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IIpencenarenio
Il'ocynapctBeHHOI yMbl
®enepansHoro CobpaHus
Poccuiickoit @enepanun

B.B. BOJOJIANY
Yeaxaembiii Bsaecnas Bakropopnu!

Ha ocHoBanum craten 104 Koncturynym Poccuiickoit Penmepany BHOCHUM
Ha paccMmotpeHue I'ocymapcrBeHHoi [Iymer ®@enepanmpHoro Cobpanusi Poccuiickoi
Denepaiid B KadyecTBe 3aKOHOJATEIbHOM WHHUILMATUBHL MNPOEKT ¢eneparibHOro
3akoHa «O BHeceHmum wu3MeHeHMii B @enepanbHbiii 3ak0H «00 oOpalieHUH
JICKApCTBEHHBIX cpelacTB». IIpoekT QenepanbHOro 3aKOHa He MNpeaycMaTpUBaeT
JONOJHUTEbHEIE pacxodbl, (UHAHCHUpyeMBIe 3a cyeT OI0IKeTOB OI0MXEeTHOM
cucreMbl Poccuiickoii ®eneparym

[IpunoxeHus:

1. Texcr 3aKOHONpPOEKTA HA S JI.;

2. TloscHutenpHas 3amMcka Ha 7 Ji.;

3. IlepeyeHp axKTOB (enepaibHOTO 3aKOHONATENIbCTBA, ITOMJIEXAINUX
IPU3HAHUIO YTPAaTUBIIMMM CHJIYy, IIPHUOCTAHOBJICHUIO, WU3MEHEHMIO,
JOIIOJIHEHUIO WJIM TIPUHSITAI0O B CBS3M C MPUHSITUEM JaHHOTO
3aKOHOIpOoeKTa Ha 1 1.;

4. PUHAHCOBO-3KOHOMMUYECKOE 0OOCHOBaHME Ha 1 Ji;

5. Komuu TekcTa 3aKOHOIIPOEKTa M MATepUajoB K HEMY Ha SJIEKTPOHHOM
HOCUTEJIE.
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®EJIEPAJIBHBINA 3AKOH
O BHecenum n3meHennH B PenepanbHblii 3aKoH «O0 o0pamennn
JIEKapPCTBEHHBIX CPEeACTB)»

Cratpa 1

Buectu B ®enepanbubpiii 3akoH ot 12 ampernst 2010 roma «O6 o6pameHuu
nexapcTBeHHBIX cpeactB» Ne 61-03 (Cobpanme 3akoHopmarenbcTBa Poccuickoi
PeneparnuuNe 61-03, 2010, Ne 16, ct. 1815; Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49,
cT. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, cT. 3446; Ne 53, ct. 7587; 2013, Ne 27,
cT. 3477; No 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540;
2015, Ne 10, ct. 1404; Ne 27, c1. 3951; Ne 29, ct. 4359, cT. 4367, cT. 4388; Ne 51, cT.
7245; 2016, Ne 1, c1. 9; Ne 23, cT. 3287; Ne 27, cT. 4194, c1. 4238, cT. 4283; 2017, Ne
31, ct. 4791, cr. 4827; 2018, Ne 1, ct. 9; Ne 24, ct. 3407; Ne 49, ct. 7521; Ne 53, crT.
8437; 2019, Ne 23, cr. 2917, Ne 30, ct. 4142; Ne 31, cr. 4456) cnenyromue
U3MEHEHU:

1) craTeio 47 HOMOMHUTE 9acThio 10 CleAyIOmEero CoaepKaHus:

«10. BBom B TrpaxpaHCKUH OOCOpPOT JIEKAPCTBEHHBIX IIpeNapaToB I
BETEpHHAPDHOTO  INpUMEHeHus, BBe3eHHBIX B  Poccuiickyio  ®enepanuro,
OCYIIECTBIIIETCS C COOJIO/IGHHEM TpeOOBaHUW, YCTAHOBIEHHBIX CTaTked 52.2
HacTos1ero PepepaibHOrO 3aKOHA.»;

2) TOTOJIHUTD CTaThel 52.2 cienyromero coaep:Kanus:

«Cratbs 52.2. BBon B rpaskgaHCKuii 060pOT JIEKapCTBEHHBIX IIPENAPATOB JUis
BETEpUHApPHOr0 NIPUMEHEHUS

1. Ilepexn BBOJIOM B rpakJJaHCKUK 000pOT KaXKI0H cepru IIpOU3BEAECHHOIO
B Poccuiickoli Penepanyu JIEKapCTBEHHOTO IIpemapara Uil BETEPHMHApPHOIO
IIPUMEHEHHS, 38 UCKITIOYEHHEM UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX IIPENTapaToB
JUIs BETEPUHApHOTO IPHUMEHEHMs], IMPOU3BOAMTENb TaKOro JIEKAPCTBEHHOIO




mpernapara AJi1i BeTepHHApHOIO NPUMEHEHHUs NpeNCTaBiseT B ¢enepalbHbIll opraH
HCITOJIHUTEJIFPHOM BJIACTH, OCYILECTBISIONMME ¢GYHKIIMHM TI0 Hag3opy B cdepe
oOpallleHus JIEKapCTBEHHBIX CPEACTB ISl BETEpPUHAPHOTO NPUMEHEHHs, JOKYMEHT
IIPOU3BOAUTENSL JIEKAPCTBEHHOTO CpENCTBA, ITOATBEPXKIOAIONINNA COOTBETCTBUE
KayecTBa JIEKQPCTBEHHOI'O0  IIpemapara Uil  BETEpUHApPHOIO  IIPHMEHEHHS
TpeOOBaHUSIM, YCTAaHOBIEHHBIM I@pPH €ro TOCYJapCTBEHHOH  perucTpaluy,
MIOJATBEPKICHUE YIOJHOMOYEHHOIO JIMLA ITPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
COOTBETCTBHsSl JICKAPCTBEHHOrO IIperapara jid BEeTEPUHApPHOIO0 MPUMEHEHHs
TpeOOBaHUSIM, YCTAHOBIEHHBIM IIPH €0 FOCYAapCTBEHHOM perucTpaiym.

2. Ilepenm BBOJOM B TPAXKIAHCKHH OOOPOT KaXIOH CEPUU BBO3UMOIO
(nepememiaemoro) B Poccuiickyro ®enepanuio JekapCcTBEHHOro IIpemapara Jyis
BETEPHHAPHOTO  IIPUMCHEHHS, 3a  HCKIIOYCHHEM  HMMYHOOHOJIIOTHYECKUX
JIEKapCTBEHHBIX IIpPenapaToB MJii BETEPUHAPHOIO TPUMEHEHUs, OpraHH3alus,
OCYIIECTBISIONIas BBO3 (MepeMellleHre) JIEKapCTBEHHOro  Ipemnapara s
BeTepHHAapHOro IpuMeHeHMss B Poccuiickyro @enepanuio, IpPEnCTaBIsIET B
denepanbHblii OpraH HCIOJHUTENHFHOM BIACTH, OCYUIECTBILIONIMH GYHKIMM IO
Ham3opy B cdepe oOpalleHHs] JE€KapCTBEHHBIX CPEACTB M BETEPUHAPHOTrO
IIPUMEHEHUS, JIOKYMEHT MIPOU3BOJIATENS JIEKapCTBEHHOTO CpeICTBa,
MIOATBEPXKAAIOIINN COOTBETCTBUE KauecTBa JICKApCTBEHHOIO Iiperapara Ui
BETEpHHAPHOTO  INPHMEHEHHS  TpeOOBaHHSAM,  YCTAHOBJIEHHBIM IIpH  €ro
rOCYJapCTBEHHON  pPEerdcTpauiM, IOATBEPXKACHHE JIANA, YIIOJHOMOYEHHOIO
JlepXaTresieM WIM BIaJebleM PEerHCTPAlMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOIO
mpenapara [Ji1 BETEpUHApPHOTO NPUMEHEHHs, COOTBETCTBHS JIEKApCTBEHHOTO
IperapaTa JJisl BETEpHHAPHOTO PUMEHEeHHs TpeOOBaHUAM, YCTaHOBICHHBIM IPH €T0
rOCyJapCTBEHHOM  perucTpalyy, KOIHUIO  3aKJIIOYEHHS O  COOTBETCTBUM
IIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHHMSAM IIPaBHJI  HaJUIeXxalnei
IIPOU3BOJICTBEHHON TPaKTUKH, BBIJJAHHOIO YIIOJHOMOYEHHBIM (enepaibHbIM
OpraHOM  HUCHOJHHUTEABHOM  BJIacTH IS  NPOM3BOACTBEHHOM  IUIOIIAIKH
JIEKapCTBEHHOTO MpernapaTa s BETEPHHAPHOTO IPUMEHEHHs, BBOAUMOIO B
rpakAaHCKuH 000pOT.

3. Ilopsinok npencTaBieHUsI B COOTBETCTBHH C YacTsIMHU 1 ¥ 2 HaCTOSIEH CTaThU
JOKYMEHTOB U CBEICHHMH O JIEKapCTBEHHBIX IIpernaparax s BETEPHUHAPHOIO
IpHUMEHEHHUs], BBOJIUMBIX B IpaXKAaHCKHI 000poT, ycTaHaBnuBaeTcs IIpaBurenscTBOM
Poccuiickoit denepanumu.

4. B OTHOIIEHWH IIEpPBBIX JBYX CEpUH JIEKapCTBEHHOI'O IIpenapara s
BETEPUHAPHOIO IIPUMEHEHHs], BIIEPBble IPOU3BEACHHOTO B Poccuiickoit Denepanu
WM BHepBble BBo3uMoOro (mepemeniaemoro) B Poccwuiickyto ®@enepanuio, B
dbenepanbHblif OpraH MCIOJHUTEIHHOM BJIACTH, OCYIIECTBISIONMEA (YHKIMH 10
Haj3opy B cdepe oOpallleHHs] JEKapCTBEHHBIX CpPEACTB MJs BETEPHHAPHOIO
IIPUMEHEHUs], JOIOJIHUTENBHO K JOKYMEHTaM, YKa3aHHbIM B 4acTAX | U 2 HacTosIIeH
CTaTb{, IIPEJCTABJAIOTCS MPOTOKOJBl HCHBITAHMM O COOTBETCTBHHM CEpHH
JIEKapCTBEHHOI'0 Iipenapara Uil BETEpPUHAPHOIO IPUMEHEHUs II0Ka3aTelsM
Ka4yecTBa, IPEeIyCMOTPEHHBIM HOPMATHUBHBIM JIOKYMEHTOM (Hajee - IIPOTOKOJ
HCTIBITAaHUHR), MIPOBOAMMBIX aKKpeIUTOBaHHLIMH B COOTBETCTBUH C
3aKOHOJaTeNbCcTBOM Poccuiickoit Penepauyu 00 akkpeIUTaUMUd B HAIHOHAJILHOMN



CHCTEME aKKpeIUTaIluu ¢dbenepalbHBIMA TOCYJIapCTBEHHBIMH  OIO)KETHBIMH
VUpEeXXICHUSIMH, TOJBEIOMCTBEHHBIMU (ellepalbHOMY OpraHy WCIIOJHUTEIBHOM
BIAaCTH, OCYIIECTBsIomeMy (YyHKIMM @O0 Hana3opy B cdepe obOpalleHus
JIEKapCTBEHHBIX CPEACTB [UIsi BETEpHHApHOrO IpHMeHeHHs. llopsnok Belmadu
yKa3aHHBIMU (elepalbHBIMH TOCYJITaPCTBEHHBIMH OIO/KETHBIMH  YIPEIKIACHUIMHU
JJAaHHOT'O IIPOTOKOJIAa M METOAMKA OIpENEICHHS pa3MepoB IUIAThl 3a €ro BbIAavy
ycraHasnusarotcs [IpaBsutensctBoM Poccutickoit enepanuu.

5. ExeronHo He nosnHee 1 ¢eBpansa NpoM3BOIHUTENH JIEKAPCTBEHHBIX CPEICTB
WIA OpraHu3aluy, OCYIIECTBISIOIIAE BBO3 JIEKAPCTBEHHBIX IIpENapaToB ISt
BeTepuHapHOro rmnpumeHeHuss B Poccuiickyro @enepanuroo, IIpPeACTaBIAOT B
benepanbHblii OpraH HCIHOJIHHUTENBHON BIACTH, OCYIIECTBILIOMIMA (GYHKIMH II0
Hang3opy B cdepe oOpaleHHs JIEKapCTBEHHBIX CPEACTB Ui BETEPHHAPHOTO
IIPUMEHEHHUS], IIPOTOKOJI UCIBITAHUN ITOCTYIUBILErO B TEYEHUE IOJla B FPAXIAHCKUIA
000pOT JIeKapCTBEHHOT'O IIpenapaTa A BeTepHHApHOI'O NMPHUMEHEHHS KOHKPETHOTO
npou3BoguTeNs (Ha OOHY CEpHUI0 KaXXJIOro TOProBOr0 HANMEHOBAHHUS C YYETOM
JeKapCcTBeHHOM (OpMBI, a Takke JNs JIeKAPCTBEHHBIX IpellapaToB LIS
BETEPHUHAPHOTO IPHUMEHEHUS, HE SBIMIOIIUXCS HMMYHOOHOJIOTHYECKHUMH, —
JO3UPOBKH ), POBOAUMBIX aKKpEIUTOBAaHHBIMHU B COOTBETCTBHH c
3aKoHoAaTeNbcTBOM Poccuiickoit @enepanun 006 akKpeIWTallMM B HAI[MOHATBHOIM
CHCTEME aKKpeIUTAIIUH HUCIIBITATEILHBIMH JIA00paTOPHAMH (IIEHTPaMH).

6. BBog B rpaxpmaHckuii 000pOoT cepud = HMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO IIpernapara JJisl BeTepUHAPHOT0 NPUMEHEHHs], IPOU3BEIEHHOT'O
B Poccuiickoit Denepanuu unu BBo3uMoro (mepemeniaemoro) B Poccuiickyio
®enepanuio, OCYIIECTBISIETCST HAa  OCHOBAaHMHM  pa3pellleHHs, BBIJAHHOTO
¢benepabHBIM OPraHOM HUCTIONIHUTENIFHON BIIACTH, OCYIIECTBISIOIINM QYHKIIUH
o Ham3opy B cdepe oOpalleHHS JIeKapCTBEHHBIX CPENCTB IJI1 BeTEPHHAPHOIO
MPUMEHEHHUs. YKa3aHHOE pa3pelleHrde BBIJAEeTCS Ha OCHOBAaHHUH 3aKIIIOYeHHUs
(denepatbHOTO0 TOCYNapCTBEHHOTO OKO/KETHOTO YUPEXXIEHHS, IIOIBEIOMCTBEHHOIO
(denepanbHOMY OpraHy HCIOJHHTENBHOW BIAcTH, OCYIICCTBIIAIOMEMY (DYHKIHH IIO
Haj3opy B cdepe oOpamieHHs JEeKapCTBEHHBIX CPEACTB IJIs BETEPUHAPHOIO
IIPUMEHEHUSI O COOTBETCTBUU CEPUH HMMYHOOMOJIOIMYECKOTO JIEKapCTBEHHOI'O
npenapara JUis BETEpHHApHOIO IPHUMEHEHHs TpeOOBaHHSIM, YCTAaHOBJIEHHBIM IIPH
€ro rocyZJapCTBEHHON PEerUCTpally, a TAK)XKE JOKYMEHTOB M CBEJICHHUM, YKa3aHHBIX B
yacTsax | (g mpenapaTtoB, npousBeAeHHBIX B Poccuiickoit @eneparun) wimn 2 (mis
IpenapaToB, BBO3UMBIX (IepememiaeMbix) B Poccuiickyto ®enepamnuio) HacTosIe
CTaTbhH.

7. Pazpelienne, ykazaHHOe B 4acTU 6 HACTOSIIEH CTaThH, BBLIACTCS
B OTHOIUCHHM KaXIOM M3 IMEepBhIX [JBYX CepUd HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOr0  Ilpenapara [Uisd  BETEPUHApHOTO  IPHUMEHEHHUS, BIEpBbIE
npousBeneHHoro B Poccuiickoit @epepanud UM BIOEPBHEIE  BBO3UMOTO
(nepemenraemoro) B Poccuiickyto ®@ezneparuio. B oTHOIIEHHH MOCTIEAYIOMUX CEPHit
OJHOTO TOProOBOTO HAMMEHOBAaHHS HMMYHOOHOJOTHYECKOTO JIEKapCTBEHHOT'O
Ipenapara Jjisl BeTepHHapHOI0 PUMEHEHUS, POU3BEIEHHOTO
B Poccuiickoit ®Pemepanyy HWIM BBO3UMOro (IepemMemaeMoro) B PoccHHCKYO
®enepannio, paspellieHHe, YKa3aHHOe B YacTH 6 HacTOsAIIed CTaTbH, BBIOACTCA



CpOKOM Ha Tpu rona. ITopsok BeIIaYu pa3pelIeHus. Ha BBOJ B IPaKJaHCKUHA 060poT
HMMYHOOHOJIOTHYECKOTO  JIEKApCTBEHHOIO  Iiperapara i BETEPUHAPHOIO
IIPHMEHEHUS, a TakKe IMOPSJOK BBIOAYM 3aKIIOYEHUSI O COOTBETCTBHH CEpHUHU
AMMYHOOHOJIOTHYECKOTO  JIEKQPCTBEHHOr'O0  Ipemapata [Jisi  BETEpUHApPHOTO
TIpUMEHEHUs]  TpeOOBaHHMAM, YCTAaHOBIEHHBIM IIpH €ro  roCyJapCTBEHHOU
pETUCTpali, U METOJWMKa OIpeNeseHHs] pa3MepoB IUIATHl 3a BBIJAYy YKa3aHHOTO
3aKJIF0YeHus ycraHaBiuBatorces IlpaBurensctBoM Poccuiickoit Penepanum.

8. VMmMmyHOOHOJIOTHYECKHE JIEKapCTBEHHBIE IIpenapaThl AJisi BETEPHUHApPHOIO
IIpUMEHEHUs, BBEJCHHbIC B IPaXXHaHCKMH 0OOOpPOT B COOTBETCTBUH C HacThIO 6
HACTOSIIEH CTaThbU, IIOIJIEKAT XPAHCHUIO, IIEPEBO3KE, OTIYCKYy, pealu3aluy,
nepeaayde, IpUMEHEHHUIO 10 HCTEYEHHUS CPOKA UX FOJHOCTH=

9. 3a HemnpencTaBleHUE WM HECBOEBPEMEHHOE IpPEACTaBICHUE NOKYMEHTOB H
CBEJICHHM, IIPEeNyCMOTPEHHBIX dacTaMH 1, 2, 5 ® 6 Hacroslmed cTarhby,
MIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB M OpPraHU3alUH, OCYIIECTBIMIOIINE BBO3
JIEKApCTBEHHBIX IpelapaToB MJIsi BETEPUHApHOTO IPHUMEHEHUs B POCCHHCKYIO
®enepanuio, HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C 3aKOHOIATENHCTBOM
Poccuiickoit ®eneparum.

10. IlpencraBneHue AOKYMEHTOB U CBEIECHUM, IPEAyCMOTPEHHBIX YacTsIMH 1, 2,
5 u 6 HacTosIIEH CTAaThH, U IONy4YeHHE MPeTyCMOTPEHHOI'O 4acThiO 7 HACTOSIIEH
CTaThH pa3pelleHus Ha BBOJ UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOIO IIperapara
JUIs BETEPHHAPHOTO TPHMEHEHHS B TIpaxJaHCKUH o0opoT He TpebyroTcs B
OTHOIIEHUM JIEKAPCTBEHHBIX IIpENapaToB i1 BETEPHUHAPHOIO IIPHMEHEHHS,
IpeHa3HauYe€HHBIX I NPOBEACHUS KIMHUYECKHX MCCIENOBAaHHUM JIEKapCTBEHHBIX
IpermapaToB AN BETEPHHAPHOIO  IIPUMEHEHHs, IIPOBENCHHS  JKCIEPTHU3BI
JIEKapCTBEHHBIX CPEICTB IS OCYIIECTBICHHsS TIOCYIapCTBEHHOM pPErHCTpalMy
JICKapCTBEHHBIX IpenapaToB JJsi BETEPHUHAPHOIO IIPUMEHEHHUS, a TakXe B
OTHOIIICHHWH JIGKApCTBEHHBIX MpENaparoB JJisi BETEPUHAPHOIO IIPUMEHEHM,
BBO3UMBIX I IeJIel, yKa3aHHBIX B IIyHKTe 5 yacTH | cratem 50 HacTosmiero
®epnepalbHOro 3aKOHA.

11. Tlpu BBIABIEHHH B TIPaXIAHCKOM O0OOpOTE CEpPUM JIEKapCTBEHHOI'O
npenapara Jjisi BETEPUHAPHOIO NPUMEHEHHs, HOKYMEHTHl M CBEIECHHUS O KOTODOH,
NpeayCMOTpEeHHble YacTsIMU 1, 2 W 5 Hacrosmed cTaTbH, HE IPEICTaBICHBl B
benepanbHBI OpPraH HCIHOJHUTEIHHON BIIACTH, OCYIIECTBISIONUN (GYHKLHH IIO
Haa30py B cdepe oOpalieHUs JEKapCTBEHHBIX CPEACTB JJIi BETEPHHAPHOTO
IpUMEHEHUs], THOO CepUr NMMMYHOOHOJIOTHYECKOr0 JIEKapCTBEHHOTO Ipernapara JUls
BETepUHApPHOIO NPUMEHEHMs], HE HUMEIOIIeH paspelleHHss Ha BBOJA B IPAXKIAHCKUN
000pOT, MpPEeayCMOTPEHHOTO YacThiO0 7 HAcTOAIIEH cTaThu, (erepalbHbIi opraH
HCIIOJIHUTEIbHOW BJIACTH, OCYIIECTBIISIONMME (QYHKIIMH 1O Haa3opy B cdepe
oOpalreHus JIeKapCTBEHHBIX CPEJCTB I BETEpUHAPHOIO0 IIPUMEHEHHUs, IPUHUMAET
pellleHHe O MPUOCTAHOBJIEHUMU peIU3alMd M IPUMEHEHHs TAaKOH Ccepuu 10
IIPEJICTABJICHUS YKA3aHHBIX IOKYMEHTOB M CBEICHHUU JIMOO IONyUyeHHUs yKa3aHHOTO
paspelleHuss B IOpSAKE, YCTAHOBJIEHHOM YKa3aHHBIM (elepaJbHbIM OpraHoM
HCTIOTHUTENIbHOM BJacTH B COOTBETICTBUM C 4YacThlo 4 cTaThbu 65 HACTOSIIETO
@enepanbHOro 3aK0Ha.»;



CraTtbs 2

1. Hacrosmuiit @enepaibHbi 3aKOH BCTyIaeT B CHIIy ITO McTedeHUH 90 mHeit
IocJie JHs ero OQUIHAaIBFHOTO OITyOIHKOBAHHUS.

2. JlexapcTBeHHbIE Npenapathl I BETEpUHAPHOTO ITPUMEHEHHs, BBEJICHHEIE B
rpaXJaHCKUd OOOpOT 10 OHS BCTYIUIEHHS B CHIy Hactosmero ®enepajibHOro
3aKOHA, IIOJJIeKaT XPaHEHHIO, IIepeBO3Ke, OTIyCKy, pealu3aliy, Iepenade,
MPUMEHEHHIO JO UCTEUEHHUS CPOKa UX TOAHOCTH.

IIpesnnent Poccuiickoi Penepanun
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NHNOACHMTEJIBHAS 3AIINCKA

K npoexty ¢enepanbHoro 3akona «0 BHeceHnH n3meHeHuii B ®enepajbHbli
3akoH «O0 ofpameHnu JeKapCTBEHHbIX CPEACTB)

IIpoexT denepanpHoro 3akoHa «O BHeceHHH U3MeHeHUl B DenepanbHbIil 3aK0H
«O6 ofOpallleHuH JIeKapCTBEHHBIX CPEACTB» HaIlpaBlIeH HAa peryJUpOBaHHE BBOAA B
rpaXIaHCKUH OOOpOT BeTEepUHApHBIX JEKapCTBEHHBIX IIpEeNapaTtoB IO IPOLEdype,
aHAJIOTHYHOM IIpoLleype BBOJAa B IpaXAaHCKHHM OOOpOT JIEKapCTBEHHBIX IIpelapaToB
VIS MEOUIIMHCKOTO IPHMMEHEHMs, YCTaHOBJIECHHOH @enepanbHBIM 3aKOHOM OT
28.11.2019 Ne 449-03 u moaroToBlieH B COOTBETCTBUU C HOpPYy4YEHHEM 3aMECTUTENS
ITpencenatenss IlpaBurensctBa Poccuiickoit Penepanuu A.B.I'opaeesa or 4 ampens
2019 roma Neo AI'-I111-2622.

Vxaszom Ilpesunmenta Poccuiickoit ®epepammu ot 11.03.2019 Ne 97 «O6
OcHoBax rocyaapcTBeHHOM monuTuku Poccuiickoit ®@enepanyu B obnactu obecriedeHus
XHMHYECKOH B OHojiorndeckod 6e3omnacHocTd Ha nepuof Ao 2025 roja ¥ JanbHEHIIyIO
IIEPCIIEKTUBY» YCTAHOBJIEHBI IPHOPUTETHHIE HAIpaBJIEHUS IOCYIapCTBEHHON IOJIHTHKU
B o0yacTy obecrieyeHus] XUMHIECKOM B OHonorudeckoir 6e3onacHoctd. CornacHo mi.7
n.7 1 1.8 Ykaza OHOJOrH4eCKMMH YyTpo3aMH SBISAIOTCS HapylleHHe HOpMalbHOH
MHKpPOOHOTBI CELCKOXO3SIICTBEHHBIX JKMBOTHBIX M pPAacTeHUH, BIEKyllee 3a coOoH
BO3HHKHOBEHHeE 3a00JIeBaHUH M MX paclpoCTpaHeHHe; OECKOHTPOIBHOE OCYIIECTBICHHE
FeHHO-MH)XEHEPHBIX  TEXHOJOTMH W  TEXHOJNOIMA  CHHTETHYECKOM  OHOJIOTHH.
[Tomnynktamu 16,18 n.14 VYkaza Ne97 mpemycmarpuBaercs co3faHue B Poccuiickoi
@epepaniyi CUCTEMBl MOHHTOPUHIA MPOAYKIMH, CO3JaHHOW C HCHOIb30BAHUEM
TEXHOJIOTH CHHTETHIECKOH OHONOrUH.

BBox  NeKapCTBEHHBIX IIpenaparoB  MEIUIMHCKOTO U BETEPHHAPHOIO
IpUMEHEHHUS B TpaXIaHCKUI 000pOT OCYIIECTBISICA B COOTBETCTBHM C TpeOOBaHUSIMU
®enepanbHoro 3akoHa Ne 184-@3 "O TexHHUUECKOM peryaupOBaHUHU" U IIOCTaHOBJICHUSA
[IpaButensctBa Poccuiickoit ®epepanmm ot 1 gmekabps 2009 r. Ne 982 "O6
YTBEPXIAEHUH  €IUHOTrO  IepevHs  IPOAYKLMM, IOJIexamed  obs3arensHol
cepruUKalliid, W EIAUHOIO IIepeYHS IPOAYKIHH, IONTBEPXKIEHHE COOTBETCTBUS
KOTOpPOH oOCyllecTBIsieTcss B (OpMe NPUHATHUS JeKjlapalldd O COOTBETCTBUHU".
IToctanosnenuem IlpaButensctBa Poccuiickoit @eneparnuu Ne 489 ot 24 anpens 2019 B
noctaHoBieHre Ne 982 BHeceHBl H3MeHeHUs 00 MCKIIOUEHHH B €JUHOM IepedHe
IPOIYKIUH, MoJJIexanei obs3arensHor ceprudukanuu pazznenoB 9381(CreiBopoTky,
AMMYHO- U raMmarjoOynuHBl, penaparbl U3 KpPOBH NPOYHE U MOJYYEHHBIE METOJIOM
FeHETUYECKOH HWHXXEHEePHUH M JpPYyTrUX OHOJOTMYecKHX CyOCTpaTOB, NpUMEHSEMEBIE B
Menuiuge), 9383 BaxiuHbl, aHATOKCUHBI H TOKCHUHBI, IIpMeHsIeMble B Meaunuge 9384
(BakiuHbl M aHAaTOKCHHBI, IPUMEHSEMble B BETEpUHApHH), a B €IHHOM IIepeyHe
IPONYKIMH, IIOATBEPXKJEHHE COOTBETCTBHS KOTOPOH oOcCymecTBIseTcss B (Gopme
INPUHATHAS JeKJapalid O COOTBETCTBMM — 00 UCKIIIoueHuu pasfenoB 9300
MenukaMeHThl, XUMHKO-(papMalieBTHYecKass NPOAYKLIUS M IPOAYKIUS METUITUHCKOTO
HazHaueHus, 9350 (Buramusbl, KodepMeHTh, (EpMEHTH, aMHHOKHUCIOTEHI,
opraHomnpenapaTtsl (3HZOKpUHHBIE mpemnapaTsl)), 9382 (CeIBOpOTKH, IpenapaTsl H3



KpOBH H IIOJIydeHHblE METOJOM TIE€HETHYECKOM MHXXEHEPHUH, IIpUMEHsIEMble B
BeTepuHapun), 9386 Bakrepuodarn (Bxmodas Ans BeTepuHapuu), 9387 AsuepreHsl
(Bxitoyast s BerepuHapuu), 9389 (CrIBOpOTKH, aHTUTENA U [IPOYUE TUATHOCTUIECKUE
npenaparthl, IpUMeHseMble B MenuiuHe). [Ipd 3TOM H3MEHEHHs, BHECEHHBIE B
rmocraHoBiieHHe Ne 982 B 4acTH MEIUIIMHCKUX MPENapaToOB COIPOBOXIAIUCH NPUHATHEM
denepanpHoro 3akoHa Ne 449-D3 06 0coOOGEHHOCTIX BBeIEHUS B 000POT JIeKapCTBEHHBIX
IIpernapaToB MEOUIIMHCKOTO Ha3HA4eHMs, KOTOPHIA Ha BETEpHHApHBIE Ipenaparsl He
pacmpocTpaHseTcs, II0O5TOMYy B OTHOIUEHHHM BETEPHHApHBIX IIpeNapaToB OTMEHa
o0s3aTeNlbHON cepTH(dUKAIMK IpUBena K TOMY, 4YTO Ha Bce IIpernaparhl, BKIOYas
AMMYHOOHOJIOrHYeCKHe, cepTUUKaIMs M IOATBEPKACHHE COOTBETCTBUSA CTalld
IOOpOBOJILHBIMH, YTO TPHUBENIO K CHIDKEHHIO KOHTpolii B cdepe oOpamieHus
BETEpUHAPHBIX IIpENapaToB: HapsAy C IIOCJIEACTBUSAMU IPUMEHEHHS Hed()(EKTHBHBIX
HMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX IIpenapaToB ocoOble oOIaceHHs BBI3BIBAET
BO3MOXHOCTh OOpaleHuss HeAoOpOKayeCTBEHHBIX J>KUBBIX BaKLMH, NPEACTaBISIOLIUX
yrpo3y 3MH300THYECKOMY OJIarornoiyduio 1 OHoaoruyeckoit 6€30acHOCTH CTPaHEI.

B cBs3u ¢ ycraHoBienueM B cT.52.1 ®enepanbHoro 3akoHa «O6 oOpaieHuu
JIEKAPCTBEHHBIX Cpe/cTB» B penaxkuuu OenepanpHoro 3akoHa or 28.11.2018 Ne 449-P3
peryJdpoBaHUsl BBOJA B IPaXTAHCKHM OOOPOT TOJIBKO JIEKApPCTBEHHBIX IPENapaToB
MEJIMIMHCKOr0 HasHayeHus, o0s3aTeIbHbIe TpeOOBaHUSA U MpaBuiia B cdepe odpalueHus
JIEKapCTBEHHBIX CPEJCTB AJI1 MEJUIIMHCKOIO U BETEpHHApPHOIO NPUMEHEHHUS IIEPECTAIN
OBITH eMUHBIMH. MeXy TeM, Ha HeOOXOANMOCTh €AMHOIO IOAX0AAa K PEryJIMPOBAHHUIO
oOpallieHuss MEJUIIMHCKUX M BETEpHHAPHBIX JIEKAPCTBEHHBIX IIPENapaTOB YyKa3blBaIOT
nm.2,3 4.1 cr. 30 oroBopa o EBpa3uiicCKOM 3KOHOMHYECKOM, COIJIAaCHO KOTOPHIM
rocyapcTBa-wieHbl cO3Ja0T B paMkax Coro3a oOIIMi PRIHOK JIEKApCTBEHHBIX CPEACTB,
COOTBETCTBYIOIIMX  CTaHAApTaM  HaJUIeXamux  ¢apManeBTHYEeCKUX  IPaKTHK,
OCHOBaHHBIM Ha CIEAYIOIIUX MpHHIMIAX obOecleueHuss eJUHCTBa O00s3aTeNbHbIX
TpeboBaHM K KauecTBY, 3¢ (eKTUBHOCTH M 0€30IIaCHOCTH JIEKapCTBEHHBIX CPEICTB,
HaxoJsumxcs B obOpamenuu Ha teppuropuu Coro3a U IPHHATHS €OUHBIX NpPaBUil B
chepe oOOpallleHHS JIEKQPCTBEHHBIX CpelICTB. Takxke HEOOXOOMMOCTh eOWHBIX
TpeboBaHuil oTMeuaercs corimacHo a63.3 Bsemenus k IlpaBunaM Hamexamei
NPOM3BOJICTBEHHOM IpPaKkTUKU EBPa3sHiCKOro 3KOHOMHYECKOTO CO03a (yTBEpIKIEHBI
Pemennem Cosera EBpasuiickoit Dxonomuueckoir Komuccun): tpebosanus IlpaBmn k
IIPOU3BOJICTBY BETEPHUHAPHBIX JIEKAPCTBEHHBIX CPEACTB SBISIIOTCS TAKUMU XKe, KaK U [IPH
IIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJCTB UL MEOUUUHCKOrO MPUMEHEHHS, a B
cootBercTBUU ¢ IIpuHuumnom k miase 8 IlpaBun «B meisx 3aliuTsl 3M0pOBbS JHOJEH U
KUBOTHBIX JOJDKHBI OBITH B HAJMYHUU CHUCTEMBI M COOTBETCTBYIOLIHE INPOLEAYPEHI II0
pEerucTpalliy, OIEHKE, pacCiIeOBAaHHIO M pPACCMOTPEHHUIO MPETEH3WH, B TOM YHCIIE
NOTEHI[HANBHBIX JlepeKTOB KadecTBa, U (IIpH HEOOXOMUMOCTH) IO 3(h(GHEKTUBHOMY H
OIICPaTUBHOMY OT3BIBY M3 CETH pacIlpeleleHHsl JIEKApCTBEHHBIX CPEJICTB I YeJloBeKa
UJIY BETEpHUHAPHBIX JICKAPCTBEHHBIX CPEICTB U UCCIIELYEMBIX JIEKAPCTBEHHBIX CPEJICTBY.

Hns npusenenuns @enepanbHoro 3akoHa Ne 61-O3 B cooTBeTCTBUE
IIEPEYUCIICHHBIM  MEXIyHapoAOHBIM  aKTaM  IpeACTaBiIieTci  Ie1eco00pa3HBIM
perylMpoBaTh BBEICHHE B TIpaXTaHCKUH OOOpOT JIeKapCTBEHHBIX IIpenaparoB IS
BETEpUHAPHOIO IIPUMEHEHUS Ha TeX XK€ MpUHIUIAX, KOTOpBIE OIIpEeIeNIeHbl s
JIEKapCTBEHHBIX IIpENapaToB MEIMLMHCKOro npumeHeHus B cT.52.1 denepanpHOro



3akoHa Ne 61-®3, noaTOMy CTPYKTypa €T.52.2 IpPOEKTa O BBOJE B I'PAXKIAHCKHI 000poT
BETEpUHAPHBIX IIpENapaToB B YacTH JOKYMEHTOB, KOTOphle 00s3aH IpPelOCTaBHUTH
IIPOU3BOJIUTENh WM HMIIOPTEp IUII BBOAA B TpaKJAaHCKUH OOOpOT JIeKapCTBEHHBIX
[IperapaToB BETEPUHAPHOIO IIPUMEHEHHsS COOTBETCTBYIOT B LIEJIOM IIEPEevHIo,
YCTaHOBJIICHHOMY JUIsl BBOJAA B IpaXXJaHCKUU OOOpPOT JIEKapCTBEHHBIX IIpenapaTroB I
MEOULMHCKOro InpumeHenus B 4.1,2, 4 c1.52.1 3akona Ne 61-®3. B uyactHOCTH,
IpOEeKTOM (enepalbHOTO 3aKOHa BBOJA B TIpaXTaHCKUH OOOpOT Ha TEppPUTOPHH
Poccuitckoit denepanny JIEKapCTBEHHBIX IIpeNapaToB ISl BETEPUHAPHOIO ITIPUMEHEHUS
UX TMPOU3BOAUTEISIMU U XO3SHUCTBYIOIMMH CYyOBEKTaMH, OCYLIECTBISIOLIAMH BBO3 B
Poccuiickyio  ®epepamuio Takux OpenapatoB  Npejjaraercs  OCYUIECTBISATH
IIOCPEACTBOM:  l)IpeAcTaBieHHUs B  YIOJHOMOYEHHBIM  OpraH  JIOKYMEHTOB,
MOATBEPXKIAIOIIMX KadyeCTBO CEPHUU JIEKApCTBEHHOrO Ipernapara JUisi BETEpHHAPHOIO
MPUMEHEHMs]; 2)IpEACTAaBICHUS B YIIOJHOMOYEHHBIN OpraH IIPOTOKOJIOB HCIIBITAHUH
NEpPBBIX [IBYX CEpHil BIiepBble BBOAUMOIO B TI'PaKJAHCKUH OOOpOT JIEKapCTBEHHOTO
nperapaTta s BETEPUHAPHOTO NMpUMEHEHHs (IIOCKOJBKY JIEKapCTBEHHBIE IpemapaThl
IUIsI BETEpUHAPHOIO IIPUMEHEHUsI He HecyT 0oJiee OIacHbBIX MMOTEHIMATIBHBIX PUCKOB IO
CPaBHEHUIO C JIEKapCTBEHHBIMU IIpenaparamMy s MEIWLIMHCKOTO IPUMEHEHHs,
IIPOBEICHUE MCILITAHUH TOJNBKO INEPBBIX IBYX(a He Tpex Kak Jyis JIeKapCTBEHHBIX
IIpenapaToB MEAMLIMHCKOIO MPUMEHEHHUsI) CEpUl IEKapCTBEHHBIX IIPENapaToB, BIEPBHIE
BBOJIMMBIX B IPpaKJaHCKHI 000pOT ocylecTBiIseTcs (elepaIbHbIMHU I'OCY1apCTBEHHEIMHU
OXOJDKETHBIMH YUPEXJEHUAMH); 3)EXETrOJHOTO IPEACTABICHUS B YIOJIHOMOYEHHBIH
OpraH IIPOTOKOJIa UCHBITAHUA OJHOH CEepUM KaXJOro TOProBOro HaHMEHOBAaHHS
JIEKapCTBEHHOTO IIpenapara Uil BETEPUHAPHOTO MPHUMEHEHHs], IIOCTYNMBIIEro B
rpaxK1aHCKUii 060poT; 4)oopMiIeHHs pa3pelleHHi Ha BBOJ B IpaXXIaHCKHH 00OpOT
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX IIPenapaToB ISl BETEpHHAPHOTO IIPUMEHEHHS.

Ornuuus npexanaraeMoi IPOEKTOM CT.52.2 OT JEHCTBYIOIIEH B OTHOLICHHH
MEJUIMHCKUX IpenapartoB cT.52.1 cBsA3aHBl CO CHENM(PHKON pBIHKA BETEpHUHAPHBIX
npenapaTtoB: 1)B uHacTH 2 He COIEpXKHTCS YINOMHHaHUE (apMaKONeHHBIX CTarei,
IIOCKOJIBKY B HacToslIliee BpeMs JOKYMeHT 00 3TOM paspabaTsiBaeTcs Ha Iuromianke EOK,
U U1 BETEpUHAPUU HET CIEIUANbHBIX (hapMaKOIeHHBIX cTaTei, 0COOCHHO IS BaKIIMH.
Kpome Toro, npou3BoIUTENbs B CBOEM HOPMaTUBHOM JOKYMEHTE 10 KOHTPOJIIO KauyecTBa
rperapara MOXET cIelaTh CChUIKY YTO, HalpUMEp, CTEPHJILHOCTH IMPOBEPSIETCS II0
¢bapmakoneitHolf cTaTbe (METON KOHTPOJSA), & MOXET OaTh U CBOH METOA IO3TOMY
¢bopMynHpOBKa  «TpeOOBaHHSM, YCTAaHOBJIEHHHIM IIPH €ro  IOCyJapCTBEHHOM
perucTpauuu» B JAHHOM Cllydae MPEACTaBISETCS MPEeANOYTUTENBHOM; 2) B 4. 5 ¢T.52.2
«IIPOTOKONBI» YKa3aHbl BO MHOXXECTBEHHOM 4YHCIE JUISI BO3MOXXHOCTH IPOBECTH
HCCIIEAOBaHUA B HECKOJIBKO 3TAIlOB WK IOJIYYUTh HECKOJIBKO IIPOTOKOJIOB Ha OJHY H TY
e cepuro; 3) B 4acTH 4 CT..52.2 B COOTBETCTBHH C IPUHIIUIIOM I.25 MOCTaHOBIEHHUS
IIpaButensctBa Poccuiickoit @enepamum Ne 1314 ot 03.12.2015 «O06 onpenenenun
COOTBETCTBMsI IIPOU3BOAUTENEH JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHUSAM IIPaBHUII
HaJJIeXale IIPOU3BOACTBEHHON IIPAaKTHKU» BMECTO IIPSIMOTO OIIpENeNIeHUs pa3Mepa
[Ipey1araeTcs OupeieuTh METOOUKY YCTaHOBIEHHUS

IUIaThl 3a BBIJAYy IIPOTOKoJa; 4) OTIMYaeTcs H3JI0XKEeHHE TpeOOBaHMM 110
IOO3UPOBKE IO CPaBHEHHUIO ¢ 4.5 ¢T.52.1, mOCKONBKY Ui JIEKapCTBEHHOI'O IpernapaTa
BETEPHHAPHOI'0 IPUMEHEHHUs] UMEeT 3HAaYCHHUE pa3iiiyhe JO3UPOBKH C Y4ETOM Pa3HBIX



BHJIOB U ITOJIOBO3PACTHBIX I'PYIII )XUBOTHBIX K KOTOPHIM BaKIUHEI IPUMEHSIOTCS; 5) HET
IIOJIOXKEHHSI aHAJOTHYHOTO 4.6 ¢T.52.1 00 yBeJOMIIEHUH YIIOJTHOMOYEHHOr'0 OpraHa IpH
MIpeKpalleHud WIM IIPHOCTAHOBIEHUH AESITENBHOCTH, IIOCKOJIBKY TaKO€ IOJIOXXKeHHe 00
YBEJIOMJICHHH HMeeTcsi B 3akoHe «O nuueH3upoBaHuM»; 6) 4.1l cT1.52.2 B uyacTu
pellieHHs O M[PUOCTAHOBIEHUU pealu3allMd M M[pPUMEHEHHs Cepud IIpernapara
chopMylIMpoBaHa B COOTBETCTBUHM C IIOJHOMOYHEM, YKa3aHHBIM B 1.4 CT.65
®denepansHoro 3akoHa Ne 61-@3, 7) Ocoboe BHHMaHHE B NPOEKTe YIEJIEHO BBOIY B
rpakaaHcKuil 060poT UMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX IpenapaToB (BaKIIHUHEL,
AHATOKCHHBI, TOKCHHBI, CBIBOPOTKH, HUMMYHOIJIOOYJIMHEI U aJUIEPreHBl), IPUMEHIEMBIX
[IpH TIPOBEIEHHUU IPOTHUBOSNH300THUYECKHUX MEPONPUSTHNA, HaAIlpaBIEHHBIX Ha 3allUTy
XKUBOTHBIX OT OOJie3HEH, B TOM YHCle, OOIIMX JUIs 4ellOBeKa M YKHUBOTHBIX, 8) MPOEKT
[IpeoyCMaTpUBAET, YTO MEPONPHUITHS II0 KOHTPOJIIO KadecTBa, MEPONPHUSATHS IO
dbapMakoHa30py IPOBOAATCS B  OTHOWIEHHH BIEpPBBIE  3apETHCTPUPOBAHHOTO
JIeKapCTBEHHOTO IIpernapara, panee He oOpamasmerocs B Poccutickoit @enepanun - He
IpenroiaraeTcsl paclpoCTpaHEHHE YKa3aHHBIX TpeOOBaHWM Ha IIOCIENyIOUHe CEepUH
JeKapCTBEHHBIX IIpemapaToB ¥ Ha oOpamaromuecss B Poccuiickoit ®enepauvu
JIEKapCTBEHHBIE IpernapaThl A BETEpUHApHOIO IPUMEHEHHS Ha MOMEHT BCTYILICHHUS
MIPOEKTa B CUILY.

Bmecte ¢ TeM, HpoeKTOM B CBS3U CO cIEeUU(UKON pHIHKAa BeTepUHApPHBIX
JIEKapCTBEHHBIX IIPeNapaTroB, C HaJIMYHUEM COOTBETCTBYIOIIUX MEXIyHAPOIHBIX
TpeOOBaHWH ¥ HOPMATHUBHO-IIPaBOBOH 0a3bl, OCYyIIeCTBIEHHEM Ilepexola K
COOTBETCTBHIO IIPOU3BOJACTBA TPeOOBAaHUAM IIPaBHJ HaJJieXalled ITPOHU3BOJACTBEHHOH
npakTukd ¢ 2007 nmo 2019 rom ¥ 3aBEepIICHHOCTBIO IIEpeXoja B HACTOAIIEE BpeMd,
HE3HAYUTENHbHOH JI0NIel PBIHKA y NPOU3BOAUTENEH, He IpUMEHSIOMUX cTanaapTsl GMP,
mpeasiaraeTcsi  00s13aTb  MHOCTPAHHBIX IIPOM3BOAMTENEH  IPEACTaBIATH  KOTHIO
3aKJIIOYEHHUS 0 COOTBETCTBUU IIPOU3BOACTBA IIpaBunam HaJyIexanei
Ipou3BOJICTBeHHOM mnpakTukd (GMP), BBIIaHHOrO YIIOJHOMOYEHHBIM (elepabHbIM
OpraHOM HCIIOJHUTENBHOM BIACTH ULl IIPOU3BOACTBEHHOM ILIOIIAIKH JIEKAPCTBEHHOI'O
npenapara JAJis BETepUHAPHOI'O IPUMEHEHHU, BBOJUMOIO B IpaXXIaHCKUH 060pOT.

TpeboBaHWe COOTBETCTBHS INPOM3BOAMTENS JIEKAPCTBEHHBIX IIperaparoB
IlpaBunaM Hajiexameil TPOU3BOACTBEHHOM MpPaKTHKHM YycTaHOBIeHO Y.l cT.45
®enepanpHoro 3akoHa Ne 61-03. CornacHo 4. 6 ct.71 3akona Ne 61-D3 nueH3UH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BhlaHHble 10 1 suBaps 2014 roga, neicTByIOT
nocne 1 suBaps 2014 roma no ucTedeHHS CpoKa HX JCHCTBUA IIpH  YCIOBMH
COOTBETCTBUS JIMIIEH3UATa IIpaBUjaM OpraHU3allii MPOU3BOJCTBA U KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEACTB, YKa3aHHBIM B YacTH 1 craTeu 45 PenepansHoro 3akoHa Ne 61-
®3. CornacHo 4.1 cT. 45 3akona Ne 61-03 npOU3BOIACTBO JIEKAPCTBEHHBIX CPEACTB
JIOJDKHO COOTBETCTBOBAaTh TpeOOBaHHSIM IMpaBHJI HaaJeXalled NPOU3BOIACTBEHHOM
[IPaKTUKH, YTBEPXKAECHHBIM YIIOJHOMOYEHHBIM (eiepalbHBIM OpraHOM HCIIOJTHHTEIBEHOM
BJIAaCTH — JaHHOe TpeOoBaHMe sBNsgeTcs oOsg3arenpHBIM ¢ 1 sHBaps 2016 s
BeTepUHApHBIX IpenaparoB. IlonHas HopMaTuBHas 6a3a IjIs BBINOJHEHHUS TpeOOBaHHM
9.1 c1.45 ®enepansHoro 3akoHa Ne 61-O3 mmeercs. Tak, mpukazoM MuHIpoMTOpra
Poccun ot 14.06.2013 N 916 yrBepxxaens! llpaBuina Hapnmexamield IpOH3BOICTBEHHOMH
npakTUKH". OcoOeHHOCTH Iepexo/a MPOU3BOACTBA OTAENBHBIX JIEKAPCTBEHHBIX CPEACTB
K HX TIpOM3BOACTBY B COOTBETCTBUH C TpeOOBaHHSIMH IpaBUJI HaJUIeKaIIeH



IIPOU3BOACTBEHHONH IpaKTUKH YycTaHaBiuBaioTcs IlpaButensctBoM Poccuiickoit
Oeneparuy. Bblmava 3akiioueHH O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX
cpeACTB  TpeOOBaHHSM  IpaBUJl  HaAJeXalled  IPOMU3BOJACTBEHHOM  NPaKTHKH
OCYIIECTBIIIETCS IO pe3yJbTaTaM HMHCIIEKTHPOBAHUS IPOU3BOAMUTENECH JIEKApPCTBEHHBIX
CpelCTB B nopslike, ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit @enepanuu. Pazmep
IUIaTHI 32 BBIAAYy 3aKIIOYEHUS O COOTBETCTBUHU IIPOU3BOAMUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeGOBaHUAM IIpaBIJI HaJAJeXalled NPOU3BOJCTBEHHONW NPAKTUKH YCTaHABIHBAaeTCH
IlpaBurensctBoM Poccuiickoit ®enepauun. Ilopsnoxk opraHuzallid H HPOBEAESHUS
HHCIIEKTHPOBAaHUS INPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBUE
TpeOGOBaHUAM IpaBUI HaJJIEKAIEH IPOU3BOACTBEHHOM INPAKTUKH YCTaHABIHUBAETCS
IlpaButensctBoM Poccuiickoir ®enepanuu. YcraHoeineHbl [IpaBuna opraHuzanuu u
MPOBEACHUSI HHCIEKTUPOBAaHHUS IPOM3BONUTENIEM JIEKADCTBEHHBIX CpEACTB Ha
COOTBETCTBHE TpeOOBAHMSIM IMIPaBIWJI HaAJeXamed NPOU3BOACTBEHHOUW IIPaKTUKH, a
TaKXXe BBIJAYd 3aKIIOYEHHHA O COOTBETCTBHM IPOU3BOINUTENS JEKAPCTBEHHBIX CPEACTB
yKa3aHHBIM TpeOOBaHUAIM.

B coorBerctBUM ¢ 4.1l cT.46 @egepanbHoro 3akoHa «O TEXHUYECKOM
pEeryJIMpOBaHUU» A0 mNepexoJa K IPOH3BOACTBY JEKAPCTBEHHBLIX CPEACTB IO
NpPaBHJAaM OPraHU3alMH MPOHM3BOACTBA H KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CPEACTB B COOTBETCTBHH cO cTaTbed 45 ®eapepannHoro 3akona N 61-©3 '"OO6
oOpalllecHHH  JIEKapCTBEHHBbIX  cpeAcTB' o0s13aTeJIbHOE  TNOATBEpKIEHHE
COOTBETCTBHSl JIEKAPCTBEHHbIX CPEICTB OCYLIECTBJSIETC B COOTBETCTBHH ¢
HOPMATHBHBIMH NPaBOBbLIMH akTaMu Poccmiickodi ®egepanun U HOPMAaTUBHBIMH
TOKYMEHTaMH (eJepalIbHBIX OPraHOB HUCIIOJHUTENBHOU BIACTH, YKa3aHHBIMU B ITyHKTax
1 u 2 HacTosmEe# cTaThd U NPUMEHSIEMBIMU B 4acTU, HE YPETyJIHPOBAaHHOH yKa3aHHBIM
QenepanbHEIM  3aKOHOM. (OTMeHa 0O0S3aTENBHOTO IOATBEPKACHUS COOTBETCTBUS
JIEKapCTBEHHBIX CpeACTB mnoctaHoBineHueM IlpaButenbctBa Ne 489 ot 24.04.2019
O3Ha4YaeT 3aBeplIeHHUE IpoIlecca repexoaa K Mpou3BoACTBY 1o npasuinaM GMP.

B cootBetcTBHM ¢ nocTaHOBIeHUEeM IIpaButenscTBa Poccuiickoit @enepariuu No
1314 ot 03.12.2015 «O6 omnpeneneHny COOTBETCTBUS NMPOU3BOIUTENEH IeKapCTBEHHBIX
cpeacTB TpeOOBaHUSIM IIpPaBWI  HaIeXamled MPOU3BOACTBEHHONW  IPAKTHUKH
OpraHU3alis ¥ TpPOBEJICHHEe HWHCIIEKTUPOBAHUS IPOU3BOJUTENEH OCYIECTBIISIFOTCS
YIOJTHOMOYEHHBIM OpPraHOM B paMKaX JIULIEH3UOHHOTO KOHTPOJS 32 OCYIIECTBIECHHEM
JEATeIbHOCTA II0 TPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIEMOTO
YIIOJTHOMOYEHHBIM OpraHOM B IOpslKe, ycTaHoBieHHOM DenepanbHbM 3akoHOM "O
3alldTe I[paB IOPUAMYECKUX JIMI U HWHAMBHIYAIbHBIX IIpeANpUHUMATENed IIpH
OCYIIECTBJICHUH FOCYAAPCTBEHHOTO KOHTPOJIA (HaA30pa) U MyHHIMIIAIEHOTO KOHTpOJIA",
C yueToM ocobeHHocTeH, ycTaHOBIeHHBIX PenepanbHpiM 3akoHOM "O JIHIEH3HPOBAHUH
OTAENBHBIX BHAOB JeATelbHOCTU". B COOTBETCTBMM € MAaHHBIM IIOCTAHOBJIECHHEM
JIMLEH3UPOBAaHHBIE NIPOM3BOAUTENIHN B paMKaX JIMIEH3MOHHOTO KOHTPOJIS IPOBEPSIOTCS
Ha COOTBETCTBHE TpeOOBaHMAM U IMOJNy4arOT COOTBETCTBYIOLIEE 3aKIIOYEHHE: IS
OTEUECTBEHHBIX IIPOU3BOAUTENEH HAMUMe JIUIIEH3UH O03HadyaeT cooTBeTcTBie GMP, mis
HHOCTpAaHHBIX IpOM3BOAMTENeH cooTBeTcTBHEe TpeboBanmsiM GMP Heobxomumo
IIOATBEPXKIATh TOJIBKO IIPH HOBOM PErUCTpaly U NIPU NOATBEPXKICHUH PErMCTpaIlii Ha
6eccpodHO-A7s IPOU3BOIUTENEH [IPenapaToB Y)Ke UMEIOIIHNX O€CCPOYHYIO PETHCTPALIHIO
B Poccun TpebGoBaHUs 3aKOHOIIpOeKTa He pacnpocTpansiores. OTcyTcTBHE TpeOOBaHHSA



IIOATBEPXKIeHUs] cOOTBeTCTBU TpeboBaHussM GMP s HHOCTpaHHBIX IPOU3BOAUTENEH
IIPH YCTAHOBIIEHUH OON3aHHOCTH OTEYECTBEHHBIX IIPOU3BOAUTENCH COOTBETCTBOBATH
JJaHHBIM CTaHJlapTaM CTaBUT HHOCTPAHHBIX NMPOU3BOAUTENEH, He npuMeHstomux GMP, B
Jydiee MOJ0KEHHUE N0 CPAaBHEHUIO C OTEYECTBEHHBIMH IIPOU3BOIUTEIISIMH.

B COOTBETCTBUU co Crparerueit pa3sBUTHUSA (bapManeBTHYECKOH
npoMsimieHHOocTH Ao 2020 roma, pa3paboTaHHOM B COOTBETCTBHH C IIOCIIAHHEM
Ilpesunenta Poccuiickoit Pepepanmm B.B. Ilytuna ®PenepansHomy CobpaHuio
Poccuiickot ®enpepamuun or 26 ampens 2007 roma B uacTH, Kacarolleics
nemorpadudeckod  cutyanuu B Poccuiickoit = @enepanuu 0 U pa3BUTHSA
BBICOKOTEXHOJIOTMUHBIX OTpacieil NpPOMBIILIEHHOCTH, M YTBEPXKIACHHOW INPUKA30M
Munnpomropra Poccun ot 23 oktsabps 2009 r. Ne 965 npegycMOTpeHO CTUMYJTHpPOBaHHE
00s3aTeNbHOrO  Mepexofa  OTEUECTBEHHBIX  NpeanpuiaTui  ¢dapMaleBTHYECKOH
MpOMBINIUIEHHOCTH Ha craHaapTel GMP He mosnmuee 2011 ropma, a Tak)xe BblIeIeHBI
cpenctBa 1o Hanpasienuio «Ilepexon Ha GMP» 36 000 mnn. pybneit. B Crpareruu
ocob0 oTMedaeTcs, 4TO CyOCTaHIIUH, IPOU3BENEHHBIE B pa3BUTHIX CTpaHax IIO
cragnapram GMP, uUMeOT ILieHBl, CONOCTaBUMBlE HIH JAaxe Oojiee BBICOKHE II0
CpaBHEHMIO C IIeHaMH Ha cyOcTaHIMH, npou3BeaeHHble B PD. Tabnuneit 9.1 Ctpareruun
OTMeYaeTcsl JOJs IPOU3BOJCTBEHHBIX MOIIHOCTEH, cooTBercTBYromux GMP2007-9%
2008-16% 2009- 17%% 2010- 55 B 2011 u nmocnexyromue roasl — 100%. CornacHo
Crparerud KOHKypUpPOBaTh POCCHUCKHM IIPOU3BOAUTENSIM CyOCTaHIM NPUXOAUTCS B
OCHOBHOM C TEMH IPOM3BOJCTBAMH M3 pPa3BHUBAIOLIUXCS CTpPaH, KOTOpPhblE HE HUMEIOT
GMP-ceptudukaniuu ©U KOTOphble IPOBOAAT JAE€MIHHIOBYI0 mNOJMHTHKY. [Ipuyem
SKCMOPTY OTE4YeCTBEHHBIX JIeKapCTBEHHbIX CpPeACTB MeHIaeT OTCYTCTBHeE
CTAHAAPTOB, TapMOHH3HPOBAHHBIX ¢ MeXAyHaApoAHbIMH npaBuaamun GMP,
KOTOpbIE peryJlHpyloT MNPOU3BOACTBO M KOHTPOJb Ka4decTBa JIEKAPCTBEHHBIX CPEJICTB M
SBJIIOTCSL  00SI3aTeNPHBIMU 111  (papMaleBTHUEeCKOH IPOMBIIUIEHHOCTH. B 1emsax
IPOTUBOJECUCTBUSL JEMIIMHIOBOM IIOJIUTUKE OCYIIECTBISEMOU IyTeM HECOOIOneHHs
cragfaproB GMP B cTpaHax-mpOU3BOOUTENSAX, ISl OCYIUECTBICHHUS KOHTPOJS B
COOTBETCTBHHM C TaKHMMH CTaHJapTaMH, M YBEJIHYEHHS JKCIOpPTAa POCCHHACKHX
JIEKapCTBEHHBIX CPEACTB BETEPUHApPHOIO IPUMEHEHHS HeoOXOIUMO BBeIECHHE
TpeGOBaHMS O NPENOCTABICHHH MHOCTPAHHBIMH IPOH3BOJUTESAMU KOIHH 3aKIFOYEHHUS
0 COOTBETCTBHH IpOU3BoAUTENS cTaHAapTaM GMP.

B cootBerctBuM ¢ mnyHktoM 3.13 IlomokeHHs O eOWHOM IOpPsIKe
OCYIIECTBIEHHs] BETEPHHAPHOIO KOHTposis (HaA3opa) Ha TaMOXXEHHOW TIpaHHIle
EBpasuiickoro 3K0OHOMHYECKOro COI03a U Ha TaMOXXEHHOW TeppHTOpUH EBpazuiickoro
3KOHOMMYECKOTO CO03a, yTBepKAeHHoro Pemennem Komuccuu TaM0OXXeHHOr 0 COr03a OT
18 mronst 2010 r. Ne 317, rocynapctBa-unensl Coroo3a B3aUMHO IIPH3HAIOT PE3YJIBTATEL
PErMCTpallMi JIEKAPCTBEHHBIX CPENCTB MJIs1 BETEPUHAPHOIO IPUMEHEHMS, YTO JaeT
BO3MOXXHOCTb CBOOOZHO IepeMellaTh TaKHe JIEKapCTBEHHBIE CPEACTBA MEXIY
rocyapcTBaMu-ujieHaMHu. B 3Toil CBsi3H, HEOOXOIUMOCTD y)KECTOUEHHS Mep KOHTPOJIA B
chepe 000pOTa JIEKAPCTBEHHBIX CPEICTB BETEPHHAPHOIO IIPUMEHEHHS! BJIEYET TO
OOCTOSTENECTBO, YTO OTHAENBHBIMU IIPOM3BOTUTENSIMH H3 CTpaH, OIHOBPEMEHHO HE
SABJLIIOINUXCSL  y4acTHHUKaMH  EBpasuiickoro  »KOHOMHYECKOIO COI03a M He
COOTBETCTBYIOINUX  CTaHAapTaM  HajJiexalled  IPOU3BOACTBEHHOW  IPAaKTHKH
HeOOpOCOBECTHO HCHONB3YIOTCA HOpMBI 11.3.13 TlonoXKeHHs IIyTeM IIOCTAaBOK



OECKOHTPOJIEHO Ha TeppuTopuio P® JeKkapCTBEHHBIX CpPENCTB IJIsi BETEPHHAPHOIO
IIpHUMEHEHHs, Ka4ecTBO, 06e30MacHOCTh U 3¢(eKTUBHOCTh KOTOPBIX HE IOATBEPIKIACHBI
COOTBETCTBYIOIIIUMHU HUCCIENOBAHUSIMH.

TpeboBaHus IpoekTa He IIOBIEKYT HEraTHBHBIX IIOCIEACTBUH [ pHIHKA
JIEKapCTBEHHBIX  IIpernapaToB  BETEPHHAPHOIO  IIPUMEHEHHS. CooTHomieHue
OTEYECTBEHHBIX ITPOM3BOJUTENEH W HMHOCTPAaHHBIX IPOU3BOJUTENEH JIEKapCTBEHHBIX
[IpernapaToB BeTepHHApHOro NpuMmeHeHHs cocTaBiseT 42 % u 58 %. I'occranmaprom
Poccun yrBepknen wHamumoHansHbI cTaHmapt ['OCT P 52249-2004 «IIpaBuna
IIPOM3BOJICTBA U KOHTPOIISI Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB», KOTOPBIH Kak CIeNyeT 13
Crparernu pa3BUTHS (apMalleBTHUYECKON IIPOMBILUIEHHOCTH SIBISETCS HICHTHYHEIM
nepesogoM IlpaBun GMP Espormeiickoro cotoza. B aroif cBasu u3 58 %-momn
HHOCTpaHHBIX IIpou3BoAuTenen 72,6 % cocTaBiseT A0S IPOU3BOAMTENICH TeX CTpaH, B
KOTOphIX BHeApeHB craHaapTel GMP, mosromy y moxapnstomero OONbBIIMHCTBA
HHOCTPaHHBIX IPOU3BOAUTENEH, B CTpaHAaX KOTOPBIX MNpHHATHL cTaHAapThl GMP,
mpobJieM ¢ IOoNy4YeHUeM KOIMH 3aKIOYeHHH O COOTBETCTBHM IIpaBUJIaM HaJylexxaliel
IIPOU3BOACTBEHHOMN NIPAKTUKHN HE BO3HUKHET.

ITyukt 15 Vkasa Ne97 mpenycmarpuBaeT 3amaud (GOpMUpPOBaHUSA U BeIECHHUA
HOMEHKJIATYpHl JIEKAPCTBEHHBIX IPENapaTroB JJI1I MEAMLIMHCKOIO U BETEPHHAPHOTO
IpUMEHEHUST B IelsIX NpoGHIaKTHKH U JIeYeHHs 3a0oleBaHMM, IOTYYEHHBIX B
pe3ynbTaTe BO3HEUCTBHUsS ONAcHBIX OHOJOrMYeckuX (DaKTOpOB; CO3[AHUSA CPEACTB
HHIUKANK 1 BBIABIICHHUS [OTEHIMAJIBHO OIIACHBIX XHUMHYECKHMX BEIIECTB,
OHOJIOTMYECKHX AareHTOB W IIPOJIYKTOB HX XKHU3HENEATENBHOCTH B OHMONOTMYECKHX
cpelax, a TakKe CO3JJaHHe CPeACTB QUArHOCTHKYU BO3AECHCTBUS ONACHBIX XMMHYECKHX U
ouonornyeckux (GaxTOpoB, CPEACTB NUAarHOCTUKU JIEKAPCTBEHHBIX U BETEPHHAPHBIX
IpernapaToB M CpeICTB 3allUThl pacTeHHH. B cucreme ymomHOMOdeHHOro B cdepe
BeTEpUHApUM  TOCYJAapCTBEHHOIO  OpraHa  OCYIIECTBISIETCS  IOCyJapCTBEHHas
perucTpalysl JIEKapCTBEHHBIX IIpENapaTtoB Ui  BETEPUHAPHOIO  I[IPUMEHEHWs,
IIPOBOAUTCS DKCIIEpTH3a KauecTBa JIEKAPCTBEHHBIX CPEACTB, BKIIOYAsl IKCIEPTU3Y
IPEAJIOKEHHBIX METOIOB KOHTPOJISI KadecTBa JIEKapCTBEHHOI'O CpEeICTBAa M KadecTBa
IIpEACTABIEHHBIX O0pa3loB JIEKAPCTBEHHOIO CpEACTBA C HCIIOJIB30BaHHEM OTHUX
MeTOOB, Bea€rcs ©Oa3a IO IIOKa3aTellsiM KayecTBa M METOJaM HX KOHTpPOJIS B
COOTBETCTBUH C HOpPMAaTHUBHBIM JOKyMEHTOM, IIDOBOJSTCS HCIBITaHHS CepUi
JIEKapCTBEHHBIX IIperapaToB IIOABEIOMCTBEHHBIX Y4pexIeHusXx. B 3Toil cBs3u
JOTIOJIHUTENIEHOE (MHAHCUPOBaHHE U3 OIOIKETOB BCEX YPOBHEH IUIsl OCYIECTBIICHHUS
IePEYUCIIEHHBIX MEPONPUATUHN B CBA3H C IPHHIATHEM 3aKOHOIIPOEKTa He TpedyeTcs.

Peanuzanus  HOpenyCMOTpEHHBIX  3aKOHONPOEKTOM  IOJHOMOYMM  Oyxer
OCYILIECTBIATHCS B Ipezenax ycraHoBleHHoi I1paButensctBoM Poccutickoit Penepanuu
YHCIEHHOCTH PpPabOTHUKOB M OIOIPKETHBIX AaCCHTHOBAHUM, MPELYCMOTPEHHBIX HM B
denepansHOM Or0KeTe Ha pYKOBOZICTBO U YIIpaBJIeHHe B cpepe BeTepHHAPHH.

3aKOHOIIPOEKT He IIPOTHUBOpEeUYUT mnosnoxeHusM Jlorosopa, o EspasuiickoM
5KOHOMHYECKOM COI03€, @ TaKXKe IIOJOXEHHUAM HHBIX MEeXIyHappIHBIX JIOTOBOPOB
Poccuiickoit ®enepanuu. Ilpennaraemeie um

i PCTBEHHBIX TporpamMmMm Poccuitckot




INEPEYEHDb

aKkToB deaepaibHOro 3aKOHOAATENbCTBA, NOAJIEKAINHX NPH3HAHHIO
YTPAaTHBIIHMH CHJTY, IPHOCT2HOBJICHUIO, H3MEHEHHIO HJIM IPHHATHIO B CBSI3H C
npuHstaem Penepanbroro 3akoHa «O BHeceHHH H3MeHeHHH B DeaepasibHbI
3akoH «O0 ofpameHnn JieKapCTBEHHBIX CPEICTB»

INpunstue @enepansHoro 3akoHa «O BHeCeHHHM H3MeHCHHH B DenepalibHBIA
3akoH «O06 obpallleHIH JIEKapCTBEHHBIX CPENCTBY» HOTpeOyeT NpUHATUS CIEAYIOLINX
axToB (eZepaJbHOro 3aKOHOaTENIbCTBA:

1. ITocranoBnenue IlpaBuTensctBa Poccuiickoii @enepanuu o
IOpsAIKE IIpEACTaBJICHUS JOKYMEHTOB M CBEIEHUH O JIEKapCTBEHHBIX
mpernaparax JJisl BETEpHHAapHOIO NPHMEHEHHs, BBOLUMBIX B IPaKIaHCKUU

000pOT.

2. IlocranoBnenue IlpaButensctBa Poccuiickoit @enepanuu o
HopsiiKke BBIauM  (elepalbHBIMH  TOCYAAapCTBEHHBIMH  OIOIDKETHBIMH
YUpEKICHUIMH, [I0JIBEJOMCTBEHHBIMHU beneparbHOMY oprasy

HCIIOJIHUTEJILHOM BJIAaCTH, OCYIIECTBISIONEMY (YHKIIUH II0 HAA30py B chepe
oOpallleHHs] JIEKApCTBEHHBIX CPEICTB JMJI1 BETEPHHAPHOIO IPMMEHEHHS
IIPOTOKOJIA UCIIBITAHUH O COOTBETCTBHH CEPHUH JIEKapCTBEHHOI'O IIperapara JJjis
BETEPHHAPHOTO INPHMEHEHHUs IIOKa3aTellIM KayecTBa, IIPeJyCMOTPEHHBIM
HOPMATHBHEIMH OKYMEHTAaMH, 1 METOIUKH OIpEeeNIEHUs pa3MEpOB ILIATHl 32
ero Bbiady.
3. nocranosienre IlpaBurensctBa Poccuiickoit Penepanum o
IOpSOKEe BBIIa4M paspellleHWs Ha BBOJ B TIpaXOaHCKuil obopor
HMMYHOOHOJIOTHYECKOr0 JIEKAPCTBEHHOr0 IIperapara i BETEpHHapHOIO
IIPUMEHEHHS],
4, [Tocranosnenue IlpaBurensctBa Poccuiickod @Penepanuu o
IOPSAKE BBIJAYH 3aKIIFOYEHHS O COOTBETCTBUH CEPUU MMMYHOOHOJIOTHYECKOTO
JIEKApCTBEHHOT'O IpernapaTa Uil BETEPHHAPHOro IIpUMEHEHUs TpeOOBaHHUAM,
YCTAHOBJIEHHBIM IIPH €ro TOCYAapCTBEHHOW pErucTpaliid, H METOAHKE
ompeesieHHs pa3MepOB ILIATHI 33 BhIJauy YKa3aHHOTO 3aKIIFOUEHHUS.
CraTbeit 2 npoekTa yCTaHOBIIEH IlepeX0oAHbIH neproA B 90 nuel, HeoOX0AUMBIH
IJIS. TIOATOTOBKH M IIPUHSTHS MOA3aKOHHBIX aKTOB, PETJIaMEHTUPYIOIIUX AEHCTBUS
opraHa HCIIOJHUTEJIbHOM BIACTH, B YAaCTH YCTAHOBJICHHS CPOKOB HCIIOJIHEHHS
MIPOEKTUPYEMBIX TpeOOBaHUH, pa3paboTku (GopM 3aiBOK U MEXaHH3MOB IONYYEHHUS
He0OXOOUMBIX VIS BEIITYCKA B IPAXKI3ACKHYE 000pOT HPOTOKOIOBM 3a YeHHH.

Vi




PUHAHCOBO-9 KOHOMHUYECKOE OBOCHOBAHUME

npoekTa (pexepasibHOro 3akona «O BHeceHuu u3meHeHuii B @eaepanbHblit
3aKoH «O0 o6paleHuN JJeKapPCTBEHHBIX CPeACTB)

Ilpunatue QenepansHoro 3akoHa «O BHeceHWH u3MeHeHWH B DenepanbHBIM
3akoHa «O0 oOpallleHuH JIEKApCTBEHHBIX CPENCTB» HE NOTpPedyeT NONONHHUTENBbHBIX
pacxoioB 3a cueT OIOKETHBIX acCHTHOBaHMi (enepansHOro Oropxera, OH0IKeTOB
cyoBekToB Poccuiickoit @enepaliuu 1 MECTHBIX OI0KETOB.

Benenue COOTBETCTBYIOIIMX HH(DOPMALIMOHHBIX pPECYpCOB H  BhIjaya
VIIOJIHOMOYEHHHIM B chepe BeTepuHapuu ¢efepalibHBIM roCyTapCTBEHHBIM OPraHOM
paspellleHUd Ha BBOJA B TpaXIaHCkuii oOopor Ha Teppuropuu Poccuiickoit
Qenepaudd  UMMYHOOHMOJOrMYECKHX  JIGKAPCTBEHHBIX  mpemaparoB  Oynyt
OCYIIECTBIATHCS B MpefesiaX YCTAaHOBJICHHOM IITaTHONW YHUCIEHHOCTH pabOTHUKOB, a
Takke OIOKETHBIX AaCCUTHOBaHWM, MpeIyCMOTPEHHBIX Ha pYKOBOJACTBO H
ynpaBlieHHe B cepe YCTaHOBIEHHBIX QYHKIUH.

IIpoekt axra He YCTaHaBIMBACT HOBBIX IIOJHOMOYMN OpPraHOB BIJIACTH
cyopekToB Poccuiickoit ®enepanii ¥ OpraHOB MECTHOTO CaMOYHpaBJICHHS U He
BO3JIaraeT JIOMOJIHUTENBHBIX PacXoJ0B Ha COOTBETCTBYIOIIHE OFOIKETHl OI0/DKETHOM
cucrembl Poccuiickort depnepanuu. TakuM o6pa3oM, BBIJEIEHHE TONOJHUTEIBHBIX
O10/KETHBIX aCCUTHOBAaHHM He roTpedyeTcs.




