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OG0 yrBepkaeHIu [IpaBriI # yCIIOBHIA JIMIICH3HPOBAaHHUA IMPOU3BOACTBA STHIOBOT'O
CHHPTa ¥ AJIKOTOJIbHOM MPOIYKI[NH, XPaHEHHUS M PeaIA3alliy STHJIOBOTO CIIHPTA, a
TaKKe XpaHEHHU U ONITOBOH peaIM3aliH AIKOTOIFHOM MPOAYKIHH (KpOMe IHBa)

YTparuBmmii caoy
IToctanosnenue IIpaButensctBa Pecnyonuku Kazaxcran ot 31 urons 1997 r. N 1195.
VYrtpartuno cuny - noctaHoBienuem [IpaBurensctBa PK ot 27 aBrycra 1999 r. N 1258
~P991258.

CHocka. B Ha3BaHue BHECEHBI U3MEHEHUS - mocTaHoBieHueM [IpaBurenbctBa PK
oT 19 sHBapA 1999 r. N 31 P990031 _

Bo ucnonnenne 3akona Pecnyonuku Kazaxcran ot 13 urons 1997 r. 2970121 "O
BHeceHuu u3MeHeHus B Yka3 IIpe3unenra PecnyOnuku Kazaxcran, umeromuii cumy
3akona, "O nuuensupoBanun" [IpaBurensctBo PecnyOnuku Kazaxcran mocraHoBusier:

1. YTBepauth npuiiaraemsie [IpaBuiia v yclioBUS JTULIEH3UPOBAHUS TPOU3BOJICTBA
ATUJIOBOTO COUPTA M AJKOTOJIBHON MPOIYKUUH, XPAaHEHUSI U peaInu3aliy 3THIIOBOTO
CIIUPTA, a TAKKE XPAHECHUSI U ONTOBOW pealn3aly aJIKOTOJIbHON MPOIYKIUU (KpoMe
n u B a )

CHocka. B nyHkT | BHEceHbI u3MeHeHus - noctaHoBieHueM IIpasurensctBa PK ot
19 AsHBaAps 1999 r. N 31 P990031

2. JInueH3uaram - MPOU3BOJUTENSIM 3THIIOBOTO CIIUPTA U AJIKOTOJIBHOW MPOAYKIIMH
no 30 ampens 1998 roga mpuBeCTH B COOTBETCTBHE C KBalU(PUKAIMOHHBIMH
TpeOOBAaHUAMHU  YCIOBHUS  JIUIEH3UPYEMBIX  BHUJIOB  JIEATEIBHOCTH.

CHocka. ITyHkT 2 - B penakuuu noctanoBieHus [IpaBurensctBa PK ot 27 sHBaps
1998 r. N 39 P980039

3. MuHHCTEpPCTBY I3KOHOMHKHU 1 ToproBiu Pecnybnuku KazaxcTan moAroToBUTH U
HaAIMpaBUTh akKKMMaM o0JacTeil U r. AJIMaThl IEpeUYeHb HOPMATUBHBIX JOKYMEHTOB T10
KBaJU(PUKAMOHHBIM TpPEOOBAaHMUSAM JIMLEH3UPOBAHHUS XpaHEHHS W ONTOBOM
peailu3anuu AJIKOTOJbHOM NPOAYKIUU.

[Ipembep-Munuctp
PecnyOnuku Kazaxcran

Y TBepxKICHBI



nocta”oBiieHueM [IpaBurenscTBa
Pecnybnuku Kazaxcran
oT 31 nronsa 1997 r. N 1195

[IpaBuna mu ycanoBHuHA
JUUEH3UPOBAHUS MPOU3BOJCTBA 3THUJIOBOTO CHOHUPTAa U
aJIKOTOJIbHOM MNPOAYKIWHU, XPAaHEHHS W pealu3alnuu
3TUJIOBOTO CHIHUPTA, a TaKXKe XpaHEHUs MU ONTOBOMU
peaiu3anuM ajJKOTOJbHOW MNPOAYKUUH (KpoMme MuBa)
CHocka. B Ha3BaHMe BHECEHbI U3BMEHEHUS - TocTaHOBIeHUEM [IpaBurenscTBa PK
OoT 19 SHBapA 1999 T. N 31 P990031

I. OOCmue MONOXEHUS

1. IIpaBuiia ¥ yCiaoBUs JMIEH3UPOBAHUS IIPOU3BOJACTBA ATUIOBOTO CIUPTA U
AJKOTOJIbHOW MPOAYKLUWHU, XPAHEHUS W pEAJM3alHUM 3TUJIOBOIO CIHPTA, a TAKKe
XpaHEHUsT M ONTOBOW pealMn3alUM aJIKOroJIbHOM MNpOAYKUUU (KpOME IHBA)
pa3paboTansl B cOOTBeTCTBUMU ¢ Yka3zoMm llpesunenta PecnyOonuku Kazaxcraw,
UMEIOIIUM cuily 3akoHa, ot 17 ampens 1995 r. 2952200 "O nunensupoBaHuun,
nocra”oBieHusiMu [IpaBurenscrBa PeciyOnuku Kazaxcran ot 29 nexadps 1995 r. N
1894 P951894 "O peanuzaruu noctaHosienus [Ipesnnenta Pecmy6nuku Kazaxcran
ot 17 anpenst 1995 r. N 2201", ot 14 deBpans 1997 r. N 217 P970217 _ "O mepax 1o
YHOOPSJOYEHUIO MPOU3BOACTBA, HMMIOPTA W pEATU3alUU 3THIOBOTO CHUpPTAa M
aJIKoroJibHOM npoaykuuu B Pecriydnuke Kazaxcran" u HarpaBiieHbl Ha oOecliedeHHe
rOCYJapCTBEHHOI'O0 PEryJIMPOBaHUs MPOU3BOJACTBA U 000pOTa ATUIOBOrO CHUPTA H
AJIKOTONBHOM OPONAYKIUMU.

CHocka. B nyHkT 1 BHEceHbI u3MeHeHNUs - noctaHoBieHueM [IpaBurenscTea PK ot
19 SHBaps 1999 r. N 31 P990031

2. Hacrosmue [lpaBuiia ycTaHaBIMBAaIOT NpaBuja BbIIAYM JIMIEH3UM

IOpUIMUECKUM U (QU3UYECKUM JIMIlaM Ha TMpaBO 3aHIATUA JULEH3UOHHOU
JEATEIBHOCTBIO, CBSI3aHHOW C IIPOM3BOJCTBOM 3TWJIOBOIO CIMPTAa U AJIKOTOJIBHOMN
OPOIYKIHMH, XPAHEHUEM M PealM3alHueil dTUIOBOrO CIHPTA, a TAKKE XPAHECHUEM H
ONTOBOM  peanu3zauueld  ajJKOroOJIbHOW  NHpPOAYKUMHM  (KpOMe€  IIMBA).

CHocka. B myHKT 2 BHeCeHbI M3MeHEHNs - noctaHoBieHueM [Ipasurenscta PK ot



19 sSsHBap4 1999 r. N 31 P990031
2-1. OnroBoii peanu3aluet aaKoroJbHOM MPOAYKIIUU (KPOME MHUBA) SIBJISIETCS

IPOM3BOAMMAs C TOBAPHBIX CKJIAJ0B CBOOOAHAS OTrpy3Ka 0€3 orpaHu4YeHs: 00bEMOB
C LIETBIO MTPOJaku, 0OMeHa, 0€3BO3ME3THOM Mepeiayun, a TakKe nepeaadn
3aJI0’)KEHHBIX TOBAPOB B COOCTBEHHOCTb 3aJIOTOIEPKATEII0, HE PEAYyCMaTpUBAIOILAs
WCMOJIb30BAHME TOPTOBBIX IUIOMIAJENM M 3aJ0B W Ipeaycmarpusaromas €Y
JAJIbHEUIITY IO

HEPENPOIAXKY.

CHocka. JlononHeHo nmyHKTOM 2-1 - moctanoBienueMm lIpasurenscrBa PK ot 22
uroHsa 1998 r. N 577

P980577

. B myHKT 2-1 BHECEHBI U3BMEHEHUS - TOCTAHOBICHUEM
[IpaButenscTBa PK ot 19 suBaps 1999 r. N 31

P990031 _

3. JIuueH3us (MaTeHT) BBIJAETCS HA KAXbIM BUJ ACSTEILHOCTH.

Bunsl nestenbHOCTH:

MPOM3BOJICTBO 3TUJIIOBOTO CIIUPTA;

MIPOU3BOJCTBO AIKOI0JIbHOM MPOAYKIINH;

XpaHEHHE U peanr3alns dTUIOBOrO CIUPTA;

XpaHEHUE U ONTOBAs peaau3allus aJKoroJbHOU MPOayKIUH (KpoMe
M1Ba).

II. TTopsimox BeIHAYM JIMIEH3UU

4. JIns momydeHus TuleH3uH (MaTeHTa) He0OXOUMBI CIICTYIOIIHIE
JIOKYMEHTHI:

3asiBiIeHUe ycraHoBiaeHHOro [IpaButenbctBom PecyOnuku Kazaxcran
obpasia;

KOTIHS CBUJIETENIHCTBA O TOCYAAPCTBEHHON PETUCTPALINH - TSI
IOpUINYECKUX JIULI;



JIOKYMEHTBI, MTOATBEPKIAIOIINE COOTBETCTBUE 3asIBUTENS KBATU(PUKALIMOHHOMY

YPOBHIO U TpeOOBaHUSAM, IPEIBABISIEMBIM ISl BUAOB JTUIICH3UPYEMO 1€ATEIbHOCTH;
3aKJIOYEHHE OpraHoB CAaHUTAPHOTO  HAA30pa;

JOKYMEHT, NOATBEPXKIAIOUIUA OIIaTy JHIEH3UOHHOTO cOopa;

3aKJIFOYEHUE OPTaHOB AKOJOTMYECKOT0 HAJA30pa - IS MOJIYUYEHUS JTULEH3UUA Ha
NPOU3BOJACTBO  JTUJIOBOTO  COUPTAa M  AJKOTOJBHOW  NPOAYKIWH;

KOIIMSI CBHUJIETENIBCTBA O FOCYAApPCTBEHHOW PETUCTPAllMM MHIWMBHIYaJIBHOTO

npeanpuHUMaTens - NI bu3nueckux TUL.

CHocka. B nyHKT 4 BHeceHbI U3MEHEHUS - noctaHoBieHusaMH [IpaButenscTBa PK

oT 27 suBaps 1998 r. N 39 P980039 ; ot 19 sauBaps 1999 r. N 31 P990031 .
5. Pa3Mmep NHIIEH3MOHHOTO cOOpa OIpeenseTcsl B MOPsIKe, YCTaHOBICHHOM
[IpaBuTENBCTBOM Pecny6auku KazaxcraH.
6. Jlunensus (mareHT) odopmisieTcss mo ycraHoBieHHOU [IpaBurtenbcTBOM
Pecnybnuku Kazaxctan dopme u sABIseTCS JOKYMEHTOM CTPOTOW OTYETHOCTH.
Yuer u XxpaHeHue OJaHKOB JIMIEH3UWM (IIaTEHTOB) BO3JaraeTrcs Ha
YIIOJTHOMOYEHHBIN rocy1apCTBEHHBIN oprax (munens3uap).

7. B ciyyae ocyliecTBIEHUS JIMLIEH3UPYEMOTro BUAA AEATEIbHOCTH B (puiinanax,
IpEeACTaBUTEILCTBAX, HAa JPYTHX TEPPUTOPHUATBLHO O0O0COOIEHHBIX OO0BEKTax,
3asBUTENb MPEACTABISET JOKYMEHThI, OTOBOPEHHBIE B a03allax 4YeTBEPTOM, IMSTOM U
ceabMOM TyHKTa 4 Hactosmmx [lpaBui, Ha KaIaplid (uiIHal, MpeaCcTaBUTEIbCTBO,
o 0 B e K T

B nuueH3uio BHOCATCA CBEAEHHUSI O KaxJoMm (uinale, MpeacTaBUTEIbCTBE,
00BbEKTE, Ha KOTOPBIX 3asBUTENb OCYLIECTBIISIET JIULEH3UPYEMbI BUJ JEATEIBHOCTH.

CHocka. [IyHkT 7 - B penakunu nocranoBieHus IpasurensctBa PK ot 19 sauBaps
1999 r. N 31 P990031

8. (IlynkT 8 uckitouen - nocranosnenueM I[pasurensctBa PK ot 19 siuBaps

1999 r. N 31
P990031
9. Pemienue o BeI1aue JUlleH3UHU (TTATEHTA) MPUHUMAETCS B TCUCHHE MECsIIa a

JJIA CY6’I)GI(TOB MaJIOTrO INpCAIPHUHUMATCIIBCTBA - HC IIO3AHCC JCCATUIHCBHOI'O CPpOKa
CO IHA IToAa4u 3as4BJICHUSA CO BCCMH HCO6XOI[I/IMBIMI/I JOKYMCHTAaMU.

CHocka. B myHKT 9 BHECeHBI u3MEHEHNUs - nocTaHoBiieHneM [IpaBurenscTBa PK



ot 19 suBaps 1999 r. N 31

P990031

10. JIunen3us (mateHT) 0hOpMIIIETCS B OJJHOM dK3EMILTISAPE, MPU yTepe
HE BO30OHOBIISIETCS, a BBIIACTCSI BHOBh B YCTAHOBJICHHOM IMOPSIJIKE.

11. JIunen3us (maTeHT) MOAMUCHIBACTCS PyKOBOAUTENIEM JTUIICH3UOHHOTO
opraHa Ju00 YIOJHOMOYEHHBIM Ha 3TO JIUIIOM U 3aBEPSAETCS Me4aThio
JULEH3Uapa.

III. TIpaBa u 00sI3aHHOCTH JUIIEH3MATa

12. JInnieH3unar umMeeT npaso:

3HAKOMHTHCSI CO BCEMH MaTepuajiaMu M0 BOIPOCaM MPUOCTAHOBIICHHUS,
peKpalieHus IeUCTBUS WK OT3bIBA JIMIICH3UM (ITATEHTA), a TAKKE
IPUCYTCTBOBATH MPHU PACCMOTPEHUH JIULIEH3UAPOM ITUX MATEPUAIIOB;

00>KanoBaTh:

OTKa3 B BbIJIa4€ JIUIIEH3UH (ITaTEHTa) B MECAYHBIN CPOK B Cy1eO0HOM
HOPSJIKE;

MIPUOCTAHOBJICHUE JICUCTBUS JUIEH3UU (TTaTEHTAa) B CYJCOHOM MOPSIJIKE.

13. JIntien3uar o0sA3aH:

coOJII0/1aTh HOPMATUBHBIE IIPABOBBIE AKTHI B C(hepe CAHUTAPHOMU, IKOJIOTUYECKOH,
NOXapHOW 0€30maCHOCTH M JIPYroro JEWCTBYIOIIEr0 3aKOHOJATENbCTBA,
cobytoaTh TpeOOBaHUs, MPEAbABISIEMble K JIMIIEH3UATaM, U3JIOKEHHBIE B

HAaCTOSAIHUX [IpaBumax;
MPUMEHATH MPHU NPOU3BOACTBE AJIKOTOJBHON MPOAYKIMU 3TUIOBBIA CIUPT,
NPOU3BEICHHBIU TOJBKO u3 MUIIEBOTO CBIPbS;

PEAIM30BbIBATh ATWJIOBBIA CIIMPT TOJBKO MHPHU NPEABABICHUU NOKYNATEIEM
COOTBETCTBYIOIIMX JIMIIEH3UM Ha IMPaBO IMPOU3BOJCTBA AJKOTOJIBHOW MPOLYKIIUH,
ne4eOHbIX U (papMarieBTUUECKUX MpernapaToB WIM JUIEH3UU Ha MPAaBO XPaHEHUS U
peanu3zanuu DTUIOBOTO CIUpTA;

pEaIN30BBIBATh 3TUJIOBBIA CHHUPT O€3 YIIaThl aKIIM30B T'OCYAapCTBEHHBIM
MEJUIMHCKUM YUYPEXKICHUSAM JIJI1 U3TOTOBJICHUS JEYEOHBIX U (papMalEeBTHUYECKUX
IIPENApPaTOB TOJBKO B COOTBETCTBUM C BBIJCICHHBIMU KBOTAMH, ITOATBEPKIACHHBIMU
JOKYMEHTAaIlbHO,;

peaIn30BbIBaTh STUIIOBBIM CIIUPT FOCYIAPCTBEHHBIM MEIUIIMHCKUM YUPEKIACHUSIM



JUIS.  U3TOTOBJICHUS JI€4EeOHBIX U  (papMaleBTUUECKUX TMpernapaToB CBepX
YCTAaHOBJICHHBIX KBOT C yIJaaTou aKIU30B;

pEaTu30BBIBATh ITHJIOBBIM CIUPT MJIs HCIOJH30BAHUSA B TEXHOJOTHYECKOM
IPOIIECCe TPH HM3TOTOBJICHWH HEAIKOTOJBHOW MPOMYKIIMU TOJBKO C pa3pelieHHUs
TUWIeH3uapa,;

peann30BBIBATh AJIKOTOJBHYIO MNPOAYKIHIO (KpOME MHUBa) TOJBKO MpHU

NPEABSIBICHUN TOKyNaTeleM JHUIICH3UH Ha XPaHEHHWE W ONTOBYIO peaavu3allfio
AIIKOTOJILHOM MPOYKIIMU UM Pa3pelieHUs] Ha OCYIIECTBICHUE POSHUYHON TOPTOBIIH,
BBIJJAHHOTO YIOJIHOMOYEHHBIM TOCYJIApCTBEHHBIM OPTaHOM, M CBHJICTEIHCTBA O
rOCyJapCTBEHHON  PErucTpallid  HHAWBUIYAIbHOTO  MPEANPUHUMATENS;

obecreunBaTh COOTBETCTBYIOIIHMI KYPHAIBHBIA yUET B pa3pe3e MOCTaBIUKOB U
norTpeobuteneint;

HE peajn30BbIBaTh TOBApPHI, MOJJIEKAIIUE 00s3aTesIbHON cepTudUKaluu, HE
UMEIOIIHNE CePTU(PUKATA COOTBETCTBHS YCTAHOBIEHHOTO 00pas3iia, a TakKe TOBaphl Oe3
HaJlU4Msi HAa HUX MapoOK akIu3HOro cOopa, moJJIexkamue MapKUpOBKE B
YyCTAHOBIEHHOM NOpsIIKeE;

HEe3aMEeJIUTENFHO MPEKpaIlaTh pealn3alrio TOBapOB B clydyae, KOrja OpraHoM,
OCYIIECTRIISIONIMM KOHTPOJIb 3a 0€30MacHOCThI0 TOBApOB (paboT, yciyr), 0ObsIBICHO
pelmieHue 00 179:4 U3BSATUU u3 obopora.

CHocka. B myHKT 13 BHeceHbl M3MEHEHHUS - TocTaHoBieHueM [IpaBurenscTBa PK
oT 19 SHBapPS 1999 r. N 31 P990031 _

IV. OTBeTCTBEHHOCTH JMIEH3MATA U KOHTPOJb
3a ymJIaToW JTHIEH3UMOHHOTO cOopa

14. 3asBuTENb HECET OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh MPEJCTABICHHBIX UM
JOKYMEHTOB ISl TIOJy4YeHHUs JMIEH3UU (MaTeHTa) B TOPSJIKe, YCTaHOBJICHHOM
JNEUCTBYOUUM 3aKOHOJAaTeIbCTBOM Pecny6nuku Kazaxcran.

15. JIunieH3uaT HeCET OTBETCTBEHHOCTh B YCTAHOBJICHHOM IOPSJIKE 3a

OCYIIECTBJICHUE IEITEILHOCTH 0€3 JINIIEH3UU (MaTeHTA).

Jloxo/1, MOMyYEHHBIN OT OCYILIECTBIEHHUS AEATEIBHOCTH, B OTHOIIEHUN KOTOPOU
YCTaHOBIICH JIMIICH3UOHHBIN MOPSAA0K, 0€3 JTUIIEH3UH (ITaTeHTa) MOJICKHUT U3BITHIO B
COOTBETCTBYIOIIHI OOKET IO UCKY YIOJHOMOYEHHBIX TOCYAapCTBEHHBIX OPraHOB, 32
VCKJIIOUCHUEM CIIy4aeB, YCTAHOBIICHHBIX 3aKOHOAATEIbHBIMU aKTAMH.

CHocka. B nmyHkT 15 BHeceHbl n3MeHeHus - noctaHoBiaeHueM [IpaBurtensctea PK
ot 19 suBaps 1999 r. N 31



P990031

16. KoHTpOIB 32 MOJTHOTOM ¥ CBOEBPEMEHHOCTBIO ITEPEUNCIICHNUS
JMLIEH3UOHHOT0 cOopa B OIOKET OCYILIECTBIISETCS] OpraHaMu HaJIOrOBOM
CITY>KOBI.

V. Yuer IMieH3ui 1 KOHTPOJIb
3a JINIEH3UPYEMOU JEATEIBHOCTBIO

17. Yder nunieH3uii (MaTEHTOB) W KOHTPOJIb 32 COOIOACHIEM
JMUEH3UOHHBIX MMPABUJI BO3JIaraeTcs Ha JIMIEH3Uapa.

18. KoHTpoab 3a coOI0I€HUEM JTULEH3HOHHBIX MTPABUJI BKIIIOYAET:

IPOBEPKY AECATEILHOCTU HA €r0 COOTBETCTBUE MPEIBSABISIEMbIM
TpeOOBaHUSIM K JAHHOMY BUJY JIMLIEH3UPYEMOI 1€ATEbHOCTH;

IPOBEPKY 3AHATHS JINLIEH3UATOM BUIOM JEATENBHOCTH, YKA3aHHOW B
JUIEH3UU;

IIPOBEPKY COCTOSIHUS y4eTa 32 000POTOM ATHIIOBOTO CIIUPTA U
AJIKOTOJIbHOW MPOAYKIWHU U MOATBEPKIACHUS €T0 COOTBETCTBHS MIPEABSIBIIEMBIM
TpeOOBaHHUSIM.

19. KoHTpOoas TPOBOAKUTCS IO MHULIMATHUBE JIUIIEH3UApA 1O
YTBEPKJIEHHOMY UM KaJICHIapHOMY IUJIaHy padoT, Ipe1yCcMaTpUBAIOLEMY
COOTBETCTBEHHO NEPUOAMYHOCTh U OXBAT MPOBEPKAMHU CYObEKTOB
JUIEH3UPOBAHUSL.

20. B ciyuae noctyruieHus: ”HGOPMAIIMU O HAPYIICHUSX BO3MOKHBI
BHEIIJIAHOBBIE ITPOBEPKHU.

21. Pe3ynbTaThl MpoBEpPKU 0POPMIISIOTCS aKTOM, (popMa KOTOPOTO
YTBEPKIAAETCS JTULEH3UAPOM.

VI. Ot1ka3 B BbIaue, MpEeKpaIieHue, OT3bIB
Y IPUOCTAHOBJICHUE JEUCTBUS JTUIICH3UU

22. JIuuensus (MaTeHT) HE BBIIACTCSI, €CIIN:
HE MPEJICTaBICHBI BCE JOKYMEHTHI, TpeOyeMble N nuieH3upoBanus. [lpu

YCTPAaHCHUU 3asgBUTEJICM YKa3aHHBIX IPEISATCTBHHA 3asiBJICHHE pacCMaTpUBACTCS Ha
00mux OCHOBAHUSIX ;



HEe BHeceH cOOp 3a BbIJaYy JHUICEH3UM WJIM TJaTa 3a IMaTEeHT;
3asiBUTE]Ib HE OTBEYAET YCTAHOBJICHHBIM KBaJU(PUKAIMOHHBIM TPEOOBAHUSIM;
B OTHOILICHUU 3asiBUTEJISI UMEETCS PEIIeHUE CyJa, 3alpellaoniee eMy 3aHsITUe
JTaHHBIM BUJAOM NesITEeIbHOCTH;
B HMHBIX CJlydyasX, YCTAHOBJCHHBIX 3aKOHOJATEIbHBIMHU aKTaMH.
23. 3ampemaercss OTKa3 B BblJla4e JIMIEH3WM (MMAaTEHTa) MO MOTHBAM:
HELEeJIECOO0Pa3HOCTH MPEAOCTABICHUS 3asBUTENIO MpaBa OCYIIECTBICHUS
JULEH3UpYyEMON NEeATENbHOCTH,;
HACBHIIIIEHHOCTU PbIHKA TOBapamu (paboTaMu, yciyramu), Ha TPOU3BOJICTBO JTUOO
peain3anuio KOTOPBIX TpebyeTcs JTULEH3US (maTeHrT);
o0ecrnedyeHuss MOHONOJBHOTO TIOJOXEHUS Ha pPBHIHKE;
COMHEHUH B JTMYHOCTHBIX Ka4eCTBaX M JEJIOBOW pEeIyTalluu 3asiBUTEIISI, B TOM
YyucJe MO0 MOTHUBaM OBIBIIEH CYJMMOCTH MPOILIBIX 3alpeTOB Ha OCYILECTBICHUE
IpeAPUHUMATENBCKON AESTENTbHOCTH, OT3bIB MPEIbIAYIINX JUIEH3UN (ITaTEeHTOB),
€CIIM OTHU 3alpeTbl U OT3BIBBI CYUTAIOTCS MPEKPATUBIIMMHU CBOM JACHUCTBUA (
MOTAIIEHHBIMU) B COOTBETCTBUM C YCTAHOBJICHHBIM 3aKOHOJATEIbCTBOM MOPSIAKOM.
24. YBenomieHue 06 oTkase B BblJaue JIIEH3UH (TTATEHTAa) ¢ YKa3aHUEM NMPUYUH
OTKa3a BpydyaeTcsi CyObeKTy B MUCbMEHHOM BHJE O] POCIIUCh WJIW HAIPaBJISETCs 110
MOYTE€ C YBEIOMJIEHHEM B CPOKH, YCTAHOBJCHHBIC ISl BBIJAYU JIULEH3UU.
25. Jluuen3ust (maTeHT) MpPEKpallaeT CBOE NEWCTBHUE TOJBKO B CIydasix:
UCTEYECHHUS CpOKa, HAa KOTOpPBIM BbIJaHA JIUIEH3US (MATEHT);
COBEPILICHHS JIEUCTBUI B MOJTHOM 00bEME, Ha OCYIIECTBIEHUE KOTOPHIX BbIJIaHA
TULEH3U S (matTeHT);
OT3bIBA JULEH3UU (matenra);
npeKpalieHuss MpeANpPUHUMATEIBLCKON JeSITeIbHOCTH (PU3UUECKOro JIHIIa,
peopraHu3zanuu 178101 JUKBUIAIUU IOPUIUYECKOTO auna.
26. Cropsl, CBsI3aHHBIE C TpEKpalleHueM IEeUCTBUS JUICH3UU (TaTeHTA),

pa3pemarmwTCH cyaiamu.
27. JIunien3us (MaTeHT) MOXKET ObITh 0TO3BaHA B CyI€OHOM MOPSJIKE, €CITU UHOE HE
npeayCMOTPEHO 3aKOHO/IaTEeIbHBIMHU aKTaMu B clydJasx:

HEUCIIOJIHEHHUSI JIMLIEH3UAaTOM TPEeOOBaHUM, COJIEPXKAIIUXCS B TUIIEH3UH (TTIATEHTE);
HEYCTpaHEHHUSI NMPUYUH, MO KOTOPHIM JIUIIEH3UAP NPUOCTAHOBUI JACHCTBUE
TULNEH3UHU (matenra);
3ampelieHus: CyJIoM JIMIIEH3UaTy 3aHUMAaThCA TEM BHUAOM JEATEIbHOCTH, Ha
OCYIIECTBJIECHHE KOTOPOro OH o0JajaeT JUIEH3HEH  (IMaTEHTOM).
28. HeucnoyiHeHHe TULEH3UATOM JUIIEH3UOHHBIX MTPaBUII

YCTAaHABJIMBACTCA ITYTCM IIPOBCPOK, ITPOBOAUMBIX JIMICH3UAPOM WJIN MHBIMHA
YIOJJHOMOYCHHBIMHU I'OCY IAPCTBCHHBIMHA OpraHaMM.



CHocka. B myHKT 28 BHECEHbI U3MEHEHUS - TocTaHOBIeHUEeM [IpaButenscTBa PK

ot 19 suBaps 1999 r. N 31

P990031 _

29. JIuuens3uap BIpaBe NPUOCTAHOBUTH JECHCTBUE JIMIICH3UM (TTATCHTA)

Ha CPOK JI0 IIECTH MECSAIIEB MPU HECOOIOICHNH JTUIICH3UATOM JIMIICH3UOHHBIX
paBUJL.

30. PaccmoTpeHnue Bompoca 0 MPUOCTAHOBIICHUHN JSUCTBUS JIUIICH3UN
(maTreHTa) mpoBOJIUTCS MO pe3yIbTaTaM IMPOBEPKH C YUaCTHEM JIMILIEH3HATa.

31. JIuuens3uaT noJ pocnuch UM U3BEIIEHUEM I10 TTouTe (C
yBEJOMJICHHEM) OTIOBEIIAETCS O IHE U MECTE PACCMOTPEHUS BOIIPOCA O
MPUOCTAaHOBJICHUU JEUCTBUS JTUIEH3UU (TIaTEHTA).

32. B ciiyyae HesBKH JIMLIEH3UATA [1OCIE TOBTOPHOTO MUCHMEHHOTO
MIPUTJIAIICHUS] PEIICHUE O MPUOCTAHOBIICHUM JIEUCTBUS JTUIIEH3UH (TTaTEHTA)
MPUHUMAETCS JIMIIEH3UapOM B €TI0 OTCYTCTBUE.

33. (ITynkt 33 uckitoueH - nocranosyienneM IIpaBurensctBa PK ot 19 ssHBaps
1999 r. N 31

P990031

34. Pemenue nuiieH3napa 0 IpruOCTaHOBICHUH ICUCTBUS JINIICH3UU
(maTeHTa) BpydaeTcs JUICH3UATY 0T POCIIHCH JTUOO BBICHUIACTCS IO TIOUTE
(C yBe1IOMJICHHEM).

35. Ilocne ycTpaneHus JUIEH3UAaTOM IPUYKH, IO KOTOPBIM JEeHCTBUE
JUIEH3uM (TaTeHTa) ObUIO MPUOCTAHOBJIEHO, IEUCTBUE JTUIIEH3UU (TTaTEHTA)
BO300HOBIISIETCS, O YEM JIMIIEH3HAT OMOBEIIACTCS MO POCIUCH B MUCbMEHHOM
BUJI€ TUOO COOOIIEHUEM IO TTOYTE (C YBEIOMIICHUEM).

36. Pemmenue o BO30OHOBJICHUH JICHCTBUS JIUIICH3UH (TIATCHTA)
PUHUMAETCS JIMIICH3UAPOM ITOCJIE MPOBEACHHOM MMPOBEPKH.

37. (Ilynkt 37 uckioveH - nocranopienueM [IpaBurensctBa PK ot 19 siuBaps
1999 r. N 31

P990031



VII. KBanudukarmonnsie TpeOOBaHUs, TPEABIBISICMbIC
K CyOBEKTY JTUIICH3UPOBAHUS 10 BUIAM
JUIICH3UOHHOMN NEeSITeTbHOCTH

38. Jluuen3us (maTeHT) Ha MPaBO 3aHATHUS JIULEH3UPYEMOH NIEATEIbHOCTBIO,
BbIIaeTCs CYOBEKTYy, KBaJdU(UKAIMOHHBIM YpPOBEHb KOTOPOIO COOTBETCTBYET
npeabsaBAseMbiM  TpeOOBaHUSAM  [JIsI  JAaHHOTO  BHUJAA  JAEATEIbHOCTH.

39. Jlunen3uu (MaTeHThI) HA TPOU3BOJICTBO ITUIOBOIO CIUPTA U AJTIKOTOJbHOU
OpOaYyKIUHU BBIJJAIOTCH npu HAaJUYUU:

BO3MOKHOCTH ITPOM3BOJICTBA 3TUJIOBOIO CHUPTA M AJKOrOJBHOW MPOAYKIUU (
KpoMe BHMHAa H muBa) B oObeme He HHUke 200 TBIC. Hmamx B TOI;

TE€XHOJIOTMYECKOT0 ¥ BCIIOMOTAaTENIbHOI'O 000pYAOBaHUs, CEPTUPUIUPOBAHHOTO B
YyCTAaHOBIEHHOM NOpsIIKeE;

CIIUPTOU3ZMEPSIOMINX anmnapaTtoB (MpHU MPOU3BOJCTBE ATUIOBOIO CIUPTA) U
npubopoB yuera 0OBEeMOB (IIpU MPOU3BOJACTBE AQJIKOTOJBHOW MPOTYKIIHH),
OTUIOMOMPOBAHHBIX  JIUIIEH3MAPOM U  YJOBJIETBOPSIOMIUX yCTAaHOBJIECHHBIM
TpeOOBaAaHUSIM ;

UCHIBITATENIbHON JTA00OpaTOPUH TI0O XUMHUYECKOMY M TEXHOJIOTUYECKOMY KOHTPOIIIO
OpOM3BOJCTBA M KadyecTBa MNPOAYKUHH, AaTTECTOBAHHOWM Ha 3aABUTEINS;

HOPMAaTUBHBIX MPABOBBIX AKTOB M TEXHUYECKOM NOKyMEHTaluu B cdepe
OI€esSTEeAbHOCTH;

KYPHAJIOB XUMUYECKOT0, TEXHOJIOTUYECKOTO U MUKPOOHOIOTMUYECKOI0 KOHTPOJIS
IPOU3BOJICTBA, & TAaKXE MEPBUYHOTO M OyXrajaTepCKOro ydeTa MPOU3BOJCTBA U
obopora 3TUIIOBOTO cnupTa " aJIKOTOJILHOM NpPOAYKIUU;

CTAaI[MOHAPHBIX KOMMYHHUKAIUMWA - CcHOyk0 BOJO-, Hapo-, XO0Jo0id0-,
AJEKTPOCHAOKEHUS W KaHaJIW3alMM, OOecrneunBaInX (YHKIHOHUPOBAHUE
IIPOU3BOJICTBA B COOTBETCTBUM C TpPeOOBAHUSMH HOPMATUBHOM M TEXHUYECKOMU
JOKYMEHTAaluH,;

BECOBOTO " MEPHOTO X034WCTBA;

YCTaHOBJICHHBIX YCJIOBUHM XpaHEHHUS 3TUIIOBOTO CIUPTA U AJIKOTOJIBHON MPOAYKIIUU
, TOOOYHBIX MPOAYKTOB IPOM3BOJICTBA, CHIPhsI, BCTIOMOTATEIbHBIX MaTEPHAIIOB, Taphl B
COOTBETCTBUHU C TpeOOBaHUSIMU HOPMAaTUBHOM TOKYMEHTAIUH;

METPOJIOTHYECKOro 00ecrieueHrs MPOU3BOCTBA U UCTIBITATENbHOM TabopaTopun
cpencTBaMu U3MEpEHUMN;

anmapaTypHO-TEXHOJIOTHUYECKOM CXEMbl MPOU3BOACTBA C CHEUH(pUKALUEH



o00OpyZ0BaHMs, KOMIAHOBOUHBIX IIJJAHOB PACCTaHOBKM  OOOpYyAOBaHHS.
CHocka. B myHKT 39 BHEceHbI U3MEHEHHUS - nocTaHoBiIeHUsAMU [IpaBurenscTBa PK
oT 27 suBaps 1998 r. N 39 P980039 ; ot 19 sauBaps 1999 r. N 31 P990031 .
39-1. JInueH3us Ha NPOU3BOACTBO ATUIIOBOIO CIMPTA U AIKOTOJbHOW MPOIYKIIUU
BBIIAETCS] OpraHU3alMsIM, UMEIOIIUM COOCTBEHHBIE IPOU3BOJICTBEHHBIE IOMEIEHUS,
JUHUM pO3JIMBAa M MHOE TEXHOJOTHYECKoe 00OpyIOoBaHHE, HEOOXOauMoOe s
IPOMU3BOJCTBA ITHJIOBOIO CIHUPTAa U AJKOTOJIBHOM mNpoaykiuu. JluneHsupoBaHue
NESATEIbHOCTH, CBSI3aHHOW C OTHOIICHWSIMH apEH]bl YKa3aHHBIX ITOMEIICHUN H
o0opynoBaHUS He JOMyCKaeTcH.
Cuocka. JlonnonHeHno myHkToM 39-1 - nmoctanoBinenuneM IIpasurensctBa PK ot 19
AHBApA 1999 r. N 31 P990031
40. JIuueH3uu (maTeHThl) HA XpPAHEHUE U PEANM3AIUI0 ATUIIOBOTO CIHUPTA,
XpaHEHHUE U ONTOBYIO pealn3aliio aJIKOTOJbHOM MPOIyKIUHU (KpOME TUBA) BbIJAIOTCS
opu HaldlWudYUH
I OMGETININ € H U H
OCHOBHBIX - JIJI1 XpaHEHUsI, IPUEMa U OTIIyCKa TOBAPOB, TPUEMO-PACIIAKOBOYHBIX,
YHAKOBOYHBIX, aBTOMOOMJIBHBIX W/MJIM  JKEJIE3HOJOPOXKHBIX  IMOJBE3/10B;
BCIIOMOTATEIbHBIX - JIJISi XPAHEHUs] Tapbl, PEMOHTHBIX MAaCTEPCKUX, KOMHATBhI
TOBapHBIX 00pa3lOB U MPOJaXKHU TOBApOB, JabOpaTOpUU ISl MPOBEPKU KadecTBa
OpOAYyKIMHM (IIpU XPAaHEHMM W pealM3allud STUIOBOTO CHUpTa) U JOroBOpa ¢
cepTUPUIIMPOBAHHON J1abopaTopueil Ha OCYUIECTBJICHHE KOHTPOJIA 3a KaueCTBOM
npuodperaeMoil U peaauzyeMoi MpOoAyKIUH (IIPU XpaHEHUH U ONTOBOW peanu3aluu
AJIKOTOJIBHO M NPpOAYKIHHU (kpome NHUBA);
VUHKEHEPHO-TEXHUYECKUX - BEHTUISILIMOHHBIX KaMep, KOTEJIbHBIX, JUIsl XPAHEHUS
X035IMCTBEHHOI'O UHBEHTaps U 000pYAOBAHMS, IJIs1 CTOSTHKH MObEMHO-TPAHCIOPTHBIX
MEXaHU3MOB, s CTOPOXKEBOW 51 MOXKAapHOU OXpaHBbI;
COOTBETCTBYIOLIEIO0 TEXHUYECKOI'O COCTOSIHUSI MaTE€pUATbHO-TEXHUYECKOU 0a3bl
OPEINPUITHS: KOMMYHUKALIMOHHBIX CHCTEM - XOJIOJHOTO M TOPSAYEr0 BOJAOCHAOKEHUS,
KaHaJIu3aluu, OTOIICHUS, AIEKTPOCHAOKEHUS, BECHTUJISLIUH;
IIPOTUBOIIOKAPHBIX YCTPOWCTB, OXPAaHHOW CUTHAIM3ALUH, CKIAICKOTO,
OJbEMHO-TPAHCIIOPTHOI'O,  KOHTPOJIbHO-U3MEPUTEIIBHOTO  00OpYJOBaHUS;
HOPMATHBHBIX MPABOBBIX AKTOB M TEXHUYECKON JOKYMEHTAIlUH,
pPErIaMEeHTUPYIOIINX JEITEAbHOCTh NPEANPUATHH, 3aHATBIX XPAHEHHEM U
peanu3anuend dTUIOBOrO CHUPTA, XPAHEHUEM U ONTOBOW Peain3alued aJIKOTOJIbHOU
OPOAYKIIMHU C LIETBI0 oOecrieueHus: TpeOoBaHU 0e30MacHOCTH ISl )KU3HH U 37J0POBBS
norpebureneil (canutapHble HOpMbl U npasBuia, ['OCTeI, npaBuia poO3HUYHON
TOPTOBJIM AJKOTOJbHBIMH HalUTKAMU M NHBOM, HOPMBI W NpaBUJIa MOXapHOUI
0€30MacHOCTH, OXPpaHBbl OKpYyXKarIen cpenasl 17§ T.1.);
COOTBETCTBYIOIIEH CHCTEMBI KOHTPOJIA 3a KauyecTBOM IpuoOpeTraemMoil u



peanu3yemMou NPOAYKUHUU;

NEPBUYHOTO M OYXTaJITEPCKOro yyera 000poTa 3TUIOBOrO CIUPTA U aIKOTOJIbHOM
0poOaAYyYKIMHTH

CHocka. B nmyHkTt 40 BHeceHbl U3MEHEHHUS - TocTaHoBieHueM [IpaBurenscTBa PK
oT 19 SHBApA 1999 r. N 31 P990031

40-1. JIuiieH3un Ha XpaHEHUE U ONTOBYIO PEATU3AIUIO AIKOTOJIBHON MPOAYKIIHH (
KpOME MKBa), IOMUMO TPeOOBaHUM, MPETyCMOTPEHHBIX B MyHKTE 40, BBIAAIOTCSA TIPU
H a1 4 4 U "

OTCYTCTBHUSI YOBITKOB M 33JJ0JDKEHHOCTH IO HAJIOraM U APYruM (pMHAHCOBBIM
o0s3aTenbCcTBAM nepen roCy1apcTBOM;

omnbITa paboThl B cpepe TOProBo-nocpeTHUUECKON JEATENHHOCTH HE MEHEE OJTHOTO
r o oo a

Cnocka. [Jononneno nyHkTtoM 40-1 - mocranoBnenueM IIpaButenscta PK ot 22
U0 H A 1998 r. N 577 P980577 _

41. Beigaya TUUEH3UN HAa pean3alyio 3THIOBOTO CIIUPTA, ONTOBYIO PEATU3ALNIO
AJIKOTOJIBHOM MPOAYKIMHU (KpOME MHBA), HE MPEayCMaTPUBAIOLIUE CTAAUN XPaHEHUS
JAHHOW MPOAYKUHUH (TOProBO-IIOCPEIHUYECKAS] AECATEIBHOCTh B ONEpalUsIX I10
ONTOBOM peanun3aiiu), JOMyCKaeTCs Ha COBEPIIEHUE ONpEeICHHON X03SIMCTBEHHOM
olepanuu B IMpejesiax pa3penieHHoro o0beMa, Beca WM KoJmdyecTBa 0e3 Haluuus
COOTBETCTBYIOLIETO COCTaBa IOMEUICHUH, TEXHUYECKOTO WU METPOJIOTHUYECKOTO
obecrieueHus, ykazaHHbIX B MyHKTe 40 panabeix IlpaBun. B stom cayuae
pe/ICTaBICHUE OKYMEHTOB, MIPEIyCMOTPEHHBIX ab3allaMu YeTBEPTHIM U CEIbMBIM
NyHKTa 4, He TpebyeTtcs.

Caocka. ITynkr 41 - B penakuun nocranosneHus [Ipasurenscta PK ot 19 sauBaps
1999 r. N 31 P990031 _
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