax B ceepe o6pa-
Lyenms JIT B 3apy6exHbix CTpaHax, U KpUTEPUAX MPUEMIEMOCTY K BbIOPAHHbIM
JiN. Yenewnas pervctpayns JI[1 6asupyercs Ha OCHOBE OpraHU3aLnOHHO-Me-
TOANYECKUX PELUEHWI B COOTBETCTBUM C 00LLEN KOHLeNumen BBoja B 06palLe-
Hue Bocnpon3BeaeHHoro JilT Ha ypoBHe opraHn3auun. B pamkax npoBogumoro
UCCIBL0BAHNS HA YPOBHE OPraHu3auumn noj «ctpaterneii BBoga B 00palyeHue
JI[» Hamu NOHUMAETCA Hay4HO-000CHOBAHHOE CTPYKTYPUPOBAHUE MPOLIECCOB
Ha OCHOBE 3TaNHOCTU U NPUOPUTETHOCTY C y4ETOM PErYIISTOPHbIX TPEOOBAHWH,
DEKOMEHAALIMI MEXUHTErPAaUMOHHbIX 00beauHeHni (ICH, FDA), TeHaeHumii pas-
BUTUS (hapMaLEeBTUHECKOr0 PbIHKA 1 BOSMOXHOCTEN OP.

3akintoqenne. PaspabotaHHas ctparervs BBoga B 00paLleHune BOCTPON3BELEH-
Hbix JI1, BK/t0YatoLLas B Ce05 Hay4YHO-000CHOBAHHbIE JTafbl U KDUTEPUN, Ha-
paBigHa Ha 3GhHeKTUBHOE YpaBIIeHNe PErncTPALMOHHbIMU NPOLELYPaMN Ha
YpoBHe opraHusauun. Ctpaterusi 00ecreqmBaeT COOTBETCTBUE PErYISTOPHbIM
Tpe60BaHnsIM COK03a 1 APYrvX MEXUHTErDAUMOHHbIX 00bEANHEHNN, 3anpocam/
OXU[aHNAM 3aKa3qnka. CrefoBaHne paspaboTaHHoI CTpaTerny yMeHbLLaeT pu-
CKW 33[6PXKV BBOAA HA PbIHOK Ka4€CTBEHHbIX, 3GEKTUBHBIX 1 6630nacHbix JII1
0TEYECTBEHHOr0 NPON3BOLCTBA.

KJTHOYEBBIE CJI0BA: perynsiTopHbie TPe60BaHus, PErncTpaLms BOCPON3BEEH-
HbIX JIEKaPCTBEHHbIX MPenaparos, CTpaterys BBOAA B 06paLLeHNe.
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\3meHeHns 3aKoHOAaTenbcTBa Ha  aTane
rapMOHN3aLMN  PEerynsTopHbIX TPe6oBaHWA B
06nacTu pa3paboTKi 1 06PALLLEHNS NEKAPCTBEHHbIX
npenapartos (/1) npu nepexofe OT HaLMOoHaNbHOro
perynupoBaHus K HaZHaUMOHaNbHOMY
YCNOXHUIW 3afa41 W YnpasreHyeckne npoLecchb
pa3paboTynkoB 1 npowussoauteneit JM. C 2014
roga pewenus EBpasminckol  3KOHOMWYECKOIA
komuccun  (E3K), nonoxenns [orosopa o0
EBpasniickom 3KoHOoMuMyeckom coto3e (EA3C,
panee - Cot03) W MeXOyHapOLHbIX [0r0BOPOB
noanexar MMMIEMeHTauMu B  HauMOHanbHOe
3aKOHOLATEeNbCTBO 1 TPE6YHOT HENOCPEACTBEHHOIO
UCMONMHEHU  HA  TeppuTopuM  rocypapcrsa-
yneHa Cotosa [1]. C 1 saxBaps 2026 roja Ha
Tepputopuu EAIC cmoryT obpatiarbes Tonsko J,
oTBevaroLlme Tpe6OBaHMAM  HAAHALMOHAMbHbIX
HopmaTuBHO-NpaBsoBbIx akToB (HMA) Cotosa [2].

\3mMeHeHns NPOMCXOAAT HA BCEX 3Tanax pas-
pa6oTku n BeefeHus JIM B o6palleHne, B TOM
yucne Ha atane peructpauuu JIM. Ha npouecchl
yNpaBneHns BAWSET COBOKYNHOCTb (DAKTOPOB,
onpegenstoLiuxcs 06CTOATENbCTBAMU, HE 3aBU-
CALLMMM OT ONepaLnoHHON LEATENbHOCTI Camoro
npeanpuaTus (BHeLwHWe (hakTopsl), U npouecca-
MU, NPOMCXOAALMMI BHYTPU CaMOro npeanpus-
TUS (BHYTPEHHNE (DAKTOPBI).

K BHELWHWM (DaKTOpam, BAMSAIOLNM Ha
OpraHu3aumtio npoueccos peructpauyuu JIM, oTHo-
cares [3]:

> passuTMe npaBoBoii cuctembl EAJC
W NOABMEHNE (M3MEHEHNe) B CBA3M C
9TUM HOBBIX PErynaTopHbIX Tpe6osa-
HUIA;

> HeobX0AMMOCTb  ajanTauuu  peko-
MeHZAUMA MeXOyHapOAHbIX WHTerpa-
UNOHHbIX 06beanHeHni (ICH, FDA) k
YCINOBMAM KOHKPETHOro pa3paborymka
Bocnpon3BefeHHbIX JI1;

> NPOW3BOACTBEHHbIE YCNOBUS OPraHm3a-
UMKU-NPON3BOANTENS (3aKa3umKa);

»  MeHsIoLMecs B 3aBUCMMOCTM OT reono-
NINTUYECKOI CUTyaUMu NOTUCTUYECKNE
W (DMHAHCOBblE OTHOLUEHUS C NapTHe-
pamu.

. Cpeny BHYTPEHHNX (DAKTOPOB MOXHO Bblfe-
nnTe [4, 5]:
»  CNOXWBLUMIACA  MOPAZOK  npouecca
(hapmavieBTnyecknx paspabotok (OP)
W (HOPMMPOBAHNA PETUCTPALUOHHOMO
pocbe J1T Ha npeanpusTum (B TOM Huc-
ne NOPALOK B3aUMOAENCTBUS MEXLY
noJpasfieneHnsmMu, — 3aKasqnkom, U
YNONHOMOYeHHbIM opraHom (YO0), nog-
X0[bl K (HOPMUPOBAHNIO N HANONHEHIO
MaTepuanos PerucTpaunoHHoro Locbe
(PH), kagpoBas NONNUTNKA B OTHOLLEHWUM
CMeunanincToB no perucTpaunn, u ap.);
> YpOBEHb METOANYECKOro 06ecneyeHus
MPOLIECCOB PEerncTpauyuy B opraHnsaumu
(8 Tom yucne, Hanuque COMos (cTaH-
JAPTHbIX ~ OMepaunoHHbIX  NMpoLeayp),
WHCTPYKLWIA, pabo4mx PyKOBOLCTB) 1 Ap.

COBOKYMHOCTb  BbILLE06O3HAYEHHBIX (DaKTO-
poB (hopMUMpPYeT NOTEHLMANbHYIO HEOOXOAMMOCTb
pa3paboTKi KOMMSEKCHOI CTpaTerny ynpaeneHns
npoLeccami PerucTpaumoHHbIX Npolesyp U no-
NCK OPraHu3aunoHHO-METOLNYECKNX PELLEHUIA Ha
YPOBHE OpraHu3auun c y4etom ee creundmkn u
3aja4. B 3T0ii CBA3M, LENbl0 NPOBOAMMOrO McChe-

[0BaHUA fBMnach paspaboTka cTparerun BBoja B
o6pauleHne BocnpoussefeHHoro JIM ang peanu-
3aUMN OPraHu3aLMOHHO-METOANYECKNX PELLEHUI
M0 PerucTpauum 1 BBOAYy BOCNPON3BEAEHHbIX JTT
B 06paLleHune Ha Tepputopun EAIC.

Ctpaterus BBofa B obpaulenue JIM — Hayy-
HO-000CHOBAHHOE CTPYKTYpUpOBaHWe NpoLeccos
Ha OCHOBE 3TanHOCTW W MPUOPUTETHOCTM C y4e-
TOM PerynsTopHbIX TpebOoBaHWiA, PeKOMeHAALMN
MEXMHTErpaLMOHHbIX 06beanHennin (ICH, FDA),
TEHAGHUNIA pa3BuUTUS (PapMaLEBTUYECKOrO PbIH-
Ka n Bo3mMoxHocTelh ®P. CnefyeT OTMETUTb, YTO
BO3MOXHOCTM perncTpauum 1 BBoja B o6palleHne
BocnpoussefeHHbix JIM orpaHuyeHsbl. Mogatb 3a-
SBMIEHIE Ha permcTpauuto BocnponsseaeHHoro JiM
1 B nocnegytolem seectu atot J1M B o6patleHne
Ha PbIHOK BO3MOXHO TOMbKO MO WUCTEYEeHUM 4-X
neT ¢ Aatbl peructpauuu pedpepentoro JIMM. Mpu
3TOM PerncTpupoBarb Bocnpon3seaeHHbIn J1TT npu
Hanu4yun AeNCTBYIOLLNX NATEHTOB BO3MOXHO, HO
NPON3BOAMTL U Peann30BaTh 3anpeLLeHo’.

Mpn paspaboTke cTpaTerny BbIBOLA Ha PbIHOK
BocnpoussefeHHoro JIM Heo6xoAnMo y4nTbIBaTh
KOMMepYeckne 3afaqn OpraHn3aunn-3akasyuka,
BAXXHOCTb COOMIOfEHNS Tpe6OBaHWMA HOpMaTWB-
HO-NpaBoBbIX akTOB Poccuiickon  ®eaepaumu,
nokymeHToB EASC, CROXMBLUMIACS OMNbIT peryns-
TOPHOM NpakTukn Poccuiickonn ®efepaumnn u 3apy-
6eXXHbIX rocyaapcTs B coepe obpaiequs JIM.

[Mpouecc BbIBOAA HA PbIHOK BOCMPOU3BELEH-
Horo JIM cnoxHbIi 1 BKITKOYaeT B Ce6S HECKOMbKO
3TanoB: yCTaHOB/EHWE NPUOPUTETHOCTY BbIBOAA Ha
pbiHOK JIMM, oUeHKY hapmaLleBTUYeCKOR nepcnek-
TUBHOCTW BOCNponaseaeHHoro JM, uHuumauno n
BbIGOP PErmMcTPaLMOHHON NpoLeaypbl, HopMUpo-
BaHue P, npegctasnenue P 8 YO, KOHTpoOnb npo-
X0X[EHUs 3TanoB 3KCnepTu3bl Matepuanos PL.

JTansl U KpUTEpPUYM pa3paboTaHHON Hamu Cxe-
Mbl Npouecca BBOAA B 06paLleHne BOCMPOU3Be-
nenHoro JIMN npefcrasnexsl Ha pucyHke 1.

Jran |. YcraHosneHne npuopuTeTHOCTY BbIBO-
Ja Ha pbiHok J1I.

HeobxoanMoCTb AaHHOIO aTana MOXET ObITb
06yCnoBneHa M3MEHEHNEM BeKTOpa [esTeNlbHO-
CTW OpraHu3auun n/unn HeobXoLMMOCTbIO nepe-
0(hOPMNEHNS PErucTpPaLnNOoHHbIX focke Ha J1M no
Tpe6osanuam EAIC B cpok o 31.12.2025 r. ns
YCTAHOB/EHUS NMPUOPUTETHOCTK BbIBOAA 3aperu-
CTpUpoBaHHbIX J1M Ha pbiHOK EAJC nyTem oueHKu
NeNCTBYIOLLEro MOpTAhens NpoM3BOANTENS Npea-
NOXEHbI CNeJyoLne KpuTepnuin: 3KOHOMNUYecKas
11eneco06pas3HoCTb, HanU4yMe KOMMEPYEecKoro
noTeHumana, Heo6xo4MMOCTb NpPOBELEHWNS WC-
crnefjoBaHnin (hapmaLeBTUHeCKON pa3paboTkn /
NOKNMHUYECKMX WCCNEe0BAHNA / KNUHUYECKMX
ICCNEA0BAHNIA), HaNN4YMe KOHKYPEHTOB Kak (hak-
TOp BAMSHUS Ha LeHoo6pa3osaHue JIMM, Heo6-
XOLMMOCTb  MOJEPHU3ALUM  TEXHONOrUYeCcKOro
o6opynoBaHna u ap. Ecnu B pe3ynbTtate aHanusa
C WCMOMb30BAHNEM JaHHBIX KPUTEPUEB YCTaHOB-
NIEHO, 4YTO BbIBOL paHee 3aperucTpupoBaHHOIO
JIN Ha pbiHok EASC opraHusaumeii-npon3soanTe-
NneM (3aKasynkom) He SIBSETCA NPUOPUTETHLIM,
NPUHUMAETCA peLleHne 06 aHHYNNPOBAHWN Peru-
CTpaunoHHoro ypoctosepenus (PY) un uckniove-
Hun JIM n3 noptdhens komnaHuu. B cnyvae ecnu
JIM npu3HaH NpuopuUTETHbIM, TO NPeAnonaraeTcs
npusefeHne PL Ha aauHbii J11 B cOOTBETCTBUE C
Tpeb6oBaHusMu EASC Lenblo aanbHeilllero obpa-
LLIEHMS Ha PbIHKe.

1 PeweHune CoeTa EBpa3niickoii akoHOMNUYeCKO Komuceumn 0T 3 Hos6ps 2016 . Ne 78 «O lpaBunax peructpauuu u
3KCMePTU3bl NEKAPCTBEHHbIX CPEACTB ANS MeAMLMHCKOro npumeHeHns» [locTynHo no: https://docs.eaeunion.org/ria/
ru-ru/0104808/ria_13082021/ Ccbinka akTueHa Ha 11.04.2024 .
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Y10 yXe U3BECTHO 06 3T0il TEME?
1. TapMOHN3aLKs perynsaTopHbIX TPe6oBaHUI

. AHanu3 pernameHTauum npoLeccos

. Ha npouecchbl ynpasneHus BAnsieT CoBo-

Y10 HOBOrO faeT cTaTbA?
1. Yenewnas pernctpauns J1MN 6asupyetcs Ha

. PaspabotanHas cTpaterus BBofa B obpalLe-

. Ctpaterus Beoja B o6patienue JIN -

Kak 310 MOXET NOBANATb Ha KNHUYECKYH0
npakTuky B 0603pumom 6yaywem?
1. Ctpaterns o6ecneynBaeT COOTBETCTBIE

. CnenosaHne pa3paboTaHHOR cTpaTeruu

. Cxema BBOfja B 06paLLieHNe BOCMPO-

OCHOBHbIE MOMEHTbI

B 06/1aCTV pa3paboTKy 1 06paLLeHNs nekap-
CTBEHHbIX CPEACTB Ha 3Tane nepexofa ot
HaLMOHANBHOTO PErynnpoBaHms K HaaHaLW-
OHaNbHOMY NpeAonpesenuau MHOr03aaad-
HOCTb 11 MHOrOHaMNpaBeHHOCTb MPOLIECCOB
perucTpawnn Ans opraHu3aumumu-paspadoT-
unKa.

perucTpauuy, pekoMeHaaunia no Bonpo-

cam peructpaumn JI BeayLmnx MUPOBbIX
AreHtcts (EMA, FDA), a Takxe onbIT dhap-
MaLeBTUYECKON pPa3paboTkm 1 perucrpaumm
NeKapCTBEHHbIX NPenapaTos No3Bosun
YCTAHOBUTb MOTEHLMANbHYI0 HE06X0ANMOCTb
OpraHu3awum npoLeccoB perucTpaLnoHHbIX
npoLeayp 1 NOMCK OpraHn3aLnoHHO-MeTo-
JNYECKNX PELLeHN.

KYMHOCTb (DAKTOPOB, ONPeAEeNsoLLnNXCs
06CTOATENbCTBAMY, HE 3aBUCALLUMU OT
0nepavLyoHHON AesTeNIbHOCTI Camoro
NPeanpuATA (BHELLHWe (hakTopbl), U Npo-
Lieccamu, NPONCXOASALLMMI BHYTPU CamMOro
NPeAnpuATUAA (BHYTPEHHWE (haKTOopbI).

OCHOBE OPraH13aLNOHHO-METOANYECKINX
PEeLLEHIA B COOTBETCTBUM C 06LLEN KOHLen-
Lvei BBOAA B 06paLLieHne BOCNPOM3BEaEH-
Horo JIM.

HIe BOCMPOM3BeaeHHbIX JIM, BKNiovatoLLas

B €665 Hay4HO-060CHOBAHHbIE 3Tarbl U
KpUTepuM, HanpaseHa Ha s eKTUBHOE
YNpaBsIgHNe PerucTPALMOHHBIMU NPoLeaypa-
MV Ha YPOBHE OpraH13aLuy.

Hay4HO0-060CHOBAHHOE CTPYKTYpUpOBa-

HWe NPOLLeCCOB Ha OCHOBE 3TAMHOCTU U
NPUOPUTETHOCTM C Y4ETOM PErynaTOPHbIX
TpeboBaHNil, pEKOMEHAALNA MeXNHTE-
rpaunoHHbIX 06beanHeHnii (ICH, FDA),
TEHLEHLMI pa3BuTUs (hapMaLeBTU4eCcKOro
PbIHKA 1 BO3MOXXHOCTEI hapMaLleBTUHECKOA
pa3paboTkm.

perynaTopHbiM Tpe6oBaHuam EASC n
APYrUM peKOMeHAAUNAM MeXMHTerpa-
LIMOHHbIX 00bEANHEHNIA, 3anpocam/
OXNIAHNAM 3aKa34nKa.

YMEHbLLAET PUCKM Ha KXK[0M aTane
1 6yeT cnoco6CTBYET CBOEBPEMEH-
HOMY BbIBOJAY Ha (hapmaLleBTU4EeCKIAiA
PbIHOK Ka48CTBEHHbIX, 30 PEKTUBHbIX
1 6e3onacHbix JIM 0Te4ecTBEHHOr0
Npou3BO/CTBRA.

13seaeHHoro J1M nexuT B 0CHOBE
CTaHgapTa opraHu3auuu «Cuctema
YNpaBfeHns PerncTpaLmoHHbIMK Npo-
Lieccamm BOCNPON3BeEHHbIX Jiekap-
CTBEHHbIX NPenapaTos», CTaHAAPTHbIX
onepaLmnoHHbIX npoueayp, paboymx
WHCTPYKLWIA U PYKOBOACTB, hopmani-
30BaHHbIX LWAGMOHOB N0 PErnCTpaLMOoH-
HbIM MpoLeccam.
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Ta6nuua 1. BbiGop BuAa PerucTpaumoHHOi Mpouedypbl UCXOAs U3 LENn NpeanpusTUS-3aka3qnka (C yKasaHuem CTPYKTYp OPraHu3auuu, BOBMEYEHHbIX B

npoLecc NoLAroTOBKM JOKYMEHTaLWUK C Lenbio peructpauuu J1)

Table 1. Selecting the type of registration procedure based on the purpose of the customer enterprise (indicating the organizational structures involved in the

process of preparing documentation for the purpose of drug registration)

PeructpauuonHas npouepypa
Registration procedure

. MoaTBepxaexue
BHeceHue U3MeHeHui perHETDaLMH
Lienb MHMLMALMM PETUCTPALMOHHOI NpoLeaypbI N0 HaunoHanbHoH (nepepeructpauus)/
Purpose of initiating the registration procedure HoBas peructpaums 1N npouenype unu Npueenenve P B
New drug registration Val;ig[;/%%nt‘z’) D;EAA?: to COOTBETCTBUE
) Confirmation of registration
the national procedure or (re-registration)/
the EAEU procedure Bringing into compliance
PaciumpeHnue noptcpens komnasuu no HomeHknarype MHH + (0m/0mn) ) )
Expansion of the company’s portfolio according to the INN nomenclature +(MD/SD)
MpogomkeHne obpatueHus JN Ha pblHKe +(0M/0n) i i
Continuation of drug circulation on the market +(MD/SD)
Heo6xoanmMocTb paciunpeHus «reorpadoumn> (BbIX04 Ha MEXAYHAPOLHbINA +(oMm/0m)
PbIHOK) - -
The need to expand “geography” (entering the international market) + (MD/SD)
PacupeHme nopTchens KOMNAHMM MO NekapCTBEHHOM chopMe W/mm +(0M/0N/no) + (OM/ON/NO, 00K)
03upoeke JM - ’
Aosnpask : . * + (MS/SD/PD/QD)
Expanding the company’s portfolio by dosage form and/or dosage of drugs (MS/SD/PD)
A Bonpocsl koHTpons kayectsa JIM ) + (MO, 00K) )
KTyanusauns Issues of drug quality control + (PD/QD)
MHGopmaLmm,
npefcTaBneHHon B Bonpockl npoLiecca npon3BoAcTBa i + (M0, 00K) )
PL Inclusion of up-  Manufacturing Process Issues + (PD/QD)
}g'ggt;'ﬂ:rri;}:“o" Bonpocs! 6esonackocT N / + (00K, 0®UNIV, OKM) )
Drug safety issues + (QD/DF&MI/CRD)
Heo6X0AMMOCTb MPOANEHNS CPOYHOTO PETUCTPALMOHHONO YAOCTOBEPEHNS + (00K, OP)
Ha TN - - ]
+(QD/RD)

The need to renew an urgent registration certificate for a drug

Mpumeyanne: OM — otaen mapketutra; Ol — otaen npogax; MO — nponssoacTeHHbIn 01aen; 00K — oTaen kavecTsa; OKI — oTaen KnuHUYeckux nccnegosaninii; 0duMN

— 0TAeN hapMakoHag30pa U MeaNLMHCKO nHdhopmauuu; OP — oThen peructpaunu.

«-» - CTPYKTYPHOE MOApPa3aeneHue He ABNAETCS MHULMATOPOM PerucTPaLMoHHON NPOLedypbl.

«+4» - CTPYKTYPHOE NOAPa3aeNeHne — UHULMATOP PerucTPaLMOHHONM NpoLeaypbl.

Note: MD — marketing department; SD - sales department; PD — production department; QD — quality department; CRD — clinical research department; DF&MI —
department of pharmacovigilance and medical information; RD — registration department.

“-” - the structural unit is not the initiator of the registration procedure.

+” - structural unit — initiator of the registration procedure.

Jdran . OyeHka chapmayeBTU4eCcKol nepcnekTMBHOCTM BOCIPON3BE-
JenHoro JIf1. Top «thapmaLeBTUYeCKON NepcrekTUBHOCTbIO» MOHUMAETCA
noTeHUMan (3KOHOMWYecKas LienecoobpasHOCTb 1 COOTBETCTBIE 3anpocam
CUCTEMbI 3[paBOOXPAHEHUS W/UAN OXUZAHWAM NOTpebuTens) BbIBOLA B
o6palleHne nnaHupyeMoro K ghapmaveBTuyeckoin paspabotke JIM». Mpose-
JEHHbIMI paHee NCcCneaoBaHNsAMI 060CHOBAH anropuTM, BKOHAIOLLMIA Kpi-
Tepuu npouecca oLeHKI dhapMaLieBTUHECKON NepcreKTMBHOCTU BOCNPOU3Be-
aeHHoro JM [6]. K kpuTepnsaim OLEHKM NepcrnekTUBHOCTY OTHOCATCS: OLEHKa
noTpe6HOCTN B AaHHOM JIT pbiHKe, 06bEMbI pbIHKA MAAHMPYEMOrO K BBOAY
NN, tun peanusauuu JIM (rocnutanbHbIR/KOMMEpPYeCcKUin), hopmar oTnycka
(no peuenTy/6e3 peuenta), Hanu4me ocoboro craryca J1I1, no3sonALLEro
perncTpupoBatb No NpoLefypam YCNOBHOW, YCKOPEHHOI Wiy permuctpamm
Ha yCnoBuAX (Hanuyme ctatyca opcpaHHoro J1MM), a Takke Hanu4ue fenCTByHO-
LLMX NATEHTOB, 3aPErMCTPUPOBAHHbIX PeDEePEHTHbIX Npenapartos.

Jran . VHnynayna pervctpaumoHHoA npoyeaypbl. 3Tan BKIHOYAeT B
ce65 hopMMpOBaHNE NPeAN0XeHs 06 aKT1BaLMK/Ha4ane perncTpaLmoHHoro
npouecca. PeweHne 0 BBOAE B 006palleHne BocnpoussefeHHoro JII
JO/MKHO OCHOBBIBATLCA HA BO3MOXXHOCTAX OPraHM3aLmum n ero CTPYKTYPHbIX
NoApasaeneHnii 1 B KOHEYHOM uTore GyaeT cnoco6CTBOBATb MOBbILIEHUHO
9 (PeKTUBHOCTM  [ieATeNbHOCTU.  Bup  perncTpaumoHHOn  npouesypbl
OMpefensioT UCXOAs U3 Lienn, KOTOPYH CTaBUT nepeqd CO60 y4pexaeHue B
o6nacTu obpaieHus J1M v BBOAA HA PbIHOK HOBBIX NMPOAYKTOB (Tabs. 1).

atan V. Bbibop pernctpauynoHHoi npoLesyps. Ha cnegytowem aTane
onpefenserca npoueaypa peructpaumn JIM, koTopas 06ycnaBnuBaeTcs
cneayloLwumn aktTopamu:

*

» Hanu4une PY Ha J1M, 3aperncTpupoBaHHbIi N0 HAUMOHANbHOM Npo-
uenype;

» Hanu4ue pasHbix NekapcTBeHHbIX (hOPM W NHEEK [O3UPOBOK. [Tpu
HECOOTBETCTBMM A03WUPOBKM, MyTW BBEAEHWNS NN NIEKAPCTBEHHOM
thopmbl BocnpoudseaeHHoro JIM no OTHOLIEHMIO K peddepeHTHO-
my JIM, nnadupyemslit K peructpaumm J1M, MoXeT 6biTb OTHECEH K
TNy «rM6pUAHbBIA», YTO B CBOK 04epeab 0653bIBAaET OPraHn3aunio
MPOBECTN JOKIMHUYECKNE (TOKCUKONOrMYECKINE) UCCNEA0BaAHUS, U
MpefCcTaBuTb NMoMy4YeHHble pesynbratel B Mogyne 4 PL. Hanuyue
PY Ha JI ¢ egnHbIM TOProOBbIM HAUMEHOBAHEM B FOCYAAPCTBAX —
uneHax EAQC 06s3biBaeT 3aaBNUTENS BbiOMpaTh NPOLEAYPY «pac-
LUMPEHUS perncTpaynn» B pamkax ogHoro PL);

» [lpuoputeTHas cTpaHa ans nony4vesns PY B COOTBETCTBUM C Tpe-
6oBaHuamu no EA3C;

» Heo6X0auMMOCTb B «pacLUMpEHN PerncTpaunm>» — BBELEHUS OTAENb-
HbIX M3MEHEHWI, KaCalLMXCS aKTMBHOM (hapMaLeBTUHECKO Cy6-
CTaHLMW, BO3MPOBKK, JIEKAPCTBEHHON (DOPMbI UAW NYTW BBEAEHUS;

> Hannuune gepxarenei PY B rocymapcTsax — yneHax EAC;

Onpefenexne Buaa perucTpaunMoHHON NpoLeaypbl U BuAa/Tuna 3assne-
HUS JO/MKHO NPOBOANTLCA HA NEPBOHAYANbHOM 3Tane [0 MOMEHTA KOMIek-
ToBaHWA P, nockonbKy BUL NpoLefypbl OAHO3HAYHO OMpeaenser TOYHbIA
nepeyeHb HEOOXOAMMbIX UCCe0BaHNIA U JOKyMeHTOB P[l, a Takxe Tun 3a-
aBneHns. Mopmart 3assneHns npegonpeaenset Tun P u onpeaensetcs Ha
ocHosaHuu Buga J11 (Bocnpon3seseHHbIN, TMOPUAHbIA, KOMOUHUPOBAHHbIN 1
T. A.) 1 Tpeb6oBaHuii K fokymentam PL [7].

——
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1. OyeHka Hann4yns perncTpaynoHHOro yA0CTOBEPEHNA M0 HAUHOHANLHON Npoyegype B PO
1. Assessment of the availability of a registration certificate according to the national procedure in

the Russian Federation
Han n4ne PY no HaunoHanbHom fa Hert
npoueaype B P® _ VYes _ No

= =

Availability of MA according to the
national procedure in the Russian
Federation

Bbi6op Buga/tunaJlll
Selecting the type/type of drug

Il. Oyenxa nannyns gevicTeyrowyedn pernctpaynn Jill B rocypapcrsax-ynenax EA3C
Il. Assessment of the availability of current drug registration in the EAEU member states

A 4 v

Hanu4ne PY no EA3C B Hanuyue PY no EASC B Het
HECKOMbKNX rocyaapcTax - 1 rocynapcTse -4nexe No
_ UneHax Ava ilability of MA
Availability of ~ MA according to the EAEU in
across the EAEU in several 1 member state
member states

—" I

L
Ill. OyeHKa BO3MOXHOCTH «pacLuMpeHns PEFHCTPALMN»
Ill. Assessing the possibility of “expanding registration”

VismeHeHne aktneHbix OC;
VI3meHeHne J031PoBKN, JIEK.GDOPMbI, MyTH BBEAEHUS
Changes in a ctive PIs;
Changing the dosage, dosage form, route of administration

- =

V. Onpepenexnne Buga peruncTpaynoHHON NpoLyesypbl
V. Determining the type of registration procedure

Mpouenypa npuBeLEHNs B COOTBETCTBIE B PECDEPEHTHOM rocyLapcTse i
Bringing into compliance with Union’s requirements in the reference state HoBas perncrpauus &
COOTBETCTBUN C
Tpe6oBaHuamm EASC

v v Y v
bes C «paciuupeHuem C «paclmpeHuem C New registration in
Npu3HaH1s perucTpauun» reorpacpun» NpU3HaHUeM accordance w ith the
Without with "registration with “geographic With requirements of the EAEU
recognition extension" expansion”* recognition

PucyHok 2. Anroputm BbI60pa perucTpauroHHoil npoledyps J1M, 3aperncTpupoBaHHOro B OAHON UAN HECKOMbKNX rocyaapcTeax vneHax EA3C
Figure 2. Algorithm for selecting the registration procedure for a drug registered in one or more EAEU member states

T




p DapMaKoIKOHOMHUKA
JcopuA U NpaKniuka

Tom 12, Ne 2, 2024

www.pharmacoeconom.com

[Mpu Hanuyum PY no HaumoHanbHoi npoLenype
B PO y nepxarens PY ecTb BOSMOXHOCTb Bbi6opa
PErncTpauMoHHOR  Npouedypbl  NMpUBEAEHUS
B cooTBeTcTBMe TpebosaHuam EASC. [laHHas
npouedypa no3BOAseT  nepesecT  dhopmart
HaunoHanbHoro P Ha J1M B dhopmat EA3C u
npojomxnts o6paweHne JIM Ha poiHke EASC.
Hamn  npefnoxeH — anroputM  onpefeneHus
PErncTpauMoHHOR npoueaypbl B COOTBETCTBUN
¢ Tpe6oBanuamn EAJC, cocToAwmii n3 Yetbipex
aTanos (puc. 2):

» OueHka Hanuyus PY no HauMoHanbHOM

npoueaype B PO;

» OueHka Hanu4us NleiCTBYHOLLEN
peructpaumn JIM B rocygapcrBax —
uneHax EAQC;

» OueHka BO3MOXHOCTM  «pacLIMpeHns
perucTpaumm»;

> OnpegeneHne BMAA PErMCTPALMOHHOM
npoueaypsbl.

dran V. HanonHeHne,  ¢hopmupoBaHue,

CTPYKTYPUPOBaHNE WMHGOPMAUn B JJOKYMEHTax
peructpaunoHHoro jJocee. Tlocne onpenenexns
BMWOA PEruMcTpaunoHHOA npoueaypbl Heo6XO0AMMO

ONMPeaennTbCs  C  HanosHeHWeM  MHopmMauum
B OokymeHTax PL. [ns  Ka4yeCTBEHHOro
thopmupoBaHus, CTPYKTYpMpOBaHMs 3TUX
JOKYMEHTOB 11 ONPefeneHnss  BO3MOXHbIX

PWUCKOB, CBSI3aHHbIX C KOMM/eKTauuei A0cbe Mo
Tpe6oBaHus EAJC, Hamu MCMONb30BaH Hay4HbIN
noaxof, Ha OCHOBE YCTAHOBJEHHbIX YCNOBWIA
(YY)2. PykoBopcTBo ICH Q12 onucbiBaeT noaxoA
K onpegeneHuto VY, KOTOpbIi MOXeT 6biTb
1cnonb3oBaH Ha atane ®P ans Npon3BOACTBEHHOIO
npouecca, aHaIUTUYECKUX METOAOB, CMCTEMbI
ynakosku/ykynopku. Bce VY, onpefeneHHble
npu ®P Bocnpon3sedeHHoro JIM,  [OMKHbI
MeTb 0BOCHOBAHWSA, KOTOPble NPeACTaBASOTCS
3assuTenem B Marepuanax PL w yTepxpgatorcs
V0. Bo3MOXHa KOPPEKTMPOBKA YCTaHOBMEHHbIX
yCnoBuin o cTopoHbl YO, a MMEHHO, [ONOJHEHNe,
3aMeHa WM UCKNoYeHne YY BOCMPOU3BELEHHOMO
JIN. B npouecce ®P dopmupyetcs cTparerus
KOHTPONS, TECHO CBfi3aHHas ¢ YY. Bce u3meHeHus
YCNoBMA Mpolecca NpoM3BOACTBA W METOLOB
KOHTpONS KayecTpa 3aperucTpupoBaHHOro
BOCNPOM3BeeHHOr0 JIM KOHTPONMPYHOTCS B paMKax
®apmaLeBTMYECKOI CUCTEMbI Ka4eCTBa KOMMAHWN.
lpn 3TOM BCE BHOCMMblE U3MEHEHMS B YY [OMKHbI
yteepxgaarecs 8 YO [8].

lMpaBunamu® yCTaHOBMEH WCYEPMbIBAKOLLNIA
nepeyeHb [JOKYMEHTOB, KOTOpble HEo6X0auMo
B 00s13aTeNilbHOM nopsfke npenctasute B YO B
co0TBeTCTBYtOWEM (hopmate. pu noarotoske P
Heo6X04UMO ONpeaenuTb ONTUMANbHYIO CTeneHb
JeTanu3aunn N NpeacTaBUTb MHCGOPMauuio B
COOTBETCTBUM C PErynaTopHbIMI TPe6GOBaHWAMN,
BK/OYas BCE aCMeKTbl, UMEKLLNE KPUTUYECKOE
3HAYeHNE AN Ka4yecTBa, IMMEKTUBHOCTM U
6esonacHoctn  JIM.  CTeneHb  Aetanu3auuu
onpegensercs 3assutenem (pepxarenem PY).
Mocne komnnektoBaHus PL Ha JIM cneayet
MPOBECTM MOJHOLEHHBLIA KPUTUYECKNA aHanu3
NpPeaoCTaBNfeMbIX CBELEHNIA.

PykoBoacTBO EMA* pekomeHayeTt
rotoputb Mmatepuansl P Ha JIMT Ha ocHoBe
MPUHUMMOB ~ aHanu3a  Ka4ectBa  AaHHbIX,
KOTOpble  XapakTepu3ylTcs U  OLeHWBaoTCA
1nocnesoBaTenbHO A5 NPUHATUSA NONOXKMUTENBHOMO
peweHus co cTopoHbl YO. Cuctema aHanusa
KayecTBa [aHHbIX HEOOXOAMMA [NS ynpaBneHus
nocnefoBatenbHbIMA - NPOLeSypamn  OLEHKM
KayectBa matepuanos PI. KayectBo AaHHbix P[]
onpegenseTcs HafeXHOCTbio, 3KCTEHCMBHOCTbIO,

COrNacoBaHHOCTbIO, CBOEBPEMEHHOCTHHO "
peneBaHTHOCTbIO.
1. «HagexHocTb» — napameTp, KOTOpbI

M0Ka3bIBAET, HACKO/IbKO KOPPEKTHO NpeAcTaBieHa
nHdopmauus B matepnanax PL JIM. Kputepusmu
HaJieXXHOCTN ABNAKOTCA CCbINKW Ha BeayLume
thapmakonem, Banuaauus (Bepudhmkaums)
aHANUTMYeCKMX METOAMK MoKasaTeneil KadecTBa
npoAyKTa, Banuaauns NPOU3BOACTBEHHOIO
npouecca JM.

2. «JKCTEHCMBHOCTb»  —  MapameTp,
OTpXAKOWNA  06bEM  [JOCTATOMHOCTU  AAHHbIX
matepuano PLl. O6bem AaHHbIX OMpepensercs
B COOTBETCTBUM €  Bugom/tunom JIM n
pernameHTupyeTcs HOPMaTNBHO-NPaBOBbLIMN
aktamu (ans EASC — Pewenue Ne 78°).

3. «CornacoBaHHoCTb»  —  Mapametp,
KOTOPbIA  BbIpaXaeT,  HACKOMbKO  OTAESbHble
[laHHble 00Llei NpeACTaBMeHHON WMHdopMauun
COOTBETCTBYKOT W (MnM) He NpOTMBOPEYaT Apyr
npyry. Bce gauHble, npeAcTassieHHble B PL, JOMKHbI
6bITb COrNMACOBaHbI 1 He MPOTUBOPEYUTL APYT APYTY.

4. «CBOEBPEMEHHOCTb» NOKa3blBaeT,
HACKONbKO ~ afieKBaTHbl  CPOKWM  NPOBEAEHHbIX
uccnenosannii (OP/OKI/KI), cpoku, yKasaHHble

B aHanuTuyeckux nacnoptax JIM, akTWBHOI
(hapmaLeBTNHECKON Cy6CTaHLMM 1 T.A.
5. «PeneBaHTHOCTb» - CTeneHb

COOTBETCTBMSA MPEACTaBNIeHHbIX Matepuanos P[
Liensim, yKa3aHHbIM B 3asBNEHUN.

dtan VI ~ [IpegctasneHne  [JOKYMEHTOB
PErncTpaynoHHoro [oche Ha BOCHPON3BELAEHHbIN
JIMl.  [laHHbIn  3Tan  BK/KO4YaeTcs B Ccebs
huHanbHyt0 nposepky PL Ha KOMMNEKTHOCTb K
HenocpeaCcTBEHHOE NPefOCTaBNeHNe JOKYMEHTOB
8 YO ¢ uenbto peructpauun JM.

Jtan VIl poxoxzeHne aTanos
peructpaymoHHoro npoyecca Ha JII B YO0.
OCHOBHbIMY TOYKAMN KOHTPONS Ha AaHHOM 3Tare
ABNAKOTCA CNEAYHLLNe CPOKMU:

e 93KCMepTU3bl  BOcnpoussedeHHoro  JM,
YCTAHOB/EHHbIE HOPMATUBHO-MPaBOBbLIMM
akTamn EACY

e cpayu obpasuos JM, dapmaLeBTUHeCKNX
Cy6CTaHLWIA, BCNOMOraTeNbHbIX BELLECTB U
Matepuanos, ycTaHoBneHHble OIBY HL3-
CMI Munsapasa Poccuu;

e (hopmupoBaHus oTBeTa Ha 3anpoc YO
(npencTaBneHne AOMOMHUTENbHBIX W/Wnn
YTOYHSAOLMX MaTepuanos PL);

e COrnacoBaHusa npoekra PY;

e MONly4eHMs YTBEPXAAEMbIX [OKYMEHTOB
(pesynbTupytoeit yactu P B nn4HOM Ka-
6uHeTe 3assuTens) u opuruHana Py s YO.

2 Pykosoacteo ICH Q12 no TeXHMYECKMM 11 HOPMATMBHbBIM BOMPOCAM YrPaBieHNs XU3HEHHbIM LUKIIOM
thapmauesTuyeckoit npoaykumm (ICH Q12 Technical and regulatory considerations for pharmaceutical product lifecycle
management - Scientific guideline). JocTynHo no: https://www.ema.europa.eu/en/ich-q12-technical-regulatory-
considerations-pharmaceutical-product-lifecycle-management-scientific-guideline. Ccbinka aktusHa Ha 11.04.2024 r.
3 Pewenme Coseta EBpasuiickoii 3kOHOMIUYECKO komuccun 0T 3 Hos6ps 2016 . Ne 78 «O Mpasunax perncrpauum n
3KCMEePTU3bl N1eKAPCTBEHHBIX CPEACTB AN MeANLMHCKOro NpuMeHeHuns». [loctynHo no: https://docs.eaeunion.org/ria/
ru-ru/0104808/ria_13082021/ Ccbinka aktveHa Ha 11.04.2024 r.

4 Data Quality Framework for EU medicines EMA/326985/2023. Regulation [JocTynHo no: https://www.ema.europa.eu/
system/files/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_en_1.pdf.

Ccbinka aktueHa Ha 11.04.2024 r.

HIGHLIGHTS

What is already known about this subject?
1. The harmonization of regulatory require-

ments in the field of development and circu-
lation of medicines at the stage of transition
from national to supranational regulation
predetermined the multitasking and multidi-
rectionality of registration processes for the
development organization.

. Analysis of the regulation of registration pro-

cesses, recommendations on the registration
of drugs from the world’s leading Agencies
(EMA, FDA), as well as the experience of
pharmaceutical development and registra-
tion of drugs made it possible to establish
the potential need to organize processes of
registration procedures and search for orga-
nizational and methodological solutions.

. Management processes are influenced by a

set of factors determined by circumstances
independent of the operating activities of
the enterprise itself (external factors) and by
processes occurring within the enterprise
itself (internal factors).

What are the new findings?
1. Successful registration of a drug is based on

organizational and methodological decisions
in accordance with the general concept of
putting into circulation a generic.

. The developed strategy for introducing

generic drugs into circulation, which includes
scientifically based stages and criteria, is
aimed at the effective management of regis-
tration procedures at the organizational level.

. The strategy for introducing drugs into cir-

culation is a scientifically based structuring
of processes based on phasing and priority,
taking into account regulatory requirements,
recommendations of interintegration associa-
tions (ICH, FDA), development trends in the
pharmaceutical market and pharmaceutical
development opportunities.

How might it impact the clinical practice in
the foreseeable future?
1. The strategy ensures compliance with the

regulatory requirements of the EAEU and
other recommendations of interintegration
associations, and customer requests/expec-
tations.

. Following the developed strategy reduces

risks at each stage and will contribute to the
timely introduction of high-quality, effective
and safe domestically produced drugs to the
pharmaceutical market.

. The scheme for putting into circulation a

generic drug is the basis of the organization’s
standard “System for managing registration
processes of generic medicinal products”,
standard operating procedures, work instruc-
tions and manuals, formalized templates for
registration processes.
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POCCHUNCKUE UCCJIEJJOBAHUS

DapMaKoIKOHOMHUKA P
HICOPUA U NPaKiuKa

PaspaboTaHHaa 1 MpefcTaBneHHas Bbllle CXeMa BBOAa B 0OpalleHne
BoCnpou3seagHHoro JIM NeXuT B OCHOBE [JOKYMEHTOB OpraHv3auui:
cTaHpapTa opraHmsaumn «Cuctema ynpaBneHus  PerucTpaLmoHHbLIMM
npoLeccamu BOCNPON3BEAEHHbIX  JIEKAPCTBEHHbIX  Npenapatos»,
CTaHAapPTHbIX ONepPaLMOHHbIX NPOLEAYP, PAGOYNX MHCTPYKLINA U PYKOBOACTSB,
(hopmManu30BaHHbIX LWAGTOHOB MO PErNCTPALIMOHHbLIM NPOLEccam.

3AKINHOYEHUE.

PaspaboTaHHas cTpaTernsi BBOAa B 00paLleHWe BOCMPOM3BEAEHHBIX
JIN, Bkntovatowas B ce6s Hay4HO-000CHOBAHHbIE 3Tanbl W KpUTEpUN,
HanpaBfneHa  Ha  9(PDEKTMBHOE  yNpaBNeHWe  PErucTpaLuoHHbIMM
npoueaypamu Ha ypoBHe opraHuzaunu. Crtpaterus  obecneymBaeT
COOTBETCTBUE PErynsaTopHbIM Tpe6oBaHuam EAIC u apyrim pekomeHaaumusam
MEXWHTErpaUMOHHbIX 00bLEANHEHUIA, 3aNPOCamM/OXUAAHNAM  3aKasyuka.
CnefoBaHne pa3paboTaHHON CTpATErmi YMEHbLLIAET PUCKN HA KOKAOM 3Tane
n 6ynet cnoco6CTBYET CBOEBPEMEHHOMY BbIBOAY Ha DapMaleBTUYECKMiA
PbIHOK Ka4yeCTBEHHbIX, 3PeKTUBHbIX U 6e3onacHbix JIM 0Te4eCTBEHHOrO
NpPOM3BOACTBA.
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Introduction. The harmonization of regulatory requirements in the field of devel-
opment and circulation of medicines at the stage of transition from national to
supranational regulation predetermined the multitasking and multidirectionality of
registration processes for the development organization. An analysis of the regu-
lation of registration processes (both national rules and the rules of the Eurasian
Economic Union), recommendations on drug registration from the world’s leading
Agencies (EMA, FDA), as well as the experience of pharmaceutical development
(PD) and registration of drugs allowed us to establish the potential need to orga-
nize of registration procedures and searching for organizational and methodolog-
ical solutions at the organizational level that affect the registration process of the
reproduced drug.

Aim. To development of a strategy for putting into circulation a reproduced drug
for the implementation of organizational and methodological decisions on the
registration and putting of a drug into circulation in the territory of the Eurasian
Economic Union (EAEU).

Materials and methods. The regulatory legal acts of the Russian Federation, the
EAEU, and foreign regulatory authorities regulating the rules for registration and
examination of drugs for medical use have been studied; recommendations of
interintegration associations (ICH, FDA); documents of the registration dossier for
the drug of the manufacturing organization (customer), reports on the DF of the
reproduced drug.

Results and discussion.

The registration strategy (marketing/putting into circulation) is based on the stra-
tegic objectives of the customer organization, the requirements of regulatory le-
gal acts of the Russian Federation, documents of the Eurasian Economic Union
(EAEU), principles and approaches in the field of drug circulation in foreign coun-
tries, and eligibility criteria for the selected LP. Successful registration of a drug
is based on organizational and methodological decisions in accordance with the
general concept of putting into circulation a reproduced drug at the organizational
level. In the framework of the ongoing research at the organizational level, we
understand the “strategy for introducing drugs into circulation” as a scientifically
based structuring of processes based on phasing and priority, taking into account
regulatory requirements, recommendations of interintegration associations (ICH,
FDA), development trends of the pharmaceutical market and opportunities for fi-
nancial development. Developed strategy introduction of reproduced medicines
into circulation is aimed at the effective management of registration procedures
at the organizational level. The strategy ensures compliance with the regulatory
requirements of the EAEU and other interintegration associations, and customer
requests/expectations. Following the developed strategy reduces the risks of de-
lays in introducing high-quality, effective and safe domestically produced drugs
to the market.

Conclusions. The developed strategy for introducing generic drugs into circula-
tion, which includes scientifically based stages and criteria, is aimed at the ef-
fective management of registration procedures at the organizational level. The
strategy ensures compliance with the regulatory requirements of the Union and
other interintegration associations, and customer requests/expectations. Follow-
ing the developed strategy reduces the risks of delays in introducing high-quality,
effective and safe domestically produced drugs to the market.

KEYWORDS: regulatory requirements, registration of generic medicinal products,
launch strategy.
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