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3ASIBKA HA ITOKYIIKY

[Ipoieaypa 3aKyIKH U3 0/IHOI0 HCTOYHHKA
«26/5-3-113 JlekapeTennoce cpeacrso Jlepobynusakani (3aperucrpuposannoce /
HE3APErUCTPHPOBAHHOE JICKAPCTBEHHOE CPE/ICTRO )

I. Ceeens 0 BHJIC NPOIELYPBI FOCYAAPCTBEHIION 3ARY K

Bun nponenypel
rOCYIAPCTBEHHON 3aKyIKH

[Tporte/ypa 3aKy K1 U3 OJIHOTO HCTOUHHKA

Ocunopatue Beibopa
[IPOILE/LY Pbl 3AKYIIKH H3
OJIHOI0 UCTOYIHHKA C
YKa3alueM HOPMbl
3AKOHOIATEIILCTRA O

rOCY IapCTBEHIDIX

BAKY KX,
HPEC/LOCTABISIONIEH TaKoe
HpaBo

[1.7 upunosxenus x 3akony PecnyGmikn benapycs or 13.07.2012
No 419-3 «O rocylapcTBEHHLIX 3aKylIKax TOBapok (padoT, yciyr)»

(e — 3akon), 4. | moan. 1.1 mn. 1 mocranoslicHus Conera
Munmcrpos  PecnyGuuku — benapyes ot 08.05.2025  Ne 252

«0O clayvasx | nopsjike 1npoBeCHH:I IPOIEJY Phl 3aKyIKH M3 0J1Horo
HCTOUYHHKA Ha DJICKTI)OIIIIOI‘;! TOpFOBOﬁ [IJTOLILAJIKER

I1. CBeaenus 0 3aKa3’uHKe

Hanmenopanue ((paMuiins,
coOCTBCHHOE UMSl, OTUCCTBO
(eciiM TAKOBOC MMEETCs) —
U1t HHJIMBULY JILHOTO
HpeJipHHUM 1!'1'(3.][51)

Usnoxeno B Ipunoxkennn Ne2

MecTo HaxouicHus (MecTo
JKHTEIILCTRA)

WMsnoxeno B [puioxenuy Ne2

VyeTHbli noMep
e/ bimKa (rpu
HaJHYH )

Msnosxkeno B [puiioxkennu No2

[1L. Ceesrennst 00 opranmsarope

HanmenopaHue
IOPIIMUECKOT0 1A

TOproBo-1poN3BOJICTREIHOE peciyDJIMKAUCKOC YITNTapHOC
npeuipustue «Muncias dapmartusi

MecTo HaxoKACHHs

223034, Mutckast objiacTb, MUHCKHI paiion, 1. 3aciiabib, YL
Coserckas, 128, kopnyc Ne 2, nomerenue 90




YuerHplii Homep
nnaTesiblnKa

600013211

V. Cejienmst o npejivere rocyaapersennoii sakynku (usiosxeno s [pnaoxenmn Nel)

V. Ceejtennst 0 npoueype 3aKyInKu U3 0/{lHOro HeToMHHKA

[TopsiIOK 11pe/10cTaBIICH s
JIOKYMEHTOR

JIOKyMEHTBI U (MJIH) CBEICHHMS TIPEJOCTABITAIOTCS OCTABIIHKAMI 2
Ge1opycCKoM H (HITH) PYCCKOM A3BbIKaX MOCPE/ICTBOM HX PasMCIICHH S
HA DJICKTPOHHON TOProBOH ILIOLIAJAKE B CPOKH. OIPC/ICICHHBIC
3aKa3UUKOM (OpraHu3aropoM). ¢ 00S3aTEIbHBIM HX MOJUTHCAHHCN
EKTPOHHON LH(POBOI 1O/ITHCHIO.

Komuu  JOKyMENTOB, HCIHOJHEHHBIX Ha HHOCTPAHHOM  S3BLIKC.
[PECTaRIAIOTCS C MCPEBOJIOM Ha pyCCcKuit u (uim) Oesopyceriii
S3BIKH.

BMmecre € HpPEUIOKEHHEM  PCKOMEHAYCM  HOCTABINHKY
npelocTaBuTL  MIQOPMAIHIO LISl TOJATOTOBKH  JI0roBopa/
KonTpakTa 1o popme npirozkenist Ned K 3asiBie na noKynky.

Koreunas jara (jlara
MeTedeH st cpoka)
[IpEe/IOCTABICHHS
JIOKYMEHTOB W (MJIH)
CBEJICHHI MTOCTABIIHKAMH

19.06.2026

Cpok pazmenicHusl
NOCTaBIHKOM Ha
HIEKTPOHIION TOProBoii
MJIONIA/IKE 3a1poca o
pa3bIACHEHUH 3asBKH Ha
HOKYIIKY

16.06.2026 23:00-

Cpox pazmetienus
3AKa3UMKOM
(opranu3aTopoM) Ha
HJICKTPOHHON TOProBoit

[IJIOIIa/IKE OTBCTa Ha 3aIpoc
[TOCTABIIHMKA O Pa3bLACHECHUH

3asBKH 1A MOKYIIKY

18.06.2026 23:00

[Tpesenbuas CTOMMOCTD

fpe/ivMera rocy1apcTBeHHOM

3AKYTIKH

M3noxena B Ipunoxenun Nol

TpebGoBanust K CO/IEPIKAHUIO

MTPE/UTOMKCTTH A

B caywae, eciM  JICKapCTBEHHDIN npcrapar - sBJsercs
3apErHCTPUPOBAHHBIM B Pecnybnuke benapycnb HJH
3aPCrUCTPUPOBAHHBIM B paMKax LBpasuickoro HKOHOMHUCCKOro
€O103a, KAueCTRO TMOCTABJSICMOIO TOBapa JIOJIKHO COOTBCTCTBORATI
HOPMATHBHO-TEXHUUCCKOIT J0KYMEHTaIlMK, 3aperucTpupoBainioil »
Munucreperse 3jipasooxparciust PecnyOnuku benapycn.
Jlonyckaiorest K y4acTHIO B IPOIEJYPE rocy/1apCTBCHHON 3aKy K
3aperucTpUpPOBAHBIX JICKAPCTBEHHBIX 1IPENapaTon:

— JIeKapCTBEHHBIC MPENapaThl B yNAKOBKE ¢ IH3AHHOM, OTIHUYHBIM OT
COIIacoBaHHOTO MUHHCTEPCTBOM 37paBooxpaHenus Pecnydimkn
Benapych, POU3BEACHHBIE JUIs POCCHHCKOTO PRIHKA C MPHIIOAKCHHCM
K Kay/10# YIIAKOBKE HHCTPYKIIMH, COIJIACOBANNOM IIPH perucTparii
B PecnyOiinke benapycsb,
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HCTLIPEX JICT,

— JIGKAPCTBCIHIBIE TIPEHapaThl, HPOH3BEICHIBIC JUISl HHBIX PLIITKOR,
HPH IPEOCTARICHHH PYCCKOS3BIUION HHCTPYKILHH (COIIACOBANIIOH
npu perucrpatwn B PecnyGunie bejapych) juist Kakloi yHaKkosky
MOCTABIEICMOrO  JICKAPCTBCHIOIO Hpenapara, JUis HCHOJL30Ballisl
HCKJIOUHTENLHO B YCJIOBHSX cralonapa, Jido ¢ pyCccKos3bItHbIM
CTHKEPOM H € IPEJIOCTABICHHEM PYCCKOS3BIMION  HHCTPYKIMH
(cornacopanioii npu perucrpaiun B PecnyOimke bemapyce) juis
Kauk/JIOH YIAKOBKH 110CTABJIACMOIO JICKAPCTBCHHOrO Hpenapata JuLl
MCIOIIL30BANK B YCJIOBHSX CTAallHOHapa W pealiM3alii  uepes
aITeunylo ceTh npeanpusTnii «Dapaars».

B cuyuae, eci no pesyibmamam npoyeoypul 20cyoapemeenion
SUKYAKU — YHUACIHUKOM byoem onpeadeaen ROCMAGLUR,
NPEONOACUGUILT K NOCIMAGKE JCKAPCMGEHINGIT NPendpam 6 YIanoGre
¢ OUBATNOM QML WIHBIX POLIKOG, NPU NOCIMAGKE MOGAPA NOCINUGU[UR
QoaIcen NPeOCmasunG NOMHLIL NARCI QOKYMCIINOG OISt NOJVUCHLU
})f!;f/?(’[!!t’.’.’ln’)! e ])(3(.’!.-’”!3(”/1”0 G OousdLe VHRAROGKU, ONULHYTTOM ol
coenacosainoeo  Munucmepemeon  zopasooxpanenust  Pecnyoiuuni
beaapycs, 6 COOMEEMCMEU ¢ 3ak0no0ameisemeon  Pecnyiis
Benapyco, 6 mom uucie Xo0amaiicmeo om Npouseooumes wi
epacamens pecucmpayionio2o yoocmoGepeiisl.

Taicke JIONYCKAIOTCS K YUacTHIO B IPOIE/LYPE IOCYMapCTBCHION
JAKYIKH  3apErHCTPHPOBAHHLIX  JICKAPCTBEHIBIX  HPCIAPATOB
JICKAPCTBEHHBIC TIPENApAThl ¢ JAM3aioM YIAKOBKH W HHCTPYKILHCH,
COOTBCTCTBYIOIMMH PAIICE COMIACOBANIDIM JIH3aiIly 0 HICTPYKILHH,
[IPH YCIIOBHH, YTO JIAHHBIC JIEKAPCTBCHHBIC HPEHAPATH IIPOH3BC/ICHbI
re nosjree 180 maueil ¢ MOMETa yTBEPIK/ACHHS H3MCHEHHI,
KaueeTBo  1OCTABISICMOrO — TOBApa  JIOJBKHO  COOTBETCTBOBATL
HOPMATHBHO-TCXHHUECKOH JIOKYMEHTAIHH, 3aPCIHCTPHPOBALIION 1
Munucreperse 3apasooxpanetus Peciydnnku besapyce.

B cayudde, eciu yHacnux I’I])(,‘().'I(.'('(.'L’N? K HocHdeKe J[C’I\'(I[JL-‘H.'()’L’/H.'!J.’l‘.f
npenapam, nd KOMOoPLLL 3apPe2ucmpuposdaid nPeoeivlds Omnycra
yenda npouseo0umensd, mo IPeoaoACeiiue MAaKoeo y4achurd e
Modicem ee npesuluiams. [lpednodcenue yuacmiurda nda nocndaery
ACKAPCIGEHI020  APERAPAING  OMIKNOUACINCH, — eCAU  3ARYNUCMbIL
A'IL‘I\'(.’f){.'ﬂ?(;’(fi.'.f!(')!i]' npendapan GRAIoUeHn 6 nepeycio .’[GIC(I[JL‘.'.’.’(:‘L’!H.'b.'..\.'
npenapanmoe, H[)G()(ffn'h”bn'ff OmMnycrKible yenot i Konmopole nOOACHCAN
peaucmpayi,  HO - yend  nd - APeOuodCentuil Ko ROCIAGRC
ACKAPCMGENINBLI APERAPAm 1e 3apecucmpupocad (Omeymemeyem ¢
«locydapemsennom — peecmpe  NPeoebibIX  OMAYCKIGIY el
Hp()HB()‘()()IHT?GJ:’GE:' na Jexkapcmaeeniole L']JB()CH?()’H)) 2
«locyoapemeennom — peecmpe  ApeOenbILIX  OMNAYCKILIY el
I’I,'?()l.’3’()'()()!”??{3,761,‘{ Jerapemaeciinbix L‘[)L’()L‘IH()’ He exapenmectinsble
II])(:’I'I(I]JHHHJI»).

OcTaroutblii CpOK TOMHOCTH JICKAPCTBCHILIX 1IPCHAPATOBL JI0JIKeL
ObITh:

e menee 40% 0T yCcTAHOBJICHHOIO IPOH3BOJIMTENEM Hia JaTy
[OCTABKH, 1IPH OCHOBHOM CPOKE rojiocTh 4 rojia u doiee;
— e smenee 50% oT yCTAHOBJICHHIOIO HPOM3BOAMTCIICM Ha Jlary
HOCTABKH, IIPH OCHOBHOM CPOKE TOJHOCTH Oosiee JIBYX JICT 1 JI0
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— ne Menece 60% oT YCTAHOBJIEHHOIO [MPOM3BOJIMTEICM Ha JlaTy

[MOCTABKH HPH OCHOBIIOM CPOKC ro/INOCTH JIBa 1ojia;
— ne menee 70% or YCTanoBICHHOTO MPOU3BOJIMTCIIEM Ha JlaTy
[TOCTABKH I1PH OCHOBIHOM CPOKC IO/IHOCTH McCHCEC JIBYX JICT.

[Tepeuenn JJOKYMCHTOB H
(WJIM) CBC/CHHI,
MOJITBEPIIAIONIHX
COOTRBETCTBHE IPE/IMETY
rocy/IapCTBCHIION 3aKYTIKH H
TpeOOBAHMSIM K ITPEAMETY
roCcy/IapCTBECHHOM 3aKyTIKH

OTBer Ha 3ABKY 0JIZKCH COACPIKATD CJACAVIOMHC JIOKYMCHTDBI:

1. Jnha ecex NnoCMagu{uKos (npednazaroniux KK
sapecucmpuposaniplil, MaK W He  3apPeucmpuposaniivtii ¢
Pecnyonure Benapyce nekapemeseniniit npenapain):

— 3QMOJIHCHHYIO clelM(PUKAIIIO A TOCTABISICMbli ToBap 110 (opiie
B coorBeTcTBHE ¢ | Ipmioxennem No3;

— MHBIC JIOKYMEHTBI M (MJIH) CBECHHS COTIacio 3asBKe Ha IOKYITKY

2. B ciayuae, ecau sexapemeennutit npenapant 3apecucmpuposant s
Pecnydiure Lenapyco, Q0N UMENBITO HEOOXOOUNMD
npeocmasunb:

— KOIHIO PErHCTPAIHONHOIO  YJIOCTOBCPCHHUS  TIPEJUIAracMoro K
3AKYIIKE  JICKApCTBCHIOIO npcrapara, 3aperucrpyupoBaniioro i
Pecnybnuke  bemapych 10 HAMOHAIBHOH  [POIEYype I
sapeructpuposaiiioro B Pecnybnuke  benapycn 1o nporejype
EEBpa3zHiicKOro HK0HOMHYCCKOIO CO103a;

— pa3BCPHYTOC ONUCAHHE XapaKTEPUCTHK IPEJUIAragMoro K 3aKyIke
JICKAPCTBEHHOIO  [Iperapara — HMHCTPYKIHIO 10 MEJIHIHIICKONMY
MPUMEHEHHIO HIIH JIMCTOK-BKJIA/IbIII;

— MHBIC JIOKYMCHTBI 1 (MIH) CBEJIEHHS COITIACHO 3asBKC HA MOKYIIKY.

3. B cayuae, eciu iekapemeen ol it nPenapant He 3apesucmpuposan
¢ Pecnydnure  Benapyen,  dononnumensio  neooxo00nuAo
npeocmasinb:

1. Konust 0111oro 13 HHmKeIepeuHcICHbIX JOKYMCHTOB € IICPCBOJION
Ha pycckuii (0eJ0pyCCKHii) sI3bIK:

1.1. rpadmuucckoe u300pakeHue sKpana (CKPHILIIOT) HHTCPHCT-
CTPAHMIIBI, pacreuartka ¢ AMICKTPOHHON 0a3bl, IMOJITBEPIKIAIONTHC
perucTpainio,  JHO0  KOIMs  JIOKYMEHTa 0 perucrpaitii
JICKAPCTBEHNOro  npenapara — CepTHPHKAT (papMaleBTHUCCKOTO
npoaykra (jianiee — CPP), HiIH perucTpainnoHHoe y/10CTOBCPCHHE, HIlll
free sale ceprudurar (cepruduxar Ha cBOOO/IYIO MPOJAKY) — B
oaHoM W3 caeayloumx  rocyjaapers  (Actpanuiickuii - Coios.
Coenunennpie  Hlrarer  Amepuxu,  Kanapa,  [Iseiinapexas
Kondenepaiust, slommsi, Ascrpuiickas Pecnydnuka, Coemnennoc
Koponencreo  Besmko6puranun — u - Cesepuoit — Mpaanu.
depeparupiias  Pecnyoimka  'epmanms,  Koponescrso  Jlanms,
Koposneserso  Hujepraiios,  Koponeserso  Hisems,  Menans,
[Mopryrannekas Pecnydnuka), a racke SmPC (summary of product
characteristics — o01as xapaKTepUCTHKA JICKAPCTBCHHOTO Hperapata)
Aubo  pazBepHYTOC ONMCAHME XapaKTEPHCTHK [IPC/UIAaracMoro  «
3aKynKe  JICKapCTBCHHOrO  rpenapara  —  HHCTPYKIHIO 110
MEJIMITUHCKOMY TTPHMEHEHHIO, BbIAAHHDIC JUISI CTPAHbBI, PCrHCTPALLS

B KOTOPOIT OATBEPIK/ICHA;

1.2, rpajuucckoc mzodpaxccHue dKpana (CKPHHIIOT) HIITCpHET

cTpaHuilbl EBpOICHCKOr0 arcHTCTBa JICKAPCTBCHHBIX TIPCraparon. |
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mibo pacnevarka ¢ asekrponioil 6aspl EBPONEHCKOro arcrerisy
JICKapCTBEHHBIX TIPENapaToB, JMO0 KONHSL JIOKYMEHTd, BLIIAIHIOr0
EpporiciickuM  arenteTBoM JiekaperseriblX npenaparos (EAJIL
anrn. Luropean Medicines Agency (EMA)) 10 pesylibraram
HenTpan3oBannoit nponeypbl perucrparnn — Certificate of a
Medicinal  Product, a Takxe SmPC  (summary of product
characteristics  —  oluias  XapakTepueTHKa  JICKapCTBEHoro
npenapara),  swytanioe  FAJIT  nudo  passepiiyroe  onmcalie
XAPAKTCPHCTHK — MPEJUIAraeMoro K 3aKkylKe  JICKapeTBEHHOIO
Hpenapara — MHCTPYKIMIO 110 MCJIHIIHHCKOMY ITPHMEHCHHIO;

1.3, rpauueckoe H300paKenne dKpaHa (CKPHUHIIOT) HITCPHCT-
crpanuinl Beemuproit Opranusainy 3jipasooxpanenus (Jeuice -
BO3) (ajpec B ceru HIITCPHET
hitps://extranet.who.int/prequal/content/prequalified-lists/medicines).
[O{TBEPIIAIONIEE, YTO 11PeUIAracMblil JICKAPCTBEHHBIH TIpCIapat
npeksanndunuposan BO3, a raioke SmPC (summary of product
characteristics — o0uias — XapakTEpHUCTHKA  JICKAPCTBCHIIONO
npenapara),  BBIJIAHHOC  PCTYJIAITOPHBIM — OPraHoM  CTpalibl
[(POM3BOJCTBA  TAKOTO  JIGKAPCTBEHHOro  Tipenapara,  JnGo
pa3BEpPIYTOC OMHCAHME XAPAKTEPUCTHK MPCIAracMoro K 3akyrke
JICKAPCTBEHIIONO  npenapara  — HHCTPYKIMIO 110 MEJIHIHHCKOMY
[PHMCHCIHHIO;

1.4, JIOKYMCHT O perucrpauni JICKapeTBeHHOro Hpenapara s
Poccniickoit  @eyiepann JuUlsl  JICKAPCTBEHHBIX  TIPCHAPATOR.
npouskeeiipiX B Poceniickoii Menepartnn, a TakiKe HHCTPYKILHIO 1
YTOT JIEKAPCTBEHHBIH NPENapat, BLUEAHHY IO PEryJisiTopHbIM Opranom
CTpanbl HPOH3BOJICTRA;

1.5, JIOKYMEIT, NOJTBEPAIIOIMI PCrUCTPAIHIO H HCTIONL30BALIIC
JICKAPCTREHIONO npenapard B cTpane-1pon3BOHTEeIIC
(perHCTPAlHOHHOE YJIOCTOBEPEHHE HilH CCPTHRUKAT HA CBOOO/IYIO
HpoJiky, Jmbo ceprHUKaT (papMaleBTHUCCKOrO HPOAYKTa, 100
rpauueckoe H300paKeHHe KpaHa (CKPUIILIOT) HHTECPHET-CTPAIHILLI
¢ oduiManbHOro  caifta  YIOJIOMOUCHHONO opraia B cdepe
PCPHCTPAIIMK  JIGKAPCTBEHHBIX  1IPCHApaToB,  HOATBCPIIAIONICe
perHCTpalMio B CTpaHe  IPOM3BOJICTBA) € OAHOBPEMCHIILIM
NPEJIOCTABICHHEM  JIOKYMCHTA,  Y/LOCTOBEPSIOUICIO  HPOH3BOJICTBO
jnekapersennoro npenapara B oyclosuax GMP EADC, a raiuce
HUCTPYKIMIO  HA  OTOT  JICKAPCTRCHHBIH  TIpenapat,  BbUHHYIO
PErYJISITOPHBIM OPralioM CTPalbl HPOH3BO/ICTBRA;

1.6. Jnokyment (MHCBMO HPOU3BOJITENIs u KOS
PCIHCTPAIHOIHOIO  YJIOCTOBEpCHnsl,  JICHCTBYIOIErO  paliee  Ha
teppuropun Peenybimkn besapycn). HorBepiJIalonnt, aro:

S HPEIONAracMbli K 1IOCTABKE  JICKAPCTBCHHBIH  HPelapaT ObLi
saperucTpupoBan ta repputopun Pectydimku besapyce;

— CPOK JICHCTBHSI PErMCTPAIIHOHION0 YJIOCTOBEPEHHS Ha HEI'O HCTCK
e paree, dem 3a 4 (Yerbipe) roja 0 MCTCHUCHHS CPOKd JUld
[HOJIFOTOBKH H M0JIa4H TTPEJUIOAKEIHS:

—cocTap W Mpolece MPOM3BOJICTBA  COOTBETCTBYIOT cocTapy M
TpolIleccy IPOU3BOJCTBA, KOTOPLIC ObUIM  yKasaibl B 10CHC/UICTH
BEpCHH PErHCTPAIHOHHOro jlocke i PeenyOinke benapycn.

Taioke jomkna ObiTh npejacraiena SmPC (summary ol product
characteristics —  obuas  XapaKTepHCTHKA  JIGKApPCTBEHHOIO




nperapara), JudO  pa3BepHyTOC  OIMCANNC  XapakTepHCTH K
IpeJI1araeMoro K 3aKy1ke JISKapCTBEHHOTO Hpernapata — HHCTPYKIL!
10 MEAMIMHCKOMY  TIPUMCHEHHIO,  BBIIAHHLIC  Julst  cTpatib-
[POH3BOJIMTCIIS.

Tpeboatiusi HACTOSICIO HOMIYHKTA HE  PACIIPOCTPAHSIOTCS 114
JICKapCTBCHHLIC !lpCHElpﬂ']‘h[:

— perucTpalMoNIble  Y/IOCTOBEPSHHSl  Ha  KOTOPBIC Ol
NPHOCTAHOBJICHLI B CBS3M ¢ HCONArONpHSITHRIM - HPO(HICH]
HE3011acHOCTH JICKAPCTBCHIOIO Mperapara;

— PErHCTPAIMONIIBIC  YJIOCTOBEPEHMSl  Ha  KOTOPLIC — ObLl
[PUOCTANOBJICHBI 110 HHHIMATHBE MunncTeperna 3/paBooXpateHins
PecnyOimkn benapyen,

— 10 KOTOPBIM, BO BPEMsl 00parieHust JICKapCTBEHIOro Tpenapara i
pLIHKE TIpU  TIPOBCJICHUM  KOHTPOIISl KadecTsa ObUIH  BLISIBICII
HECOOTBETCTBUSL  TPeOOBAIMAM  HOPMATHBIOIO  JIOKYMCHTA 110
KauecTBY MPOU3BOIUTCIIA;

—B rocy/J1IapcTBCHHOMN perucTpamu (nepeperucTpanmi.
HOATBEPIKICHHN PEIHCTPALlK) KOTOPBIX ObIIO OTKA3aHO.

2. Komust 1okymMenTa ¢ NepeBoIoM Ha PYCCKHit (0CTIOPYCCKITi) A3h11.
YJIOCTOBEPSIONICTO  1IPOU3BOACTBO  JICKAPCTBCHHOIO MpeHapara
yenosuax Hajnexauicit npoussoscrsennoil npakrnku (GMP), ecan
B NIPEACTABICHIONM  PCIHCTPAIMOHHOM  YJIOCTOBCPEIHH,  JIHOO
ceprudpurare  na  csodOJUIYIO  MpojaKy, MO0 - ceprH(huKalc
(papMaleBTHUYCCKOIO  1IPOJIYKTa  OTCYTCTBYIOT — CBCJICHUMS O
NEPHOIMUCCKON POBCPKE  HPOM3BOJACTBA  JICKAPCTBCHIIONO
npenapara  (JICKapcTBeHoli (OpMLI)  YITOMTOMOUCHHBIM  OPralion
CTpaHbl  [POH3BOJMTCISE  Ha  COOTBETCTBHC — TPCOOBAIHSIM
Haanexareil npoH3BOJACTBCHIION PAKTHKH.

B kauecTBe Takoro JIOKYMEHTa MOKET ObITh INPC/ICTaBIICH:
ceprudpurar  GMP, mmdo rpaduueckoc u3o0paxeHne dKpana
(cxpunmor) ¢ anekrponnoi 6a3er EudraGMDP cepruduxaros GMP.
aubo pacrnevaTka ¢ UICKTPOHHOH Bazbl YIOIHOMOUCHHOIO oprara
cTpanbl [IPOH3BO/ICTBA JICKapCTBCHIIOIO npenapara.
[Ipencrasnenusle  JIOKYMEHTBI  JIOJDKHBL - COJICPIKATL — HOIHYIO
HHPOPMAIIHIO O [TPON3BOJHTENE JIEKAPCTBCHIIOTO ITPCHAPATa, B TOM
YHCJIC OCYHIECTRISIONIEM TPOU3BOJICTBO TOTOBOH JICKAPCTRCHIION
(popmbl, acosky H (HIH) YITAKOBKY, KOHTPOJIL KauecTBa, M HHBIN
YUACTHHKAX MPOM3BOJICTBA M KOUTPOJIS KauyccTBa JICKapCTBCHHONO
Iperiapara.

Jlonyckaercst NPe/ICTABICHHE BMCCTO BLIIICYKA3AHIBIX JIOKYMCHTOR
KOMUHM JUHeH3un MuHHCTEpCTBAa NMPOMBILLICHHOCTH W TOProBIi
Poccuiickoit  Mejiepaitny HO0  BBHTMCKH M3 peceTpa JIHICH3I]
MunueTepeTBa  HPOMBIIUICHHOCTH 1 Toprosit  Poccuiickof
Mderepalliu.

3. TapanTHiitbeie HMC5Ma MOTCHUHANBIIOTO YUACTHHKA C NCPCBOJION
ia pycckuii (6ej10pyccKHii) a3bIK:

—0 CODJIOJNCHNM  YCIOBHH  XpaHcHMs W TPaAHCHOPTHPOBKH
JICKAPCTBEHHOI'O LIpeHapara,

— 0 MPeJIOCTABICHHH TIPH  [OCTABKE JIGKAPCTBCHHOIO penapara
mlcl)opmauun OT MPOU3BOJHTCIISE O TOM, YUTO MmocTapjisieMas Ceprs Vike
IPUMCHACTCSE Ha PhIHKE, JUIS KOTOPOI'o TPOM3BC/ICHA, M 11C HMCCT

nperemsuii o kauccrsy Jsmbo uro B Pecnybnuky benapycn
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OCYICCTRIICTCS TTOCTABKA 1IOBOH CCPHHU JICKAPCTBEHHONO Npenapara,
OCHOBHAS YACTH KOTOPOIi 3allalnpoBata K MOCTaBKE Ha PLILOK, L
KoToporo rpousseena. [pu 9ToM IPOU3BOIMTENL B CIyHaC, CClll B
nponecce odpauienns Jlannas CepHs JCKapeTBEHHOO npenapara
GyJLCT HIPU3HAIA HEKAUCCTBEHHOI, 0053yeTes IPOHH(POPMUPOBATE 0O
1o Muttmereperno 3ipasooxpaticitis PeenyOmnku benapyce,

— O IPCJIOCTABJICHHH K KaKIOH yIIAKOBKE HEepeBOIa HHCTPYKIHH 1d
pyCCKHil SI3BIK M (M) OCJIOPYCCKUil s3bIK 1 TPEOyeMOe KONHYCCTHO
crukepoB (B ciyuae  HEOOXOJMMOCTH) — 1IpM  IOCTABKC
HE3aperuCTPUPOBAHHOIO JICKAPCTBCHHOIO Tpenapara;

— 0 BO3MOIKHOCTH MPEJIOCTABIICHHS TOJHOIO HAKCTA JIOKYMCHTOR UL
[IoJlyueHus  paspellieHus  Ha  BBO3  HC3aperucTpHpoBaniioro
JICKAPCTBCHIOrO MPernapara B COOTBCTCTBHH ¢ 3aKOHOMATCIILCTROM
PecnyOauxu benapycs.

4. Mipie JoKyMEHTBI ¥ (HIJIH) CBEJICHHS COTTIACHO 3aMBKC HA TOKYHIKY .

Hanmenopanue BaloThl, B
KOTOPOIt J10J13Kia ObITh
BBLIPAYKCH LleH
HPEIUIOKEHHSL,
HAUMCHOBAHHMC BAIIOTHI U
1pi 1eoOXOAMMOCTH
oOMeHHbBIH KypPEe, KOTOPLIC
OYJLYT HCHONB30BAb JU1s
3AKIOUCHHS JLOTOBOPA.

Manosxeno B Hpunoxennu Nel

‘I'pebopatins K 110CTaBIHKY,
BKJIIOUAs lepeyetb
JIOKYMCHTOB M (HJIH)
CBCJICHHI JUTIsl MX HPOBEPKH

[MocraBiiMk,  NONYYMBIIMH — OT  3akasuumka  (opranusaropa)
PC/UIOIKCHHE O 3aKITIOUCHHU JIOrOBOPa, JIOIKCH COOTBETCTBOBUTE
TpeOOBAHUAM K YUACTHHKAM.

1. YuacTHHKOM IIPH3HACTCS IOPHIIMUECKOC MM (PU3HUYECKOC JIHILO0,
B TOM UMCJC MIJIHBHILYJIbHBIH IPEAIIPHHAMATCIIb, HOJYUHBIICE OT
3aKa3vKKa (opraiu3aTopa) HpeUIoKCHHE O 3aKIHOUCHHH L0I0BOPA.
2. [lpy npoBeseHuu MPOLEYPhl FOCYJI@PCTBCHHON 3Ky lKH K
YUACTHHKAM HPSIBSBISIOTCS CIIC/IYIOIHE TPCOOBAIHSL:

2.1. CoorsercrBHe TPeOOBUIHSAM, YCTAHOBICHHLINM
3AKOHOJIATCIIBCTBOM K IOPHMUCCKOMY WM (PHU3HUCCKOMY JIHILY. B
TOM quce HEJIMBUJLY UIBHOMY HPEUIPHHHMATEIIO,
OCYHICCTBIAIONIEMY  1IOCTABKY — TOBAPOB  (BhinocHHe  padoT,
oKazallMe  VCIyT), SBJISIONMXCS  [IPEJAMCTOM — FOCY/IAPCTREHHON
3AKY KN,

2.2, dusuueckoe  JMIO, B TOM  UHCIC  HHJMBHLY QLB

MPC/NPHIMMATENB,  —  YUaCTHHK  HPOIEAYPLI  FOCYIAPCTBCIHOT
3AKYIKH, JIMIO, OCYIICCTBIIOUICE  [TOJIHOMOUM  CIHHOIHUIION0
HCLOJIUTEIBHONO  Opraa  FOpUJIHUCCKOIro  JiMia  —  yuacrHHia

[POLEYPBI TOCYJAPCTBEHION 3aKy KK, W JIHILO, HMCIOHICC HPABO
JABATH TAKOMY IOPHJIMHECKOMY JIMILY 0032 TCILHBIC JUIs HCIIOJIHCHIT
yKasalns  HA  OCHOBAMM  YUPCJHTCIBLHLIX — JIOKYMCHTOR  HJIH
SAKJIOUCHIONO JIOIOBOPA, 11¢ JIOJDKHLI CHHTATLCS HOJABCPTaBIINNHCs
a/IMHILICTPATHBHOMY B3LICKAHHIO 3a JIMUHUCTPATHEHLIC
[pasoHapyenus, npejycemorpenibie 8 vacrsx 1, 7, 8 u 10 craren
14.4, yacrax 4 u 5 craren 14.5 Konexea PecnyGukn Benapych 00
QJIMHITHCTPATHRHBIX HPABOHAPY HICHHSIX.

2.3, Y (pu3HUECKOro JIMLA, B TOM UMCle  HHIJIHBHYQILIOTO
Hpe/UIPUIIMATENsSl, —  YHACTHUKA 1POHCAYPBL FOCY@pCThetloii
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3aKYINKH, Y JIHIE, OCYIIECTBIAIONIEr0 MOJHOMOMIS CANHOIIIHOT ]i
MCHOJIHUTEABHOTO  Opraiia  pHHUCCKOro  Jinlla  —  YUacTHHK
NpOLE/ypbl FOCY/IAPCTBCHHON 3aKYNKH, M JIHIA, HMCIOHIEIO Hpaso
JABATH TAKOMY 10PHIMUECKOMY JIHILY OOS3aTC/ILHBIC JUIst HCITOICHI
yKazanus  1a  OCHOBAHMH  YUPCAMTEJIBHLIX — JIOKYMEHTOB Il
3aKIOUEHHOr0  JIOrOBOpA,  OTCYTCTBYCT —IIC  cHsitas it e
foraiicHnas B YCTANOBJICHHOM — HOPSJKE  CYJIMMOCTL 34
NPECTYIIEHH S!, IPC/IyCMOTPEHHbIE B cTathax 209-212, 2106, 235, 245
2433, 424-426, 429-432 u 455 VronosHoro kojckca Peciydimn

benapycn.
2.4, 1OpujmuecKkoc JIMI0 HE JIOJIKHO CHHTATLCS 1OJIBEPraBIIHMC
AIMHITHCTPATHBIOMY B3BICKAHHIO 3a AIMHITHCTPATHRITOC

npaBonapyiienune, lpeayemorpennoe B crarhe  24.59  Kosexcea
Pecnydnuku benapyes 00 aiMUITHCTPATHBHBIN [TPABOHAPY ITICH X,

2.5. duspueckoe  JIMIO., B TOM  HHCIC  HIJHBHJIYaJIBILI |
MPEUTPUHUMATCIIL,  11C JIOJAKHBL  OBITL - BKJTIOUCHBL B Hepetciin
rpaxciaan PeciyGinki henapych, HHOCTPAIHBIX Tpayar wird s des
FPAKIANICTRA, PHUACTHBIX K IKCTPEMHCTCKOH JICATCILITOCTH.

2.6. IOpuwunucckoe Wi (M3MYECKOC  JIMIO, B TOM  HHCIC
MILAMBHY LU BIH TTPS/ITPHITHMATE b, HE JIOJIKHLI OLITEH BKIIOUCH LI B
nepedcHh  oprammsaiuit uo (QU3HYECKHX Wi, B TOM  MHCIC
MHJIMBULY QTTbHBIX peArnpuHUMaTeIIeH, HPHYACTIBLIX K
TCPPOPHCTHUECCKOTT JICATCILIIOCTH.

2.7. 10pumuueckoe uiaM  (pu3MYecKoe JIMIO, B TOM  HHCIC
MHJIMBHLYQIBHLIH TIPS/ IPHHUMATEb, HC JOKHBI ObITh BKJIIOUCHL 13 |
nepeden,  oprammsainuii,  QOpMUPOBAHMH,  HIJIMBHIYQILILIN
NpCUIPHHIMATENCH, IIPHUACTIILIX K DKCTPEMHCTCKOH JICATCIILHOCTI.
2.8, OrcyTcrBHC Y TOPHIMYCCKOrO JIMIA HITH HIJIHBIJIYAIBHOTO |
MPCANPUHMMATCIIS  3/10IDKCHIIOCTH 110 YHIIaTe Haloros, coopon
(mouutun), 1etei, a TaKke OTCYTCTRUC Y IOPH/IMUCCKOTO JIHIa Kl
HILIMBHJIyQJIBIOIO  NPCATPUITUMATEIIS, ABIISIONXCH PCIH/ICHITANM I
3QJIOJDKEHIIOCTH 110 YIUIATC 00s13aTCI/IbIBIX CTPAXOBBIX B3HOCOB B
BIOLKET TOCYIAPCTBCHITONO BHEOIO/LKETHOIO (holja conHaibHoil
sauuTel naceietins Pecnyonukn benapycw. [lannoe tpedosanue ne
pacrpocTpatscres Ha IOPHAHIECKOE JINIO, B OTHOMICHHHI KOTOPOIO
BO30YIKACHO MPOM3BO/ICTBO MO ACIY O 11ECOCTOSITCIILHOCTH, a TaK/Ke
Ha IOPHIHYECKOE JINIO HIH HIIHBHILY AJILHOTO TIPC/UTPHHUMATCIIS, 13
OTHOIIEHHWH  KOTOPBIX HA JlaTy  I[oJaud  TPC/UIomKeHus B
ycranoiiennom  HajorosoiM  kojiekconm  Pecny@umki  benapych.
MHBIMH  3aKOHOJIATC/ALHBLIMM - aKTaMM  [TOPSIJIKC  HPCJIOCTABIICH I
oTcpouKa 1 (M) paccpouka 110 yIjiaTe Hajgoros, cOOpoB (HOIUIHIL).

neneif,  o0M3ATC/BLIBLIX  CTPAXOBLIX — B31HOCOB B 010JUKC]
roCyIapCTREIIOro  BHEOIO/KCTHOrO (honaa CONHANBLHOH  3aln T
nacesienust  PecnyOnuxkn  benapyceh,  4ro NOATBEP/KAACTCS

COOTBCTCTBYIONIMM 3asiBlicHMCeM yuactinka, /i nencit nacrosniero
3akona TepMUH "pe3mjenT” HMECT 31atucHue, ONPeJIC/ICHIIOe YacThio
nepsoit moxnyukra 11 nynkra 1 crarsn 1 3axona PecryOmmin
Benapyeb or 22 wmonst 2003 1. Ne 226-3 «O samoriom
PCIYJIMPOBAIHH H BATIOTIIOM KOIITPOJICH.

2.9, 1O0puanueckoe Win  (QU3HUCCKOE JIMIO, B TOM  UHCIC
MIJIMBHAYAIBHBIH  [IpeJUIpUHMMATeIh,  Ha  Jlary  [HoJjuuicaniis
3asIBJICHHSL HE JIOJDKIO OBITH BKJIOYCHO B CHMCOK [MOCTABHIMKOR

8



(NOJPS/IUHKOB, HCIOJNWTEICH), BpeMenio  He  J0IYCKaCMLIX K
YUACTHIO B IPOLEAYPAX IoCYIapCTBCHITBIX 3AKYIIOK.

2.10.  [Opuandeckoe uiM  (U3MHUCCKOE JIMIO, B TOM  HHCIC
HIIMBUYANIBHBIH TPe/IIPHHMMATENL € YUCTOM TTOJOKEHHTT CraThi
16" 3axona Pecny6anku Benapyen ot 13.07.2012 Ne 419-3 «O
roCyJIaPCTREHHBIX 3aKyNKax ToBapon (paboT, yciyr)» He JIOJKIO
ObITL A PUAMPOBAHO € 3aKA3UHKOM, OPralin3aTopoM.

2.11. IOpuamyeckoe Wid  (PU3HUECKOC JIMIO, B TOM  UMCiC
ML BHLY UILHBIH TPE/UIPHHAMATC b, padoTHHK (PaboTHHKN) TAKOIO
IOPHJIHYCCKOrO JIMIA HIIH HHJAMBHJLY AJILHOTO TIPEJUIPUHHMATCI 1HE
JOJKILL OKa3bIBaTh  3aKaszuuky  (Oprauusaropy)  yciuyra 1o
Oprany3aiiy 1 POBEIACHHIO IPOLE/LY PbI FOCY IAPCTBEHHOM 3aKY HKH.
B TOM UHCIE KONCYJILTHPOBAHHIO, a TaKKe (POPMHUPOBAINIO
rpeboBannii K mpeaMery  rocylapeTBennoil  akynku o (1in)
[MOJINOTOBKC 3aKJIIQUCHHS 10 pElCCM()’l‘pUI[HIO._ OICHKC H C]Jillillt_‘lllll(')
[PCJUI0KCHU.

2,12, 10pujmuccroe JIAILO MK MHJIHBHJLY Q1L LI
ILpeJ U pHITUMATEIb e JIOJIKHbL SBIISITLCS 3AKA3UHKOM
(Opralusaropom)  HPOBOJMMOIT  1IPOIEJLYpbl  POCYIAPCTRLCHNOI]
3AKYIKH.

2.13. ®uznueckoe JHIO HE JIODKHO  SBISITLCS  PAbOTHHKOM
jakazuuka  (opranusaropa),  3a  MCKJIIOUCHHCM  HPOBC/ICIH
HPOLE/LYPDL] 3aKYTIKH H3 OJIIOT0 HCTOMHUKA Y (PU3HUCCKUX JHIIL 1C
SIBJSTIONLMNCS HHJIMBHJLY QJILHBIME IIPCJUTPHHAMATCIIAMH.

214, 1Opujinueckoe JIHIO HE JIOJZKHO HAXOJUTLCS B Hpollecee
JMKBHJIAIY,  peopranuzallui  (3a  MCKJIIOUCHHCM  IOPHJIHUCCKOIO
JHIEA, K KOTOPOMY TPHCOCJIHSCTCS JIPYroe 10PHIIHUECKOC JIHIL0),
MIJIHBH LY QBHBIH  TIPSJITPHHUMATENL  HC  JIOJDKCH  HAXOJINTLCH B
CTa/IHN LIPCKPALLCHTH JICATCIILHOCTH.

2.15. B OTHOWICHHH [OPHIHYUCCKOrO JIMIEA W HMIIMBH/Y WILLOIO
HPCUIPHIMMATENIS! HE JIOJEKHO ObITh BO3OYHJICIO MPOH3BOJICTRO 110
Jieny o GaHKpoTeTBe.

2.16. 1Opwueckoe Wik (PU3HUCCKOC JIMIO, B TOM  “HCIC
MIJIHBULY QJIbHBIH IpeJUIPUHAMATE]D, JIOJIZKHO oduajiarn
HCKJIIOUMTCIILHBIME  TIPABAMH  Ha  PC3YJILTATBl MHTCIUICKTYaILHOH
JICSITENILIOCTH, CCJIH B CBA3M € MCHOJHCHHCM JIOMOBOPA 3aKa3HUHK
nproGperaeT MCKITIOUMTEIILHBIC [paBa 1Ha TaKHE Pe3yibralbl, 3u
HCIJIIOUCHUEM  CIIYUACB  3aKJIOUCHHA  JIOFOBOpA 1A  CO3JUIHC
00BLEKTOB HHTEJUICKTY Lo cOOCTBCHIOCTH,

2.17. 10puanyeckoe MW (PU3HUCCKOC JIMIO, B TOM  UHCIC
HILIHBILY QJ1BHBI HpeJUIPHHHMATEIb, JIOJIZKHO 00Nl
NPABOMOUMSIMH  Ha  PCAIM3ALMIO  TOBApOB  (BbINIOJICHIE  padoT,
okazaime  yenyr) na  teppuropun  Pecnybnukn o benapycen ¢
HCHOJBL30BAIMEM TOBAPHBIX 3HAKOB W 3HAKOB 00CIYKuBalMST B
CAYUIAC HOCTABKH TOBAPOB (BLIIOJICHNA padoT, oKa3alks yeiyr) ¢
HCHOJIL30BATHEM TOBAPHBLIX JHAKOB (HJ]H) JHAKOB OGCH)’}I\"HBLHIHH.
3 [locraBiUK  (Y4acTHHK)  HPEJAOCTABIACT — JIOKYMCHTDL
HoJUrsepicaloline cooTrerereie Tpebopannam nyukron 2.1.-2.17.,
nocie j?(n"j’.h’(.’l({(:‘”i',{}[ FAKAZHYURONM (()j)?(!”l."J’(.’H?U[)(),H) i?p(.’()fl().)."('(.’!!1.’}1’ «
JarHoyeHu ()()?()()’()/)CL

Cootrsercraue TpeboBalMaM HyHKTa 2.1, HOJITBEPAJIACTCs 1Y TeM
I1PC/IOCTABIICHHS CIIC/LYIOLIHX JIOKYMCIHTOB!

9




[POBEJICHHH HPOTICITY PhI FAKYIHKH H3 0JU10r0 HCTO KA,

1) Paszpemenyc (uiensus) na  OCYHIECTRICHHC JICATCILHOCTI
(papManeBTHUCCKOH  JICATCIBIIOCTH) [0 OPOU3BOJICTBY Wi
JmeTpuobIonn® CKApCTBEHHBIX CPEACTR. BBLLAHTTOC
YIIOJIIOMOYCHIILIM OPIalloM CTPatbl yuacTHHKa. **

B cayuae, ecim K nocTaBke NnpeutaragTesl HapKOTHUECKOC CPe/ICTnO
WM HCHXOTPOIIOC BCHICCTRO, YUACTHUK 00s3ail  [PC/IOCTaRN T
paspeniciue (JIMICH3HI0) 11a JIEATENBHOCTD, CBA3aHITYIO ¢ 000POTON
HAPKOTHYCCKUX — CPCJICTB,  HCHXOTPOIHBIN — BCHICCTB M 1IN
IPEKYPCOPOB.

FOucmpudLIOyus — OCSMCIABIOCHTb, CEI3ANNAA ¢ 3ARVIRON (3ARYRO.V.
npuodpemenuen),  xXpamnenueM,  66030M  (UMNIOPNOM),  6bIGO30. |
(axkcnopmom),  peaiuzayueil  (3a UCKIIOUCHUCM  Peant3aiii
nacenenuo) 0e3  oepanuuenus  00bEMOG U IMPANCROPIMUPOCKOL!
JCKAPCIMGCHIIBIN CPeOCING.

kPesydenmor  Pecnvonuru  beaapyes . Poccuticroir Dedepaiying
npPeQOCMasision KONIIO paspetens (nensii) ne
(hapmayesmuueckyio  Oesmeabitocnns Wi GoUCKy U3 ounoso
peecmpa nuyensutl, oedcmeyioneso na meppumopint Pecnyonui
benapycos wnu coomeememesenno Poccuiienoit bedepan,

2) JIoKyMmenT. NOJITBEPAJIAIONINE  PCrucTpaluio  yuactnuka
CTpaHe ero HPOHCXOAKICH M.

~ CBHJCTCILCTBO O PErHCTPAlMH YUaCTHHKA MO0 BLINHCKY 173
TOProBOrO PECCTPa CTPANDLI PErHCTPAIMH  YUACTHHKA, WM HIOC
IKBUBAICHTHOC JIOKA3ATE/ILCTBO IOPHIMUECKOT0 CTATYCa YUACTHHK 12
COOTBETCTBUM C 3aKOHOJATCILCTBOM CTPaHbl HPOHCXOKIACHHS (JL/1%
pe3UICHTOR CTpat-ticHon ERpazuiickoro sKOHOMHICCKOro co103a):
~ BBIITHCKY M3 TOPrOBOIO peecTpa CTPalihbl PCrUCTPaItii yUacTHHKA
HIIH MHOE JKBHBAJICHTHOC JIOKA3aTCIILCTBO TOPHIMUCCKOTO CTaTyCd
YYacTHHKA B COOTBCTCTBHM € 3AKOHOIATCILCTEOM  CTParhi
HPOMCXOAKJCIMS (JUIsh HCPE3UJICHTOB cTpan-uicion Espazuiickoro
HKOHOMHUECKOTO CO103a). !
Brinmucka #3 TOProBoro peectpa Crpaibl PCrucTpaiiy YUacTHHKD “
JOMKHA GLITHL BLIATA HE parice, ueM 3a 12 (isenauiars) Mecsien j1o - |
HeTeuelHs  CPOKA U NpeocTaBieius  JOKymMenTos w1 |
CBEJICHHI.

Coomeememeue — mpebosanusiy — nyiwkmos  2.2.-2.7, 2.9.-2.17

I‘J()()H?6’(3[).’).’('()(:’(3”J'(,'}f safeiernent  Yudcimiund. Tarkoe 3aaecueine
nodaemest 1o hopaie, VCIMAnOGACHNOU  PeidMen oM onepamop
3.".'C'n’\'”?])()””()l\! .'?'?(}p.?()r)’()f! .’?.’I()II{(I()I\'H, nocie paszvelentist SARAZUUKON
(opeanuzamopoy) npeosoNcenist 0 3aRIOUeNU 002080,

Cootserersie TpedoBaHusaM yHnKra 2.8, o/ IrBepPiK1acTes:

~ B OTHOIMICHWH YUACTHHKOR, SIBJISIIONINXCS PC3HICHTAMM, — T1YTCM
HPOBEPKH  OPraHu3aTOPOM TAKMX CBEJICHHIT Hepes oQHIHaibHbIe
cailtel Munucrepersa no nasoram u cbopam, donjia connanbiod
3alUTB Hacejenns MHUINCTepeTBa Tpy/la U COMHAIBHOH 3alliThl 1
rinodanbpHoil KoMmIbioTepHoit  cern Murtepner na nepsoc UHEio
MecsIla, B KOTOPOM  3aKJIIOUacTest  JIOroBop  HpH  HPOBCJCHI
NPOLIC/LY Pbl 3aKYIIKH H3 0JIHOI0 HCTOUIIHKA, @ B CJIyUac OTCYTCTBIN
undopManii 1a  yKazannyto jlaty - Ha [epBOC YHCIO MCCALL.
NPCALICCTBYIONICIO MCCHILY. B KOTOPOM 3aKJIOUACTCS JI0roBOp 1pi
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~  yYaCTHHKAMM, He ABISIOMMMHCS PE3HIICHTAMH, — JIOKYMEHTOM 00
OTCYTCTBHH 3aJ0JPKEHHOCTH 110 YIUIATE HAJOroB, cO0poB (1101LINII),
HCIICﬁ, BLIJIAHHBIM YIIOTHOMOUCHHILIMH OPraHaMit B COOTBETCTBHH C
3aKOHOJIATEJIBCTBOM — CTPAHBl,  PE3MJCHTOM  KOTOPOH  ABJISICTCS
YUYACTHHK, HaA MOCJIC/IHIO OTUETHYIO JATy, IPEAIICCTBYIONIYIO JIIO
3aKJIIOUCHHST JIOTOBOpA [IPH [POBCJICHHH [1POIE/LyPhl 3aKy K M3
OJUIOr0 HCTOMHUKA, W 3asIBJICHHCM € YKa3aHHeM 1oclie/ el oTuceTiioi
JIAThl.

Y4yacTHUKH, HE SIBJSIFOIMCCs PE3HJICHITAMH, JOJIKHBI TPCJIOCTABHTL
JIOKYMEHTDI, TOJITBEPIIAIONIIE COOTBETCTBHE TPEOOBAHHAM 1Y HKTA
2.8., ¢ yueroM ciieylonneii uudopmalii,

Obpawyaen  enumanue, — umo — QOKyMelmn 00 omeymemsu
3AAONUACCTTNOCHIU 1O yrnaame  HAO206, (.'6()[.)()(:’ (H()II-!."II.H!). nenetl
Adoaoicell Oblme  6bl1OdN  UMEHHO yaojanomouenibim  opeanon ¢
COOMGEMCMEUU ¢ 3AKOHOOAENLCHIGOM  CIIPAILGL,  PE3UACIITNOM
ROMOPOU HGAACTCIH YUACTIIUK.

Ipu smom 3axon Pecnyonuxu Benapyco om 13.07.2012 Ne 419-3 « ()
20CYOUPCIMGEHHBIX  3AKYRKAX — mosapos  (pabom, — yciye)y  ne
onpedensiem 0amy, KOmMopdas s mo20 Aubo uno2o 2ocyoapemasd
sesemest omuemnot oamoil. Tarkas omuemnas Oama yrasolGacmest
VUACTIIUKOM 6 COOMBEMCIMEYIOU[CM 3USCTCH UL,

Vuacmuur npu npedocmasieniu QOKyMemos u (i) ceeocnuil
CUMOCIMOAMENBHO ()I?[JG()G.’.’I[GH?, Ko20d U Ha KURYIO Omydenti)io ()(HH_)‘
nodasames  3aieaenue O GLINONHENUS  YCIMANOGACHHBLX
SUROHOOUMENLEMBOM  mpedosanutt K yuacmuuxam. J{okymenn: 00
omeymemeun  3a00/ICCHHOCHIL 1O VIVIAINE  1AL0206,  CO0POs
(noutnu), neneil doadcen Gvimb  npedocmacien Ha my  oamy,
Romopas ovtta YRazana ¢ szaAcgaenul ¢ KaHecmece HOCHCONell
omuemnoll. )

CoBMECTHOE YUacTHE B
[polenype
rocy/lapcTBEHHON 3aKyKH

CoBMCECTHOE ydacTHe B [poLedypax rocyAapCTBEHHBIX 3aKy0K
JIOIYCKACTCSL B CJIYHAsiX, YCTANOBJCHHBLIX 3aKOHOAATC/BILIMIL
akramu Peenybunkn beaapyes (Juist Xouuiros),

CoemecTHOE ydacTHe B IPOLEIYPE TOCYIapCTBCHIION  3aKyKH
IOPUJIMUCCKHX M~ (WiM)  (PM3MYCCKHUX  JIHL, B TOM ‘e
HIJIMBHAYANLHBIX — [PEJUIPHHUMATENICH,  OCYHICCTBIISICTCS  HPH
coOJIIOJICHHUH CJICJLYIONINX YCIIOBHIT:

~ Halliuue COIJIallieHUs: O COBMCCTHOM YYacTHH B IPOILE/Lype
FOCYJIAPCTBCHHOM 3aKYIKH, OHPE/ICISIONICro npasa, 0043aiocTy 1
OTBCTCTBCHHOCTL IOPHAMYUCCKUX M (MJIM) (PH3MYCCKHMX JIMIL, B TOM
yHeiae  MIJIMBHAYAJIBHBIX  Hpe/UIpUHUMarTesneii,  ABJIsiOLHXCs
CTOPOHAMH TAKOrO COMIAUIEHHs, B TOM YHCIC IO  BOMNPOCHM
peaiinzaiiy MX  [OJHOMOUMIT B XOJIe  HPOBEJICHHST  MPOIC/LY PLI
FOCYJIAPCTBCHHOM 3aKYIIKH, NPEJLyCMOTPEHHBIX 3aKOHOJIATeIILCTBOM
0 FOCYJIAPCTBEHHBIX 3aKkylKkax. Takoe coryiamenne 3aKiovactes Juisl
[1eJIcH yuacThs B KOHKPETHOH HPOILE/Ly pe roCy/1apCTBEHHO 3aKy HKH
U IIPEJIOCTABIISIETCS B COCTABE LPCIUIOKCHHs (IO 3aKIHOUCH s
JIOroBOpa B Ciydae [POBEJICHUS TPOLCIYPbl 3AKYIKH H3 0JUI010
HCTOUHMKA);

— COOTBETCTBHC TPeOOBAHMSIM K YHACTHHKAM, YCTAHOB/ICIHIILIA
nynkramMu 2.1., 2.16.-2.17. pasjena «Tpebosanus K MOCTABIMKY.
BKJIOUAsl [EpeUeHb JIOKYMCHTOB W (HJIM)  CBEACHHWIT JULL  HX
HPOBCPKHY, JOJDKHO OBITh IMOJITBEPI/ICHO XOTS Obl B OTHOLICHHH

11




OJIHIOTO M3 TOPUAMUCCKHX M (M) (PU3HUECKHX JIMIL, B TOM HHCIIC
MH/IMBHYABHBIX TTIPCTTPUHUMATENICH, COBMECTIIO yUaCTBYIONIHN B
[poLEeype rocy 1apcTBEHHON 3aKy KH;

— COOTBETCTBHC JIONOIHTEILHBIM TPEOOBaHMIM K YUACTHHKAM,
yCTAHOBICHHBIM  MyHKTamu  2.2.-2.7.  pasjiena «Tpebopanus  «
MOCTABIIMKY, BKJIOUAs NEPEUCHb JIOKYMCHTOB 1 (MIIH) CBEICHIT Ul
MX  TIPOBEPKHY, TOJATBEPIKIAETCS — 3@sIBICHUCM  yuacTiika B
OTHOLICHUH Kay/10r0 yHacTHHKA XOJIJIMHIA;

— COOTBETCTBHC TpeOOBAHHMIM K YUACTHHKAM, YCTaHOBJICHHBIM
nynkramu 2.8.-2.15. paznena « TpeGopanis K MOCTaBUIMKY, BKITOMAs
riepedenn JIOKYMCHTOB U (MIIH) CBEICHUIT JUTS HX POBEPKH», TOTDKHO
ObITh MOATBEPHKJICHO B OTHOMICHHH KaJJIOr0 M3 IOPHIAHYCCKUX i
(1u)  (QU3MUCCKUX  JIMIL, B TOM  UMCIC  HIJIMBHyalIbHbIX
npeJUIpuHUMaresicii, COBMECTHO — YyYACTBYIOIMX B NPOHCIYPC
rocyIapCcTBEHHON 3aKYTIKH]

~ Qojiaua  MPCIUIOAKEHs  OT  MMEHM  IOPMJIMUCCKHX 1 (1n)
(puzHuecKux JIHIL, B TOM uueie MHJIHBHY QJTLHBIX
MpeTIPUHUMATEIICH,  COBMECTIIO  YyYACTBYIOIIMX B TIPONCIYype
rocylapcTBEHHOI  3aKYIIKH, OCYIICCTBIISICTCA  OMHMM - H3  HHX.
Onpe/IeseMbIM B COITIALICHHH O COBMCCTHOM YUACTHH B MPOLE/LY PC
rocyIapeTBEHHOMN 3aKy K. B pe/UIoKeHIN J0IDKHDBL OBITH yKasanbl
paumenosanue  ((pamunms, coOCTBCINOE MM, OTUECTBO (1PN
HAJIMYHK) — JUIsl (PH3HUSCKOT0 JIMI@A, B TOM MHCIIC HHIJHBHLY TBITOTO
[P TPUHAMATEIS ) BCCX IOPUIMUCCKUN H (Min) PH3HUCCKUX JIHIL, B
TOM uMcie HMHAMBWIYAILHBIX HPCJNPHIHMMATC/ICH, COBMECTHO
YUacTBYIOIIHX B MPOLE/YPE TOCYIAPCTBCHHOMN 3aKyIIKH, X MpaBa i
0053aHHOCTH B CBSI3H C UCIIOJIHEHHEM JIOTOBOPA;

~ pM NPOBEACHHH MPOUELYPBI 3aKYIKH W3 OJIHOI0 HCTOMHHKA B
cJlyyae HanpasJiCHUs 3aKa3uMKoM (Opranu3aropom) HpeuIomKeHms 0
3aKJTIOUCHHH  JIOrOBOpa  YUACTHHKY, BBICTYHAIOUIEMY OT  HMCIH
JOPUAMYUECKHX M (MaM)  (QHU3HUCCKHX  JIMIL. B TOM  4ieje
MHAMBHIYAIBHBIX TIPSPUHHMATENICH, COBMECTIIO YHACTBYIOUIX B
1POLLE/LY PE IOCY/IaPCTBEHHOM 3aKY KM, YUaCTHHKOM IIPU3HAIOTCS BCC
CTOPOHBI  COTIIALICHHS O COBMCCTHOM  y4acTHH B [POHEype
rocygapeTreniioii 3akynku. Jloropop sakimodacres ¢ y4aCTHHKOM.
IOJIYUMBIIMM TIPS/UTOIKCHHE O 3AKTIONCHHH JIOrOBopa B Cllytac
MpoOBEICHHST TIPOIC/YPBI 3aKYTIKH H3 0/IHOT0 HCTOUHNHKA OT HMCH
Beex lopuanueckux M (mim) (GU3MUCCKHX JMIL, B TOM HHCIIC
MHIMBHYAJIBHBIX [IPSTPUHUMATENICH, COBMECTHO yHACTBYIOIIHX 1
IpoIe/lype rocy /1apCcTBEHHON 3aKy KH:

- CTOPOHBI COTJIAIICHHSA O COBMCCTHOM YYacTHH B TIPOHCIYpC
rocy/JapCTBEHHOM 3aKyIIKH HECYT CONMJIAPHYIO OTBCTCTBCHHOCTD 110
0013aTC/IBLCTRAM, BOZHUKIIHM B CBA3H € 3aKIIIOUCHHCM JIOFOBOPA, 34
MCKJIIOUEHHEM OTBETCTBEHHOCTH B BHJE BKINOUCHHS B CIHCOK
[OCTABIIMKOB  (MOJAPSUIUMKOB,  HCHONHUTENCH),  BPEMEHHO  1IC
JONYCKAEMBIX K YUACTHIO B HPOLE/YPax rocylapeTBEHHbIN 3aKy 10K
(nanee — cnucoK). Briiouenue B CIIMCOK MPON3BO/ITCS TIPH HATH I
OCHOBAHMIL, MPEJAYCMOTPEHHBIX IyHKTOM 1 cratbin 17 3akota
PecriyGaukn Benapych ot 13.07.2012 No 419-3 «O rocy1aperBCHIDIX
jakynmkax Topapon (pador, yciyr)», B OTHOIICHHM KOHKPCTHOTO
IOPMANYECKOr0  WIM  (PU3MUECKOro  Jjimba, B TOM - MHCiC
MHJMBHYQIBHOTO  IPE/UIPHIHMATENs,  ABJISIONIErOCs  CTOPOHOH |
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corjlauietus O COBMECTHOM YHACTHH B IIPOILE/1lype FOC)/),LH])C'I‘BCHll()f"l
BAKYITKH,

peboranie o
IpecaocTaBJICHU M
oOeCIeUCHUS HCIIOJIHEH 13
0043aTCJILCTR TI0 JIOTOBOPY

He tpebdyercs

[Topsijiok jpeiicTsuit
3aKaszuuKa (opranusaropa) B
ciyqae 1peJutoKeHus
0JIMHAKOBBIX 11CH
NOCTABIHKAMH

LEcan HeckoJIbKO IOCTABHIIMKOB HPCIIOMKHIIN - OJIMHAKOBBIC  1CHDI,
3aKa3vyrK (OPTEIHH?)aTOp) 06palﬂaeTCﬂ K HHM C 3al1pocoM O CHHIKCHHH
ﬂpC}.UiO)KCI[IIOﬁ ILCHEI. Ecnn  nocne [MOJIYHCHHA  OTBCTOB  1CHBI
OCTAalOTCsd PaBHLIMH, TIPH MPOUYXUX PABHBLIX YCIOBHSX IHPCANOHTCHHAC
OTJ1acTest NOCTABIIHKY, MCPBLIM [TPEJICTABHUBIIICMY OTBCT Ha 3al1poc O
CHHWIKCHHH IICHBI.

Jlorosop

[To pesynbratam [poBEJCHHs NPOHEJYPbl 3aKyHKH W3 OJLHOIO
MCTOUHMKA HA  3JIEKTPOHHOH  TOProBoil  IIOM@LKE  JIOroBOp
FOCYJIAPCTBCHHOM  3aKYIIKH 3AKINOUACTCS Ha  YCJHOBHSIX,
COMIACOBAHIBIX MENJTY 3aKa34HKOM (OPraln3aTopoM) H yUacTHHKON
B HMCLMCHHOH (opMe B BHJIC 2JICKTPOHIIOrO JIOKYMCHTA  Ha
DICKTPOLINOI  ToproBoil  miomajike.  IlpoekTr  jlorosopon
HpujiaraloTest K 3asBKe Ha 3akylky. Jlorosop HojuleikuT noJiuiHcaliio
VUACTHHKOM HE Io3jiHee ueM uepes 5 pabounx JHeH ¢ Jiarhl
11OJUTMCANNS YYACTHHKOM 3asBICHHSI O COOTBETCTBHH TPEOOBAIIMSIM K
COCTABY YyUacTHHKOB.

Nueie YCIIOBHA

B xojie mpoBeAeHHS NpOLEAYpbl  I'OCYIAPCTBEHHON  3AKYIKH
JIOIYCKACTCS  HM3MEHEHME 3aKa3zdukom (opranuszatopom) odnema
(KoJmueeTBa) TpeAMeTa IOCY/IAPCTBCHHON 3akynku M (HIM) €ro
YacTu (JIOTa) B caydasx, YCTaloBICHIBIX 3aKOHOJIATEIILCTBOM, HO He
0oJiee ueMm Ha JiecsaThb HPOLEHTOB.

3akazuuk (opraHusaTrop) BIpaBe HPHHATL pelleHHe 00 oTMeHe
HPOIE/Y Pl FOCYAAPCTBEHION 3aKYIKH B 11€J10M JIHOO B OTHOHICIIHH
OTJICHBULIX YacTeH (JIOTOB) Hpe/IMeTa FOCyLapeTBEHHON 3aKyKH B
X0JI€ CC 1IPOBEJICHUS B Cllyyac OTCYTCTBHs (DHHAHCHPOBAHHSL, Y TPATLI
HEOOXOAMMOCTH Il[)l'ioapi."['é]ll'lﬂ roBapon (pador, YCHyr), |
BOZHUKIOBCHHSA HCOOXOJAMMOCTH BHECCHMS H3MCHECHHI W (1)
JIONOJIICHUH B MPEAMET TOCYAapCTBEHHON  3aKkynku u  (Win)
TpeboBaHMs K HPEJMETY rocyapeTBeHoi 3akynku, Tpebosatiis K
YUACTHHKAM, a TaKikKe B Clydac  BBLIIBICHHS — 3aKa3UHKOM
(opranu3aTopoM) HapyHIeHHH 3aK0H0/1aTe/ILCTBA IIPH Opraiu3atiii 1
IIPOBEJICHUH NIPOLIELY PbI FOCY AAPCTBEHHON 3aKy KK

B ciuyuae neobxoaumoctn  Oojice  JUIMTEILHOIO  CPOKa U
HOJIOTOBKH JIOKYMEGHTOB W (MJIM) CBCACHMIT NOCTABIIMK JIOJIKCI
HpoupOPMHPOBATE 3aKazuMKa (Oprannuszaropa) J0HOJHHTEILIO.

3 ciyuae orcyTeTBHsl oTBETA Ha 3a4BKY Ha IIOKYIIKY B YKaszallllblHd
CPOK, KOMHCCHSI TIEPEeXOJIHT K PacecMOTPEHHIO No3HIMK Oe3 Bauiero
[PCIUIOKEHHS,

l'enepalibiblil AUpeKTop

Xapuromnunk A.M. +375 17 516 80 12
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O.B.Macnélkuma






