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OcHoOBHBIE TPOOJIEMbI

* [IepciekTBBl phIHKA OMonorunyeckux JIC

e buosornueckoe JIC, OnoaHamsor —
OnpeacaCHUS U OTIINYMS

* CBouctBa u ocobennoctu JIC Onosornueckomn
IPUPOIbI

* OCOOEHHOCTH peryJInupoBaHus 0OpallcHUs

* B3anMo3aMeHsIEMOCTb

 BLIBOJIBI



buodapManeBTHUYEeCKUUA PHIHOK SABJISACTCS
NPUBJICKATECIbHBIM A (papMaleBTUYCCKHUX
KOMIIAHU U

OO0BbEeM MUPOBBIX MPOJAK
omodapMaleBTHYECKOIO PhIHKA
3a nepuon 2003-2003r.
yBenuuwica ¢ 52,6 no 70,8
MJIpJI. 10JIJI., T.€. Ha 34%,!

[HonoxurenbHasg MTUHAMUKaA
PBIHKA JIEJAET €ro
MIPUBJICKATEILHBIM JIJISI MHOTHUX
(papMmaleBTHUECKHX KOMIaHuUii!

IEZECEIEN MupoBoi o6bem npogax
6HopapmaLeBTUYECKOro PbIHKA

3a 2003—2005 rr., mnpa. gonn.
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M. YeHuoBa. AHanu3 mmpoBoro 6uocapmavieBTndeckoro poiHka Ha 2003-2006 rr. Pemegnym, Ne5, 2007.




IIpenaparsl OM0JOrHUYECKON NMPUPOALI

* IlepBble OMOJIOrMYECKHE JIEKAPCTBEHHBIC CPEACTBA
Ha4YaJIM UCIIOJIb30BaThCSA B KIMHUYCCKON MEIUIINHE B
80-X IT.

* bonee 150 npemaparoB B Mupe

* bonee 370 npenaparoB B mpolecce pa3padOTKH 115
TEpPAITUU PA3JIUYHBIX CEPHE3HBIX MEAUIIMHCKUX
ITOKa3aHUH

Biotechnology Industry Organization website (www.bio.org), 2004.



buo/iornyeckue nmpenaparbl

['pyrma JIC, O1M3KHUX IO CTPOCHHUIO/ COCTaBY K

IPUPOJIHBIM BEIIECTBAM, CHHTE3UPYEMbIM B OpraHU3Me
4eJIOBEKA/ )KMBOTHBIX/ MUKPOOPTraHU3MOB.

- J1100OBIE CHIBOPOTKH,

- OeJIKM, BaKIIUHBI,

- BHPYCHI,

- KOMIIOHCHTBI KPOBH M IIPCIIApPaThl, BBIACIICHHBIC U3 KPOBH.

B cocTaB OuonpemnaparoB MOT'YyT BXOJMTh caxapa, OCJKH,

HYKJICMHOBBIC KHCJIOThl MW CJIOXKHBIC KOMOWHAIIUH
ATUX BEILECTB

MoryT npeacraBiasiTb COO0H OMOIOTHYECKHE OOBEKTHI —
HapUMEP, KJIIETKH U TKaHHM.

OHIMKJIONEINYECKUN CI0OBAph TEPMUHOB
dapmakonorun, papmakorepanuu u papmanuu nof pena. I'5. [lBapia

*EMEA directive (Directive 2003/63/EC from 25 June 2003 )



burosornyeckoe JeKapCTBEHHOE
CpeacTBO

¢ I/IMMyHOﬁl/IOJIOFI/I‘IECKI/Ie JCKAPCTBCHHBLIC CPCIACTBA,

¢ JICKAPCTBCHHBLIC CPCACTBA, IIPON3BOAUMBbBIC IIYTCM

OMOTEXHOJIOrHYE€CKHUX MPOLIECCOB:
 TexHosiorus pekomOuHanTHou THK;
* KOHTPOJMPYeMAasi IKCHPECCHUs TeHOB, KOAMPYIOIIUX
BbIPA00TKY OMOJIOTMYECKN AKTUBHbIX 0€JIKOB,
°* MeETOAbI C UCMOJIb30BAHUEM r'HOPUIOM U
MOHOKJIOHAJIbHBIX AHTHTEJI

°* TreHOTepaneBTHYECKHE M COMATOTEPANIEBTHYECKHE
JIEKaApCTBEHHbIE CPeICTBA

Knaccudukanus EMEA



buosornueckue npenaparsbl

[ToTeHman MEIUIIMHCKOTO MPUMEHEHHUS KIETOYHBIX U TEHHBIX
OMOJIOTMYECKUX MpernapaToB

- JICUCHUC MHOTI'UX 336OH€B3HHﬁ, HCHU3JICHUMBIX B HaCTO}IH_[I/II\/II
MOMCHT.

IlpumMepst:

NHCcynvHbI;

CoMartoTponHslii ropmon; *LIUKIOCTIOPUHEL

*DaKTOPBhI CBEPTHIBAHUS KPOBU;
*KonoHHEeCTUMYIUPYIOIIUN (hAKTOP;
* BakIIMHEI

NuaTepdepoHsi;
NMMyHOTIOOYJINHBI;

OPUTPONOITHUHBI;



Onpenenenue NOHATUS «OMoornueckoe JIC»

EC Poccus
B 3aKOHOJATeJbCTBE | B dDenepajbHOM
IPUCYTCTBYET 3aKOHOAATEJIbCTBE
omnpejesieHue’ OTCYTCTBYET
OMO0JIOTUYECKOI0 onpeaeieHue
JICKAPCTBEHHOIO OM0JIOTMYECKOI0
CpeacTBa U | JICKAPCTBEHHOIO
BocnpousBeaeHHoro JIC |cpeacrsa

' Onpenenexne EMEA



Yem oTamuarorcs Ouonpenaparsl or apyrux JIC?

* BBICOKMM MOJIEKYJIIPHBIM BECOM

* CI0XKHOCTBIO IIPOCTPAHCTBEHHOM CTPYKTYPHI:

* YerBepTUUHAs CTPYKTypa
* OnpeneneHHoe COOTHOIIEHUE N30(OpM

e CrerneHb ITTUKO3UJIMPOBAHUS

* CenyronmuMy XapaKTepruCTUKaAMMU:

e JIMUTEILHON U HAYKOEMKOU TEXHOJIOTUEN TPOU3BOIACTBA

* BbICOKO# CTENEeHbI0 OnodapMaleBTHYECKON OUUCTKU

* BBICOKOM 4yBCTBUTEILHOCTHIO K BIUSHUIO HA CTAOMIBHOCTD
Pa3IUYHBIX (DAKTOPOB:

 JlekapcTBeHHas popMa
* TpancnoprTupoBka

* YCI0BUSA XpaHEHUS

* UIMMYHOTEHHOCTBIO

*McTounuk: Crommelin DJA, et al. Int J Pharm 2003;266:3-16.




YuuThIiBasg 0COOEHHOCTH IpPENnaparoB

OMO0JIOrMYeCKON MPUPOALI

Cl0XHOCTb (HEBO3MOKHOCTh) BOCOPOU3BEACHUS KaXKI0I0
M3 ATAIIOB IMPOX3BOACTBA

Henpornosupyemoe n3aMeHEHUE KIIMHUYECKUX TTOCIIEICTBUM
IIPUMEHEHUS Iperapara npu CaMoM HE3HAYUTEIILHOM
M3MEHEHHUH MPOIIECCa MPOU3BOACTBA (IIPU MPOU3BOJICTBE
BOCIIPOM3BEACHHBIX ITPEIAPaTOB)



BocripousBeaeHHbIE Mpenaparhbl
OMoJIornyecKor nmpupoabl (0MOAHAIOIN)

* Henocrarok cpencTB Ha JIEKAPCTBEHHOE 00ECIICUEHUE CTUMYJIUPYET
MCIO0JIb30BaHHE BOCIIPOU3BEICHHBIX IIPENapaToB BO BCEM MHUPE B CUITY
SKOHOMHYECKHUX MPUYHH

COOTBETCTBYIOT JIU OMOAHAJIOTH I10 MOKa3aTeIsiM
3(P(HEKTUBHOCTU U O€30MaCHOCTU OPUTHMHAIBHBIM
mperaparam?




IToyeMy Ha0 ¢ 0COOEHHOM OCTOPOKHOCTHIO
rOBOPUTH O PABHO3HAYHOCTH
(B3aMMO3aMeHSIeMOCTH) OMOJIOTHYECKUX
JIEKAPCTBEHHBIX CPEeACTB?

L
Buoanasnor # gkeHepHK?

«buoananoz - smo obuonocuueckoe JEeKApCMBEHHOE Cp@@CWl@O,
cxoorcee ¢ opucuHAIbHbIM ouon0cUYecKUM JeKapcmeeHHbIM
cpedcmeom, HO He }ZGJZ}Z}OM/;ML;C}Z eco anceHepMKOM 6 C643U C
PA3TUHYUAMU 6 UCXOOHOM Ccoblpbe U np0u3eoécmee OpUCUHATIBHOC2O
OUOI02UYECKO2O JeKAdpcmeeHHO2O Cp@@CWl@Cl u 6MOCZHCIJZOZCI, e

Hctounuk: IlepeBeneno u3 Article 10 (2) b of Directive 2001/83 as amended



KakoBa 3akOHOIaTeIbHAass OCHOBA
perysiiuyu 0OpallcHUs
BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX
cpeacTtB B PO?



Yr1eepxacH I Ipukazom Munucrepcraa

3/1paBOOXPaHEHUS U COLIMAIBHOTO
pazputug PO ot 30.10.06. No736

AJIMUHUCTPATUBHbBIN PEIVIAMEHT
OEJIEPAJIBHOU CJHIYXKbBbI 1O HAA30PY
B C®EPE 3IPABOOXPAHEHUSA U COLHUAJIBHOI'O PABBUTUSA
1O UCITOJIHEHHUIO N'OCYJAPCTBEHHOU ®YHKIIUU 110
I'OCYJAPCTBEHHOU PEI'UCTPAIIUU
JIEKAPCTBEHHbBIX CPEJICTB



AJIMUHUCTPATUBHBIN PETVIAMEHT ot 30.10.06. Ne736

«...B Tom cayuae, ecim oTiimuus peructpupyemoro JIC ot panee
3apPETUCTPUPOBAHHOIO OTHOCSATCS TOJIBKO K COCTaBYy
BCIIOMOTATENIbHBIX BEIIECTB M TEXHOJOTHMU MPOU3BOJICTBA M TaKHE
OTIMYMS HE MOTYT OKa3blBaTh BIMSHHE Ha  KadecTBO,
3 pexkTuBHOCT, U Oe3omacHocTh JIC, momkHa OBITH IPUMEHEHA
poIeaypa YCKOPEHHOTO PaCCMOTPEHUSI JOKYMEHTOB U MPHUHSATHSA
pelIeHus 0 rOCyJapCTBEHHOM pEruCTpaluu. . . >»



AJIMUHUCTPATUBHBIA PETVIAMEHT
oT 30.10.06. Ne736

JIIss  TIpOXOXKACHUSA YCKOPEHHOU TPOUEAYPhl PACCMOTPEHUS
JTIOKYMEHTOB U TIPUHATHUS PEUIEHUS O TOCYIapCTBEHHOU
pEeTrucCTpaIii, JTOKYMEHTBHl W JAHHBIE YKA3aHHBIE B TMOMITYHKTAX
11-13 mynkra 3.3.3. Hacrtosmero PermitamMenTa MOryt OBITH
MIPEACTABICHBI B BHUJE CCBUIOK HA OTKPBITBIE JIMTEPATYPHBIE
MCTOYHUKM MW B  BHJAE oOT4eTa 00  HCCJIEIOBaHUIX
OMOAKBUBAJICHTHOCTH, IPOBEICHHBIX C YYETOM  TpeOOBaHHUU
[Ipunoxenus 1 K TAKUM JTAHHBIM. ...... »



AJIMUHUCTPATUBHBIN PETJIAMEHT

(mpogoKeHuE)

1) 3asiBJIeHUE O rocyAapcTBeHHOM peructpanuu JIC;

2) KBUTAHLIMIO 00 OCYILECTBICHUH IIAThI 32 TOCYIapCTBEHHYIO peructpanuto JIC;

3) opuaIMYEeCcKU aapec opranu3amnuu - npouspoaurens JIC;

4) nazBanus JIC, Bxiarouass MHH, HayuyHO€ Ha3BaHME HA JIATUHCKOM SI3bIKE, OCHOBHBIC CUHOHUMBI;
5) opuruHanbHoe Ha3BaHue JIC, eciiu OHO 3apPEruCTPUPOBAHO KaK TOPTrOBBIM 3HAK B COOTBETCTBHUU C

3aKOHOAATEILCTBOM Poccuiickoit denepaiiuu 0 TOProBbIX 3HaKaX, 3HaAKax 00CIYKMBAHUS M1 HAUMEHOBAHUSIX
MECT IPOUCXOXKICHUS TOBAPOB;

6) nepeyeHb KOMIIOHEHTOB, BXOJSIIUX B cocTaB JIC, uX KOJIMYECTBO;

7) uHCTPYKIUIO 110 npuMeHeHuro JIC, ohopMIIeHHYIO B COOTBETCTBUHU C TPEOOBaHUAMU CTaThbu 16
denepanbHOTO 3aKkoHa OT 22.06.98 N 86-®3 "O nekapCTBEHHBIX CPEACTBAX "

8) ceprucdukar kadectra JIC;

9) nannbie o npousBoacTBe JIC, nepBoOHAYAIBHBIN TEKCT (hapMaKOMEUHOM CTaThi (HOPMATUBHOTO
JIOKyMEHTAQ);

10) meToabl KOHTpOJsA KauecTBa JIC;
11) pe3ynbrarsl JoKIMHAYECKUX UccaeaoBanuil JIC;

12) pe3ynbTarhl (hapMakoJIOrHue€CKUX U TOKCUKOJIOTHYECKUX uccienoBanuii JIC;
13) pe3ynbpTaThl KIMHUYECKUX uccieaoBanuii JIC;

14) o6pa3ust JIC a1t npoBeAeHUS SKCIIEPTU3BI €70 Ka4eCTBA;
15) npennoxxenus no nene JIC;

16) nokymeHTBI, moATBepKAaroIe peructpanuio JIC, ecian oHO 3aperucTpupoBaHoO BHE npeaenoB PD.



TepaneBTHUecKasgs IKBUBAJICHTHOCTh

* JlekapCTBeHHBI TMpemapaT TepaneBTUUYECKH HOKBHUBAJCHTCH
ApPyromMy Ipemnapary, €CIM OH COACPKHUT Ty XK€ AaKTHUBHYIO
CyOCTaHIIMIO WJIM JIEKQPCTBEHHOE BEIIECTBO M, MO pE3ysibTaTaM
KIMHUYSCKUX VCCJICIOBAHUM, o0JaaeT TaKoHu Ke
3()PEKTUBHOCTHIO U OE30ITACHOCTHIO, KaK U IpenapaTr CpaBHEHUS,
4bs 3 PEKTUBHOCTh U O€30MIACHOCTh yCTaHOBJIEHHI {EU}.

* TepaneBTUYECKU SKBHUBAJICHTHBIMU JICKAPCTBEHHBIC MperapaThl
MOT'YT CUMTaTbCs TOJBKO B TOM Cllydyae, €CId OHHU
(apMalieBTUYECKH YKBUBAJICHTHBI U MOXXHO OXXHJATh, YTO OHH
OylyT UMETh OJIMHAKOBBIN KIMHUYCCKUN IDPEKT U OMHAKOBBIN
npo¢uib 0€30MacHOCTA MNPU HCIOJIb30BAHUM TMAIlUEHTaMU B
COOTBETCTBHUU C YKa3aHUSIMM Ha 3TUKETKE {FDA}.




IHoarBep:xkaeHHuEe TEPaAlIeBTHYCCKOU
IKBUBAJICHTHOCTH:

* JIOKA3aTeIbCTBO OMODKBUBAJIEHTHOCTH,

* CPaBHUTEJIBHOE OIpEACICHUE (papMaKOAUHAMUYECCKUX
XapaKTEPUCTHK;

* CPABHUTCIIbHBIC KIIMHNYCCKHUC UCIIbITAHNI,

* OIpEACICHHUE PACTBOPUMOCTH JO3UPOBAHHON (POPMEL.

IoaTBep:xaeHne 0MOIKBHUBAJIECHTHOCTH €I He
CBUICTEJIbCTBYET 0 TEPANIEBTUYCCKOU
IKBHBAJIEHTHOCTH CPABHUBAEMBIX IIPENaparoB.

The rules governing medicinal products in the European Union.
Investigation of Bioavailability and Bioequivalence.
1998, v. 3C, pp.231-244



IIpuMepsI 0T3LIBOB OM0AHAJIOIOB C
PBIHKA

® 1996 1, pekOMOMHAHTHBIN YE€I0BEYECKHUIMI
uHrepdepoH anbpha (Lemery, Kyoa).

® 1997 1, snostuH anbda (Cryopharma)
® 1998 1, unTepdepon anvda (Fustery)

[IprurHa — OOJIBIIIOE KOTUYECTBO MOOOUYHBIX
peaKIMi, T.K. 0€30MaCHOCTh IIpernapara He ObLia
M3y4eHa HA MOMEHT PEerucTpauu

Mekcuka.
HIS Global Insight Article, 06March 2009,
http://www.ibclifesciences.com/upload/wysiwyg/biopharma_series/B9194/BiosimilarsUS_IHSGloballnsight.pdf



* YUuThIBas BHIIICCKA3aHHBIC ACIICKThI B
EBPOIIEUCKOM U aMEPHUKAHCKOM
3aKOHOAATEIbCTBE MPEIYCMOTPEHBI OCOOBIE
TpeOOBaHUS IO PECUCTPALIUHU
BocOpom3BeaeHHbIX JIC Ononorndeckomn
IPUPOABI U UX 3aMEHBI OPYU HA3HAYCHUM




PEIT'UCTPALIUA BUOAHAJIOI'OB

Perynsaropusie opransl B EC (EMEA) u CIIIA (FDA) npu3Hnarot, 4To
OMOaHaIOTu OTJIIMYAIOTCSl OT FTEHEPUKOBBIX ITpenapaToB, a UMEHHO T0:

* pa3Mmepy U CIOKHOCTH aKTUBHOM CyOCTaHIIUM
e IereporeHHocTH NpOAYKTA

* bezomnacHoCcTH 1 3 PEKTUBHOCTH, 3aBUCSIIUM OT UCXOAHOI0 Marepuaja u
IpOoIIECCA TPOU3BOACTBA

* HeB03MOXXHOCTH IMOTHOCTBHIO ONPEACIUTh CTPYKTYPY MOJICKYJIbI
COBPEMEHHBIMHU aHATUTHYCCKUMH METOJIaMH, YTO MOXKET ITOBIIMSATH Ha
3(hEeKTUBHOCTh U 0€30ITaCHOCTh

* HMMyHHOU peakiuu opranu3ma (MIMMYyHOTE€HHOCTb )

IIpuHUOUIIBI pErucTPaANMy FreHEPUKOBBIX MPENapaToB He MOIYT ObITH MPUMEHUMbI
K OMmoaHaJioram

22



PET'UCTPALIUA BUOAHAJIOI'OB B EC

[TosBiaenue JIMpeKTUB, ONMMCHIBAIOIINX PErucTpanuo onoanaaoroB B EC:
— Directive 2003/63/EC of 25 June 2003 (Annex I): deadline for national
implementation | July 2003
— Directive 2004/27/EC of 31 March 2004 (amending Directive
2001/83/EC): deadline for national implementation 30 October 2005

— Regulation 726/2004 of 31 March 2004: came into force as of 20
November 2005

YeTko nmponucaHbl onpeaeeHuss, Tpe0OBaAHMA U MPOIECC PErUCTPAIMH
IJIS OM0AHAJIOTOB

23



3JAKOHO/JIATEJIbHAA OCHOBA JIJIA
BbUOAHAJIOI'OB

Directive 2004/27/EC — Article 10.4 (Onpenenenne):

«B ciyuae ecny OMOSIOrMYECKUH TTpenapaT aHAIOTUYHBINA OPUTHHAIBHOMY
OHOJIOrMYECKOMY TIPENapary He MOANAJAET MO ONPEACICHUE
Tr€HEPUUYECKOI0 Mpenapara, 0COOCHHO MPU HAJTUYNUE OTIUYHUN B HCXOAHBIX
MaTepualiax v Mpouecce Mporu3BOACTBA, HEOOXOAUMO MPEAOCTABUTD
PE3yNbTaThl JOKIMHUYECKUX TECTOB U KIIMHUYECKUX UCIIBITAHUN TIPU €TO

PETUCTpALIUN.

buoanaJor # I'enepuk

24



3JAKOHO/JIATEJIbHAA OCHOBA JIJIA
BbUOAHAJIOI'OB

Annex I Directive 2001/83/EC: JIoKyMeHTbI JJI perucrpanuu
[ bHOKBUBAICHTHOCTH M OMOIOCTYITHOCTh

0 Jlpyrue nanabie (TOKCUKOJIOTHUECKUE U IPYTHUE TOKIMHUYICCKUE
UCCIICIOBAHUS ) + KJIMHUYECKHUE UCTIBITAaHUS

OaMH M TOT Ke nmpenapar CpaBHEeHU T0JI2KeH ObITh IPH
MPOBEACHUHU JHOObIX MCIIBITAHUM

25



OCHOBHBLIE ACIIEKTEI HOBBIX
TPEBOBAHUWMU B EC

IIpoueaypa nenrpanbHoi peructpanuu (Centralized
procedure) 171 Bcex OMOIperapaToB M X aHAJIOTOB

Kectkue TpeOOBaHUS NPH OIEHKE JOKYMEHTOB, OJIAHHBIX Ha
PETUCTPAIIAIO C TOYKH 3pEHUS dPPEKTUBHOCTH, OC30ITACHOCTH
M KaueCcTBa

[Ipemapar cpaBHEHUS JOJHKEH UMETh peructpauuto B EC

NuauBuyaabHbINU TOAXO0M] P PETUCTPALIAN KAXKIOTO
OnoaHaora

26



OCHOBHBLIE ACIIEKTEI HOBBIX
TPEBOBAHUMU B EC

B 3aBHCUMOCTH OT TOKa3aHUW K IPUMEHEHUIO OMOaHaIora

CHMP (EMEA) onpeneinsieT kKakyro HHPOPMAIIUIO MMOJaBaTh Mpu
PETUCTPAIIUY U KAKUE KIMHAYECKUE UCTIBITAHUS TPOBOIUTH

27



EMEA He rapanTupyetr B3auM03aMeHAEMOCTh
OMOJIOrHYEeCKUX JIEKAPCTBEHHBIX MPENnaparoB

* EMEA He rapaHTUpyeT B3aUMO3aMEHIEMOCTb
OMOJIOTHYECKHUX JJCKAPCTBEHHBIX CPEJCTB U
AHAJIOTOB, B OTJIMYHKE OT TPAJIUIIMOHHBIX
mxeHepukoB (“the decision ... outside the
organization's remit”- EMEA Executive Director Thomas Lonngren)

i

OpeaHbl 30pasooxpaHeHuUst O0/TKHbI pewamb 80r1POC
g83aumMo3aMeHsseMocmu

28 McTounumk: European Union: 26 May 2006: Generics Industry Leader Warns of Stumbling Blocks to European Biosimilars Market



O030p B3auMo0O3aMeHAEMOCTH
OHMO0JIOrHY€eCKHUX JIEKAPCTBEHHBIX CPEACTB B
PA3JIMYHBIX CTPaHAaX

CTpaHI)I, B KOTOPLIX 3alIpflIcHa 3aMcHa OMO0JIOTHYECKHUX JEKAPCTBCHHLIX

CPEACTB HA aHAJIOI'!

*@Dpanuus

elIcmanusg

*['epmanus (3ampeieHa 3aMeHa IIpy OTITYCKE U3 alTeKu 0e3 YETKOro yKa3aHus Bpaya)

CTpaHLI, B KOTOPBIX HEC PCKOMCHAYCTCH 3aMCHA OMOJIOrHYeCKHX

.]'IeKapCTBeHHI)IX CpeI[CTB HA AaHAJIOI'U
e[IIBenus

tanug

*benbrus (Ha paccMOTPEHNN HaXOAUTCS 3aKOHOIIPOCKT, 3aIPENIAIONINNA BBIITHCKY
ouonorunyeckux JIC mo MHH)



DaKTOPHI, OrPAHUYUBAKOIIHAE B3AUMO3aAMEHAEMOCTD
OMO0JIOrHYEeCKHX JIEKAPCTBEHHbBIX CPEICTB

YnpouieHme Bbibop HoBOM
cTagumn OYUCTKN neKkapcTBEHHOM
ONs YMEHbLUEeHNS doopMbil

OT1nnyng B
Npoun3BoACTBE

OTnuuma B CTpoeHNN
Monekyn bnoaHarnora u
opuruHansHoro J1I1

OTnnymnsa B bMonorn4yeckon
aKTUBHOCTMU

OT1nnyng B OT1nnyung B
9 (PEKTUBHOCTH B6e3onacHocTun




PeryjiupoBaHue B3aMM03aMEHACMOCTH
OMO0JIOrMYeCKHX JIEKAPCTBEHHBIX CPEIACTB B
PoccHHCKOM 3aKOHOAATEIbCTBE

Ilpy orTnycke npenapara mo peUenTty Bpada
pazpemaercss OTHYyCK JII0OOro Iperapara B
pamkax ogHoro MHH

IIpoBeneHre 3akynok IIpernaparoB B paMKax
rocyaapCTBeHHbIX nporpamMMm no MHH  He
VUYUTBIBAET OCOOCHHOCTH JCHUCTBHUS Pa3IUYHBIX
IPYNIl  JICKAPCTBEHHBIX IIPENAPATOB M JEJIACT
BO3MOKHBIM BBIOOD npernapara 110
€IMHCTBEHHOMY MOKA3aTelIio - HeHAa

IlepBbIin nrar (0 PETYIUPOBAHUIO
B3aUMO3aMEHAEMOCTA HA POCCUHUCKOM PBIHKE —
paspelicHue 3aKyTIOK WHCYJINHOB 7|
[UKJIOCIIOPUHA 110 TOPrOBBIM HAUMEHOBAHUSAM




HekoTopblie acneKThl 3aKOHOAATEJALCTBA B 00J1aCTH
oOpaleHuss OMO0JIOrHYEeCKUX JIEeKAPCTBEHHbIX

CpeJCTB

npenapary, a TaKxe ero 06e30nacHoOCTb
(MMMYHOT€HHOCTD )

EC Poccus
Ilonsitue «ouosiornueckoe | [Ipucyrcrryer OTcyTCTBYET
JIC» n
«BOCTIPOU3BEIEHHOE
onosiornueckoe JIC»
Perucrpanus Heob6xoaumMo npoBeieHre TOKIMHNYECKUX 1 CrenuaibHbIX
ounosornueckux JIC n nux KIMHUYECKHUX UCCIIEIOBAHNM, JOKA3bIBAIOIINX TpeOOBaHUH K
AHAJIOIOB OMO’KBUBAJICHTHOCTh aHAJIOTa OPUTHHAIBHOMY | PETUCTpallUU

ouosiornueckux JIC u
UX aHAJIOTOB HE
IPETYCMOTPEHO.

IMpaBuia ormycka
onojgornueckux JIC u3
aNTeYHbIX YUpeKIAeHUN

OpaHnys: - 3anpenieHa 3aMeHa OPUTHHATILHOTO
npernapara Ha OMoaHajor 0€3 COrIacoBaHUS C
BPavOM.

Wcnanus: 6moaHaaory BKIFOYCHBI B CITHCOK
HeB3aMMo3aMeHsieMbIX ITPEIIapaToB

[IIBerusi: OMOIOTHYECKHE JIEKAPCTBCHHBIC
Cpe/ACTBa MPHU3HAHBI HEB3aHMO3aMeHsieMbIMH

JlomycTum OTITyCK
J1000r0 TOPrOBOTO

HauMEHOBAHUS B paMKax
MHH




BbBIBOIDI:

® T'apMOHM3aIMs POCCHUIMCKOrO 3aKOHOJIATEILCTBA B 00JIACTH OOpalleHUs
ouonorunyeckux JIC ¢ 3akoHOJATEILCTBOM CTpaH EBpoIib

BHecenue ONpEICTICHUS «OMOJIOTHYECKHUE JIC» 1
«BOCIIpOU3BEJICHHbIE ~ Ouojornueckue JIC» B JeicTByloIIEe
3aKOHOIATEIbCTBO.

PernamenTanusi perucTpalyyd BOCHOPOU3BEIACHHBIX OHOJOTMYCCKUX
JIC, ¢ yuyerom TpeOOBaHMM K MPEAOCTABICHUI  JAaHHBIX
CPAaBHUTCIbHBIX  KIMHUYCCKMX  HCCIEHOBaHMI OumoaHaiora u
OpPUTMHAJIBHOIO Mpenapara.

PernamenTanuss nopsgka 3aMEHbl OPUTHMHAILHOTO OMOJOrHMYECKOIO
JIC Ha BOCHpPOM3BEACHHOE€ B aNTEUYHOM YUYPEXKICHHM TOJBKO IO
COITIACOBAaHHUIO C BPA4YOM.

Pa3paboTka CIIUCKA HEB3aNMO3aMEHSIEMBIX JIE€KapCTBECHHBIX
IIpeIaparos.

® Ilomydyenue omoOpeHHMsT Ha COCTaBIIEHHE 3asgBOK Ha  3aKyIKy
ounonornueckux JIC mo ToproBoMy HaMMEHOBAHUIO



CyI1IEeCTBYIOIIME ACHEKTHI PETYIUPOBAHUSA
oOpallleHUs IpenapaToB OMOJI0rMYECKOM
pupojibl B PO HE rapaHTUPYIOT
KQueCcTBa,

3O DEeKTUBHOCTH
0€30IIaCHOCTH
OKa3bIBAEMOU JIEKAPCTBECHHOMW TEpaUU
IpHv BEIOOpE OMOaHaiora ajis
OpTaHU3alMU JIEKAPCTBEHHOIO

o0ecIIeueHUS









