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M3MEHEHMU 4,

KOTOPbIC BHOCHATCH B IToJ10:xeHME 0 JIMIOCH3UPOBAHHUU IIPOU3BO/JACTBA
JEKAaPCTBCHHBIX CPECACTB

1. ITyHKT 7 U37I0KUTH B CIAEAYIOMICH peaaKIuu:

"7.Jlng  TOMydeHWs JIMUEH3UMU COUCKATEeIb JIMIEH3UU HAIPABIISIET
B JIULICH3UPYIOIIMNA  OpraH 3asiBJIE€HHE O MPEAOCTABJICHUU  JIMLIECH3UU
C IPWIOKEHUEM:

a) CBEICHMI, TMPEAYCMOTPEHHBIX dYacThio 1 crarbm 13 depepanbHOTO
3akoHa "O JMIEH3UPOBAHUHU OTJEIbHBIX BUIOB JEATEIIBHOCTH', B TOM UHCIIE:

CBEJICHMI1, TOATBEPKAAOIINX HATUYNE Y COMCKATENIA JIMIEH3UHN HA MPaBe
COOCTBEHHOCTH WM HAa HWHOM 3aKOHHOM OCHOBAaHMM HEOOXOIUMBIX IS
OCYILECTBJICHUSI JEATEIBHOCTH IO NPOMU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB
MIOMECIICHHUIA, 3JaHWA, COOPYXECHUH W (WIM) WHBIX OOBEKTOB IO MECTY
OCYILECTBJICHUS JIMIIEH3UPYEMOr0 BUJZIA NEATEIBHOCTH, TEXHUUECKUX CPEICTB,
o0OpylOBaHMSI W TEXHUYECKOW  JOKYMEHTAllMM,  COOTBETCTBYIOIIUX
YCTAHOBJIEHHBIM TPEOOBAHUSAM;

CBEJICHMI, MOJATBEPKIAIONINX HAJIMUKME B TOM YHUCJE COOTBETCTBYIOIIMX
JIMIICH3UOHHBIM TPeOOBaHMUSIM 00pa3oBaHMs, KBAMM(PUKAIMA W CTaxka pabOTHI
YIOJIJHOMOUYEHHOTO JIMIIa MPOU3BOAMTEINS JICKAPCTBEHHBIX CPEACTB, a TaKKe
o0pa3oBaHus CHEIUAJIMCTOB, OTBETCTBEHHBIX 3a MPOU3BOACTBO, MAPKUPOBKY
Y KOHTPOJIb KAY€CTBA JIEKAPCTBEHHBIX CPEACTB;

Ipyu HaMEPEHWW OCYIIECTBIIATH IMPOW3BOJACTBO  (hapMareBTHIECKOM
CyOCTaHIIMM CMUPTa STWIOBOTO (3TaHOJA) - CBEACHUWH, MOJITBEPKIAOITIX
HaJIn4ue Ha  TpaBe COOCTBEHHOCTH, X034MCTBEHHOTO BEJICHUS
WJIM OTMIEPATUBHOIO YIPABJICHUS OCHOBHOTO TEXHOJIOTMYECKOrO0 O00OpYAOBAHUSA
JUIsl TPOU3BOJICTBA 3TWJIOBOTO CHMPTA, 3aPETMCTPUPOBAHHOTO B COOTBETCTBUU
co cratweii 14' denepanpHoro 3akona "O rocyaapcTBEHHOM PEryJHpOBAHHH
MIPOU3BOJICTBA u obopoTta STUJIIOBOTO CHUpTA, JIKOTOJIbHOM
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¥ CIIUPTOCOACPKAIICH MPOIYKIIMU U 00 OrpaHUUEHUN MOTPEONICHHS (PACTIUTHS)
anKoroapHoM  mponaykuumu'. CBeNeHMsT O  PEerucTpauuyd  YKa3aHHOIO
0o0OpyAOBaHMS 3aMpPAlIUBAIOTCS JIMIIEH3UPYIOIIMM OpraHoM Y (eaepaabHOTo
OopraHa HMCHOJHUTEIbHON BJIACTU, OCYHIECTBIISIOMIETO (PYHKIIMH MO KOHTPOJIIO
YW HaJA30py B o00jacTh MPOM3BOACTBA M 000pOTa ATUJIOBOrO  CIHPTA,
AJIKOT OJIbHOM u CIUPTOCOAepIKaIIEh MPOIYKITUH, B pamMKax
MEXBEIOMCTBEHHOTO MH()OPMAITMOHHOTO B3aUMOACHCTBHS,

0) cneayromux TOKyMEHTOB (KOMHUH JOKYMEHTOB):

MIEPEUCHb JICKAPCTBEHHBIX CPEICTB, MPOU3BOAUMBIX (ILIAHUPYEMBIX
K MMPOW3BOJICTBY) HA TPOU3BOACTBEHHOM YUYaCTKE;,

J0ChE MPOM3BOJACTBEHHOTO ydacTka (Mactep-daiin).".

2. JIonoHUTH TyHKTaMu 7 'n7 CJICYIOLIETO CONEPIKAHUS:

"7'. 3asBleHHE O MPEJOCTABICHWH JIHICH3UU W IPHUIAraeMbie K HEMy
CBEJEHUS W JOKYMEHTHl (KOMUW JOKYMEHTOB), YyKa3aHHbIE B IyHKTE 7
HacTosimero [lomoxkeHus, HaPaBJIAIOTCS B JIUIEH3UPYIONINH opraH B ¢dopMme
AJIEKTPOHHOTO JOKyMEHTa (TaKkeTa 3JIEKTPOHHBIX TOKYMEHTOB), TOMMCAHHOTO
YCUJICHHOH KBaM(PUITUPOBAHHOM AJIEKTPOHHOMN MOAIUCHIO IOPHIMYECKOTO JIUIIA
C HCMOJb30BaHMEM (enepasbHONW TOCYAAPCTBEHHOW  WH(OPMAIMOHHON
cucteMbl "EnuMHBIA mNOpTamT TOCYAAapCTBEHHBIX W MYHUUUNAIBHBIX YCIYT
(dynxmmin)".

7°.B memix pacCMOTPEHHs 3asBICHHS O MPEIOCTABICHUN IINICH3UM
JULEH3UPYIONIUI OpraH 3arpamuBaeT ¢ UCMOIb30BAHUEM MEKBEIOMCTBEHHOIO
WH(GOPMAITMOHHOTO B3aUMOJICHCTBUS Y COOTBETCTBYIOMIETO (peaepaapHOro
OopraHa MCHOJHUTEIbHON BJIACTU, B PACHIOPSIKEHUU KOTOPOIO HAXOJATCS TAKHE
CBEJICHMUSI, CJICIYIOIINE CBECHUSA U IOKYMEHTHI:

BBITIMCKA U3 ENMHOTO rocy1apCTBEHHOTO peecTpa IOPUANIYECKUX JIHIL,

CBEJICHMS, TOATBEPHKAAIOIIUE HAJIMYUE B TOM YHCIIE COOTBETCTBYIOIIUX
JUIICH3UOHHBIM TPeOOBaHUSIM 00pa3OBaHMS, KBATM(UKAIMA W CTaxka PabOTHI
YIOJITHOMOUYEHHOTO JIMIla MPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB, a TaKKe
o0pa3oBaHus CHENUAJIUCTOB, OTBETCTBEHHBIX 3a MPOU3BOACTBO, MAPKHUPOBKY
Y KOHTPOJIb KA4€CTBA JICKAPCTBEHHBIX CPEJICTB;

CBEJICHMS, TMOJTBEPKIAIOIMINE ATTECTAlMIO0 YHOJHOMOYEHHOrO JIUIA
MIPOU3BOJIUTENA JIEKAPCTBEHHBIX CPEACTB MJI1 MEIULIMHCKOIO MPUMEHEHUS
Y BKJIFOYEHHE B PEECTP  YMOJHOMOYEHHBIX  JIMI[  MPOU3BOJAUTEIICH
JIEKaPCTBEHHBIX CPEACTB EBPa3suiickoro 3kOHOMHUYECKOTO COK03a;

CBEJICHMS, MOATBEPKIAONINE HATMUNE Y COMCKATENS JIMLICH3UN Ha MpaBe
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMHM HEOOXOJIMMBIX
JUIs1 OCYLIECTBIICHUS IESITEIbHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB
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MOMEIICHUA, 3JaHWA, COOPYXKEHUN U (WIM) WHBIX OOBEKTOB TIO MECTY
OCYILECTBJICHUS JIMLEH3UPYEMOTO BUJA AEATEIbHOCTH,

CBEJICHMS, MOATBEPKAAIOIINE HAIMYUE Yy COMCKATENS JIMLIEH3UN Ha MPaBE
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHMHM HEOOXOIMMBIX
TEXHUYECKUX CPEACTB, OOOpyJAOBaHUA M TEXHUYECKOW JIOKYMEHTAIIUH,
COOTBETCTBYIOIIMX YCTAHOBJIEHHBIM TPEOOBAHUSIM.

B  caydae  oTCyTCTBHS B pacHOpPSIKEHUM  COOTBETCTBYIOIIETO
denepaTbHOTO OpraHa WCHOJHUTEIBLHOW BJIACTH WM HEMPEICTaBJICHUS
YKa3aHHBIX JIOKYMEHTOB WJIM CBEIACHUW JIMIIEH3UPYIOMIMII OpraH BIpaBe
HalpaBUTh COMCKATEIO JIMIICH3UM YBEJAOMJICHHE O TMPEJACTABJICHUN KOMUN
COOTBETCTBYIOIIHNX JTOKYMEHTOB.

PaccmoTpenue 3asBJICHUSA 0 MpPEeA0CTaBICHUU JIUILICH3UU
MPUOCTAHABIIMBAETCA HA CPOK JO MPEACTABJICHUS JIOKYMEHTOB, HO He OoJjee
gyem ©Ha 30 pgHEW ¢ garel pa3MenieHus yBeIOMJIeHWS B (emepanbHOU
rocy1apCTBEHHOM uH(pOpMaAITMOHHON CUCTEME "E nuHbiit MOpTaJ
TOCYJApCTBEHHBIX W MYHUIMOATbHBIX  ycinyr  (ymkmmit)'.  Cpoxk
MIPUOCTAHOBJIEHUS HE YUYUTHIBACTCS MPU UCUKUCIICHUN CPOKA MPUHATUS PEIICHUS
O MPEIOCTABJICHUM JIMLICH3UU. "

3. B nynkre 8:

a) a03aI1l mepBbIi U3JI0KUTDH B CIEAYIOMIECH PEeIaKIIUH;

"8.Ilpy HamepeHUM OCYILIECTBIIATh MACATEIBHOCTh IO MPOU3BOJACTBY
JIEKAQPCTBEHHBIX CPEICTB MO aApecy, HE NPEAyCMOTPEHHOMY PEECTPOM
JIMLICH3UM, JTMLEH3UAT K 3asBJICHUIO O BHECEHUHM U3MEHEHUN B PEECTP JIMLECH3UN
B JIOTIOJITHEHHUE K CBEJACHMSIM, YKa3aHHBIM B IyHKTax 1 u 3 vactu 1 crarpu 13
v gact 4' crateu 18 ®exgepanpHoro 3akoHa "O JIUIEH3MPOBAHUN OT/ICTBHBIX
BHOB JCATECIIHHOCTH", IpUjIaraer: "

0) moarmyHKT "B" M3JI0KUTH B CACAYIONICH PEAAKIINN:

"B) CBEICHHA O HAJIMYAW Yy JUIEH3WaTa HAa TMpaBe COOCTBEHHOCTH
WM HA UHOM 3aKOHHOM OCHOBAHMM HEOOXOJUMMBIX JUIsl OCYIIECTBJICHUS
NEATEIbHOCTA 10 TMPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB MO YKA3aHHOMY
HOBOMY aJpecy TIOMEIIEeHUH, 3MaHui, COOPYKEHWH ¢ HHBIX OOBEKTOB,
TEXHUYECKUX CpPEACTB, OOOpYyJAOBAaHUA M TEXHUYECKOW JIOKYMEHTAlUU,
COOTBETCTBYIOIIMX YCTAHOBJIEHHBIM TPEOOBAHUSM;"

B) IOAMYHKT "a" U3JI0KHUTH B CIICAYIOIICH PEIaKINN;

"N) Tmpu HAMEPEHWH OCYIIECTBIIATh MPOW3BOACTBO (hapMareBTUUECKON
cyOCTaHIIMM COMpTa JTWIOBOTO (9TaHONA) TIO YKAa3aHHOMY HOBOMY
agpecy - CBEICHMS, MOATBEPKAAIOLIME HAJW4YUME Ha MpaBe COOCTBEHHOCTH,
XO34MCTBEHHOTO BEACHUSA WM ONEPAaTUBHOrO YIPABJICHUS OCHOBHOTO
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TEXHOJIOTUYECKOTO O00OpyJOBaHUsS Uil MPOU3BOACTBA ATHUJIOBOTO CHMPTA,
3aperkCTPHPOBAHHOTO B COOTBETCTBHMH CO cTaTheil 14' denepampHOro 3akoHa
"O rocyIapCTBEHHOM pETyJIMPOBAaHUU IPOM3BOACTBA M 000pPOTa 3TUIIOBOTO
CIIUPTA, AJIKOTOJIBHON M CHUPTOCOAEPKAIIECH MPOAYKIUH U 00 OrpaHUYECHUHN
noTpebieHns (pacnuTusi) ajJKoroJibHOW nmpoaykiuu'. CBeACHUs O pEerucTpalum
YKa3aHHOTO 00OpYAOBaHUA 3aMpallUBAIOTCS  JIMIEH3UPYIOUIUM  OPTraHOM
y ¢eaepaspHOTO  OpraHa  WCIOJHUTEIbHOH  BJIACTH,  OCYIIECTBJISIONIETO
(YyHKIIMA TIO KOHTPOJIO W HAa30py B o0JacTH MPOM3BOACTBA M 00OpOTa
STWJIOBOTO CIHUPTA, AIKOTOJIBHON U CIIUPTOCOAEPIKALIEH NMPOAYKLIHNU, B paMKax
MEKBEJIOMCTBEHHOI'0 HH(OPMAITMOHHOI'O B3aNMOICHCTBUS;"

T') TOTIOJTHUTH TOAITYHKTOM "€ CIIeAyIOmero coaepKaHus:

") cIeMyronre JOKYMEHTHI (KOTTHH IOKyMEHTOB):

MEPEUCHD JICKAPCTBEHHBIX CPEICTB, MPOU3BOAUMBIX (IIAHUPYEMBIX
K MPOW3BOJICTBY ) HAa TPOU3BOJACTBEHHOM YUYaCTKE;,

JI0ChE MPOU3BOJACTBEHHOTO yuacTka (Mactep-daiin).".

4. JIOMOHATH MyHKTOM 8' CIIeIyIOIIero comep kKaHus:

gl IIpencraBieHue JNUIEH3UATOM 3asBJICHUS O BHECEHUM W3MEHEHMI
B PEECTp JIMICH3UN W TPUJIaraéMbIX K HEMY CBEJACHHA M JOKYMEHTOB (KOIHWMN
JOKYMEHTOB) M UX PACCMOTPEHHE JTUIEH3UPYIOIIMM OPTaHOM OCYIIECTBIISIFOTCS
C YYETOM IIYHKTOB 7' 1 7% Hacrosmero [1010KeHH L.

ITo 3asIBJICHUSIM, MOJAHHBIM MOCPEACTBOM dbenepanbHO
rocy1apCTBEHHOM nHGOPMAIIMOHHOMN CHUCTEMBI "E nunbrit nopTan
TOCYIapCTBEHHBIX ¥ MYHUIIMTIAIBHBIX YCIYT (PYHKIMIA)", pelieHre O BHECCHUH
W3MEHEHU B peecTp JiMieH3ul (00 OTKa3e BO BHECEHWU M3MEHEHUU B PeecTp
JUICH3WI) B Cllydyae peopraHu3anuu B (opMe TPHCOSTUHEHUS, CIUSHUSA
U (W) W3MCHEHHWS HAMMEHOBAHHWS IOPUAMYECKOTO JiMma W (Wid) MecTa
€ro HaXOXKJACHUS NPUHUMACTCS  JIMIECH3UPYIOIIUM  OPraHoM B CPOK,
HE TMPEeBbIIAOMNKA 3 pabounx JHEN cO AHS mpueMa 3asBeHus.".

5. B nynkTe 9:

a) a03arl mepBbIi U3JIOKATH B CIICAYIONIEH PEIaKIIAH:

"9. Ilpy HaMepeHWH OCYUIIECTBJISATh HOBBIE PaA0OTHI, COCTABJISIOIINE
NEATEIbHOCTh MO  MPOU3BOACTBY  JIEKAPCTBEHHBIX  CPENCTB,  paHee
HE MPEIYCMOTPEHHBIE PEECTPOM  JIMIIEH3WH, JIMIEH3WAaT K  3aABJICHUIO
O BHECEHUHM W3MEHEHUW B PEECTp JIMIEH3WA B JOMOJHEHUE K CBEICHHUSM,
yKa3aHHbIM B myHKTax | m 3 wactu 1 cratem 13 DenepanbHOro 3akoHa
"O NMUIEH3UPOBAHUH OTACIBHBIX BUJIOB JACATEIPHOCTH, TpUIaraet: ",

0) moanyHKT "0" M3IMOKUTH B CICAYIOIICH peaaKIINN:
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"0) cBeICHHUS O HAJIMYMM Y JIMIIEH3WAaTa HAa TpaBe COOCTBEHHOCTH WJIU
HA UHOM 3aKOHHOM OCHOBAHMHM HEOOXOAMMBIX [IJI1 OCYIIECTBJICHHS HOBBIX
paboT, COCTABJAIOMIUX JEATEIBHOCTh IO MPOU3BOACTBY JIEKAPCTBEHHBIX
CPEACTB, NOMELIECHUM, 30aHUN, COOPYKEHUA W HHBIX OOBEKTOB, TEXHUYECKHX
cpencTB, 00OPYJOBAaHUA W TEXHUUECKOW JTOKYMEHTAIlMU, COOTBETCTBYIOIIHUX
YCTAHOBJIEHHBIM TPEOOBAHUAM;";

B) MOAITYHKT "T" U3JI0KHUTH B CICAYIOMICH pPEIaKIIHH:

"I') IpW HaMEPEHWHW OCYIIECTBIATh MPOU3BOACTBO (hapMareBTUIECKON
CyOCTaHIIMM CMHMPTa STUJIOBOTO (3TaHOJA) - CBEIEHUS, IOATBEPIKIAOIINE
HaJMYue  Ha  TIpaBe COOCTBEHHOCTH,  XO3SAWCTBEHHOTO BEJICHUS
WJIM OTIEPATHUBHOTO YTPABJICHUS] OCHOBHOTO TEXHOJIOTHYECKOTO 000PYIOBaHUS
JUTSI TIPOM3BOJICTBA ATHJIOBOTO CITUPTA, 3apPETUCTPUPOBAHHOTO B COOTBETCTBUU
co cratweii 14' ®enepanpHoro 3akona "O rocymapCTBEHHOM PEryTHPOBAHHH
MIPOU3BOJICTBA u obopora STUIIOBOTO CupTa, QJTKOTOJTBHOU
¥ CIUPTOCOACPIKAIICH TPOIYKIIMU U 00 OrpaHUYEHUN MOTPeOIeHns (PacuThs)
ankorojapHoM  mponaykuuu''. CBeNeHWs O  pPErucTpaluyd  YKa3aHHOTO
00OpyAOBaHMS 3aMPANTUBAIOTCS JIMIICH3UPYIONUM OpraHoM y ¢eaepabHOTO
OopraHa WCTOJHUTENbHONW BJIACTH, OCYIIECTBIISIOMEro (PYHKIIMH MO KOHTPOJTIO
M Ha/30py B 00jacTM NPOM3BOACTBA M 000pOTa ATUJIOBOIO CIHPTA,
QJIKOTOJIbHOM u cupTocoAep Kamieit POy KIIUH, B pamKkax
MEXBEOMCTBEHHOTO MH()OPMAIITMOHHOTO B3aUMOACHCTBUSA,";

I') IOMIOJTHUTH TTOAIMYHKTOM "1 CIIEMYIOIEro CoaepKaHus:

") cneayromme T0KyMEHTHI (KOMMUA JOKYMEHTOB):

nepedyeHb JIEKAPCTBEHHBIX CPEACTB, MPOUZBOAUMBIX (TIAHUPYEMBIX
K MMPOM3BOJICTBY ) HAa TPOU3BOACTBEHHOM YUYacCTKE;,

J0ChE MPOM3BOACTBEHHOTO yuacTka (Mactep-daiin).".

6. JIOMOTHATG MyHKTOM 9' CITEIYIOLIEro COmep KaHHs:

"9! TIpexcraBicHie ITUICH3MATOM 3aSBJICHHS O BHECCHHWH W3MCHCHHIL
B PEECTp JIMICH3WN W TPUJIaraéMbIX K HEMY CBEJACHHA W JOKYMEHTOB (KOIHN
JOKYMEHTOB) ¥ X PACCMOTPEHHE JIUIIEH3UPYIOMIMM OPTaHOM OCYIIECTBIISIFOTCS
¢ yueToM myHKToB 7' 1 7° Hactostero Tlomoxerus.".

7. Ilyskt 13 momoaHUTh ab3aaMu CJIEAYIOIEro COASP KaHUS:

"ITo pe3ynpTaraM JOKYMEHTApHOW OLIEHKM O€3 MpPOBEAEHUS BHIE3THOMU
OIICHKU O(POpPMITIETCSI aKT JOKYMEHTAPHOH OIEHKH 10 (Popme, yTBEPKICHHON
JIUIEH3UPYIOIAM OPTaHOM.

[Io pesymbpraraMm BBIE3THOW OIEHKM B OTHOIICHUH JAESITEIIHOCTU
10 MPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB I METUIIMHCKOTO TMPUMEHEHUS
opopmisieTcss  aKT  OUEHKH 1o  (opme  oTyeTa, YCTAHOBJIEHHOMN

-




npwioxxeHnem Ne 4 k [Ipasunam mpoBeneHus (apmManeBTUUECKUX WHCIEKITH,
yTBepkaeHHbIM Pemenuem Cosera EBpasuiickoil 3KOHOMUYECKOW KOMUCCHH
or 3 Hosa0ps 2016r. Ne83 "OO yrBepxknenun IlpaBun mnpoBeneHus
(apmareBTHYECKUX MHCIEKIUMA'" .

[Io pe3ynbraraMm BBIE3JHON OLIEHKM B OTHOIICHUH JAESATEIbHOCTU
10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB Uil BETEPUHAPHOTO MPUMEHEHUS
opopmisieTcss akT OIEeHKH 10 ¢opme, YTBEPKACHHOW JIMIICH3UPYIOIINM
OpraHom.".

8. IIyHKT 13" nomomnuuTs ab3anamu CJICIYIOIIETO COACPIKAHMS:

"I[lo pe3yibTaTaM NEPUOAMYECKOTO TOATBEPKACHUA COOTBETCTBUS
JIUIEH3UATOB JIMIIEH3UNOHHBIM TPEOOBAHUSM:

B OTHOIICHUM JAESATEIIbHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB
JUTT  MEIUIIMHCKOTO TpUMEHeHus odopmirieTcs oTdeTr 1o (opme,
YCTAHOBJIEHHOM  mpwioxkeHuem  No 4 Kk IlpaBunam  mpoBeneHus
(dapmaneBTHUECKUX ~ WHCHEKIWW, yTBepxkAeHHbIM  Pemenuem  CoBerta
EBpasuiickoil skoHOMHMUECKOM komuccun OT 3 HosAOps 2016r. No 83
"O0 ytBepxaenun [IpaBmi mposenaeHus dapMareBTHIECKUX MHCIEKITHNA';

B OTHOILIECHUM JESATEIIbHOCTH MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB
JUTSI BETEPUHAPHOTO TPUMEHEHHs OQOpPMIIAETCA aKT OIEHKH 1o Qopme,
YTBEPKJACHHOMN JIULIEH3UPYIOITUM OPraHoM. ",

9. Ilynkt 14 nonoaHUTH ab3arieM CJIEAYIOMIEro COACPIKaHUS:

"[loaTBEpKaAE€HUE COOTBETCTBHUS COMCKATENS JIMIIEH3WW W JIMIIEH3UaTa
TpeOOBaHMAM  TpaBWJI  HaAJIekKaleil  MPOU3BOACTBEHHOM  NPAKTUKU
EBpasmiickoro  5KOHOMHUYECKOTO  COK03a  OCYHIECTBJISIETCS B paMKax
JIUIIEH3UPOBAHUS MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO
MIPUMEHEHMU S, TIPU MOJI0KUTEIHbHOM PE3yJIbTaTe KOTOPOTrO W MPUHATHH PEIICHUS
O TPEAOCTABJICHUU JIMIICH3UM B paMKax MPOUEAYpPhl JIUIIEH3UPOBAHUS
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB JUIi MEIUIMHCKOTO TPUMEHEHUS
BBIJACTCS CePTU(UKAT COOTBETCTBHUS MPOU3BOIUTENS JICKAPCTBEHHBIX CPENICTB
Ui MEAWIIMHCKOTO TMpPUMEHEHUs TpeOOBaHUSAM TpaBWl  HaAJIeKallen
MIPOU3BOJICTBEHHOM NMPaKTUKU EBpPa3uiickoro 3k0HOMUYECKOTO COr3a.".

10. JIomOJHUTH TYHKTOM 14! CJEIYIOIIETO CONCPKAHMS:

"14'. Cpok mpPEemOCTABICHMS JIHICH3WH JIMLCH3UPYIOMIM OpPTAHOM
HE MOXeT npeBbimath 30 pabounx THEH.

JIuueH3upyoumi opral BIpaBe MPOJIUTh CPOK MPEIOCTABIICHUS YCIYTH
Ha 10 pabGoumx AHEN B ciaydae, €CIIM COUCKATENb JIMLEH3WM 3asBJseT Oojee
3 aapecoB MECT OCYLIECTBIICHHUS JIMIIEH3UPYEMOTO BUAA AEATEIbHOCTH.
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B cayuae mpencrtaBieHus couckaTteleM JIMIEH3UM  (JIMIEH3UATOM )
3aSBJICHUS O TPEJOCTABJICHUM JIMIEH3UM (BHECEHWM HM3MEHEHHA B PEECTp
JIMIIEH3UI ) HAa OJIUH aJIPEC MECTA OCYIIECTBJICHUS ACSATEIIbHOCTH B OTHOIICHUU
pabot, ykazanubix B mynkrax 1.1.3, 1.2.1.7, 1.22,151.7, 152, 1.7.1, 1.7.2,
1.81,182,24.1,242,353,3.7.1.1 u 3.7.1.2 nepeunsi, npeaxycMOTPEHHOTO
npwioxkeareM Ne 1k  Hacrosimemy IlojoskeHHIO, CpPOK NpeaoCTaBJICHUS
JUIEH3UU WM BHECEHUS W3MEHEHUM B PEECTP JMIEH3UH JUIECH3UPYIOIIUM
OpraHOM HE MOXET MPEBbIATh 15 pabounx mHEH.

B cnydae mnpencrtaBieHus JIMIEH3MATOM 3asABJICHUS O BHECEHHUH
M3MEHEHUN B PEeCTp JIMIIEH3UM MPU HAMEPEHUU OCYIIECTBIIATh HOBbIE PA0OTHI,
COCTABJISIONIME JCITEIbHOCTh MO TMPOU3BOJACTBY JIEGKAPCTBEHHBIX CPEICTB,
paHee He TMPEeayCMOTPEHHBIE PEEeCTPOM JIMIIEH3WI, B OTHOILIEHUH PadoT,
yKa3aHHbIX B yHKTax 9 u 10 nepeuns, npeaycMoTpeHHOro npuioxenrem No 1
K HacrtosmeMmy I[lol0KeHUIO, OCYIIECTBIISIEMBIX IO OJHOMY aJpecy MecTa
OCYILECTBJICHUS AEATEIbHOCTU, CPOK BHECEHUSI U3BMEHEHUN B PEECTp JIUIECH3UIN
JULEH3UPYIOITMM OPraHOM HE MOYKET MPEeBbIaTh 15 pabounx aHei.".
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