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TOCYTAPCTBEHHOE BIO/DKETHOE YYUPEIK TEHIE 3/IPABOOXPAHEHS
«"VIBKEBUYCKAS IIEHTPAJTLHAS PAIOHEAS] BOJILHHITA
MUHUCTEPCTBA 3IPABOOXPAHEHIS KPACHOJAPCKOI'O KPAST

IMPUKA3

01.04.2021 roga ) . Nl
r. l'ynekesuman

O0 opranusanuu oGecnevenns g I'ynbkeBnackom parione Kpacronapexoro Kpas
HE3APEeruCTPHPOBAHHBIMA HA TePPHTOPHH Poccriickoi ®enepannu
JIEKAPCTBEHHLIMH NIPENapaTaMH, Co/lepKaHMHy HapKOTHYeCKHe cpegcTBa
HJIH IICHXOTPOITHEIE BelecTBa

Bo ucnonsenne mocranosmenms lIpasurensersa Poccuiickoi @enépsﬁmz 0T 5 Mapra
2020 . Ne 230 «O BBO3e B Poccuitckyro Delepalliio  KOHKpETHOH apTHH
HE3aperHCTPHPOBAHHEIX JIEKAPCTBEHHBIX IIpCIapaTos, CONEPKAIMMX HAPKOTHUIECKHE
CPEACTBA MM ICHXOTPOIHEIE BENIECTBE, [T OKA3AHHS MEIUUIHCKON TON OMK 10
KUSHEHHBIM  TIOKa3aHHMSM KOHKDETHOTO IIANHEeHTa P TPYIIIBl  IIalKEHTOBY,
HocranoBenus [IpasurenscTea Poccuitekoit Denepanun ot 4 H0s6pst 2006 1. Ne 644 |
«O TIOpsIKe IIPeNCTABIEHHS CBemEHUE o ACATEIBHOCTH, CBSI3aHHOR ¢ 0GopoTOoM
HApKOTHYCCKHX CDPEICTB M ICHXOTPOIHBIX BCIMECTB, a TakKe O KyILTHBHPOBAHHH |
PaCTECHUH, CONEPKAIINX HAPKOTHUECKHE CPCLCTBa HITH [ICHXOTPOITHEIE BEITECTRA JTHGO
HX IPEKypCOPBI, ¥ PETHCTPAMK ONEPANHH, CBI3AHHERX C 000pOTOM HapKOTHYECKHX
CPEACTB M ICHXOTPOIIHBIX BEINECTBY (majee - IIocranoBnerne IlpaBuTenscTra
Poccuiickoit ®epepannu or 4 HOst0pss 2006 T, Ne 644), npuxasa MurwncrepeTsa
3paBooxXparenus. Kpacromapcxoro Kpas ot 29 maz 2020 r. Ne 2344 «O6
opranu3anuyd  olecleyeHwss B ['ynmbxeBuUCKOM Kpacnonmapckom  xpae
HE38pErHCTPUPOBAHHEIMU Ha TEPPHTOPUH Poccuifckoii Denepanuy IeKapCTBEHHBIMH
IpellapaTaMu,  CONEPKAIIMMHE  HApKOTHYECKHE CPEICTBA MIM NCHXOTPOIHLIE
BEIECTBaY ([ajee - MpHKa3 Mun3npasa Kpacnonapckoro xpas ot 29 mas 2020 . No
2344), B meIx obecHedenns manHenTos HE3apCerUCTPHPOBAHHBIME JIEKAPCTBEHHBIMH
TIpCIapaTaMH, CONEPHKAIUMY HapKOTHYECKIE CPENCTRA HIIH IICAXOTPOIHEBIE BEIECTBA
(maree - mexapcTBEHHbIH Iperapar), IpeHasHaYeHHBIMHA SIS JTeYeHis 3aboneranuil u
COCTOSIHUH B COOTBETCTBHH C TICPEUHEM, YTBEPXIEHHEIM IpHKa3oM MuHHCTEpCTBa
SApaBooxpaneHus Poccumifcko#t ®emeparmu ot 13 despans 2020 r. No 80m «O6
YIBCPXICHHH  IepedHs 3a00ileBaHul W COCTOSHHHE x1 COOTBETCTBYIOIIHX
JICKapCTBEHHBIX  IIPENapaToB,  CONEPKAIIHAX HapKOTUYECKHE  CpEACTBA MM
[ICHXOTPONIEBIE BEINECTBA, B MEIIX OCYMIECTBIEHHS WX BBO3A Ha TEPPUTOPHIO
Poccuiickoit ®enepannn mwis oxasamus MCIHUIMHCKOH NOMOIIH II0 >XKH3HEHHBIM
[OK&3aHUsIM KOHKPETHOIO NalMEHTa HIM TPYLIE NAMUEHTOBY (mamee - mpukas
Munznpasa Poccuu ot 13 despais 2020 1. No 80m)
IMMPUKA3BIBAIO: ‘.

1. . Oprammsosats  obecredenne  mamueHTOR I'BY3 TI'ymexeswuckas I[PE
HC3apETHCTPHPOBAHHBIME JIeKAPCTBEHHEIMHE ITPEHapaTamH, IpeNHa3sHAYSHHLIME [IJIs
JedeHus 3a00MeBaHml U COCTOSHHN B COOTBETCTBHM C nepedHeM (mpuioxenue Ne 1),



9. PasmecTtuTs Ha CIIEHaIbHBIX CTEHIAX ¥ HA odHAOHATEHOM caitTe MEOUITHCKOM
OpTaHu3alid TaMSTKH PONHTEIIIM/3aKOHHEIM IPENCTaBUTEISIM  IIETeH, KOTOpBIE|
HYXIAIOTCId B JIEKapCTBEHHBIX IIpenaparax, paspaboTanHoli MurncrepcTrOoM
3OpaBooxpaHeHus Poccutickoii Deneparmu.  OTBeTcTBEHHEIM 34 HCIIOJHEHWe |
HaCTOAIIEr0 TYHKTA TPHKA3a HA3HATHTH 3aMeCTHTENs [NIaBHOIO Bpaya 110 |
MEIMIHHCKOH vactd Kapnerko Eneny Cepreesry, samecTrTens rmasmoro Bpadga 110 |
ACTCTBY M PONOBCIOMOXKEHHIO HaskkoBy Auny I'yeManoBHy, 3amecTiTems Bpaya 1o i
HOJMKIHHHIECKOMY Dasjielly paboTh IbxupoBa Mamyky Tapuenosuya, Ha4dabHuKa
otnena ACY Kapanerko Cepres I* COprueBmya.

10. Oprammsopats CBOCBPEMEHHOE HH(OOPMHPOBAHHE (hu3M¥ecKux mHI o maTte u
BPEMCHH  BRINAYH JIEKAPCTBEHHBIX IIPENAPaToB, B TOM THCIIE 3a 2 Hememu 0
OKOHYAaHHA 3-X MECAYHOTO IEpHoma, Ha KOTODPEIM BEINABAIHCE JICKapCTREHHEIE
Openaparel.  OTBETCTBEHHOCT: 3a  JIOBECHHE A4HHOIO IyHKTa IIpuUKaza 10

MEUIHHCKOI0 IePCOHalIa B Ipeaeax ux KOMIICTEHILIMH, BO3IIOKHTE Ha 3aMecTHTeNs |
TJIABHOTO Bpawa 110 MeIHUMHCKON wacTh Kaprenko Enmeny Cepreesny, samecturens
[JIaBHOTO Bpaya IO HETCTBY H PONOBCIIOMOIKEHHEQ Haseikosy Auny I YCMaHOBHY,

SaMECTHTCILL Bpada I10 MOJHKIHHHYECKOMY paszpeny paborer [Dxuposa Mawmyxy

Tapuenosuua. "

11.  KoHTpoms 3a mupaBmIBHOCTBIO OQOPMIICHHS pacmucki B IOILYYEeHUH

JICKApCTBEHHOIO Ipelapara ¥ JOCTOBEPHOCTH A@HHBIX, BHECEHHBIX B HEe, COIJIACHO

(QOPMEl  YTBEpsKIEHHOM IpUIOKEHHeM Ne 2  BO3IOKHTL Ha PYKOBOOHTENEH

COOTBETCTBYIOIINX CTPYKTYPHBIX II0APasIeNeHui MeaHIHECKOr0 YYIPEXTSHU.

12. Mudopmuposanme Pocsnpasnamsopa B mopsimxe, YCTaHOBIICHHOM IIPHKA30M

DenepanbHO cyx6HI 0 Hal30py B C(epe 31paBoOOXpaHeHus o 15 (bespans 2017 .

Ne 1071 «O6 ytBepmenum TIOp;IKa  OCYIIECTBICHHS  (hapMaKkoHaI30pay

(npunoxenne No 3) B cilydae pasBUTHS HOBOYHEIX HNEUCTBUH, HeXelaTelbHbIX

PeaxIuif, CephesHBIX HeXeIaTelbHBIX PEaKNMH, HENPEIBHIESHHBIX HEXeNaTelIbHEIX

PCAKIMH IIPH MNPHMEHEHHH JIEKAPCTBEHHBIX [IperapaTtoB 00 HHIHBHIYATbHOH

HEIICPCHOCHMOCTH, OTCYTCTBUH 3()(DEKTUBHOCTH JCKapCTBEHHBIX IIpernaparoB, a

Takke 00 HHBIX (akTax u 0OCTOATENBCTBAX, MPENCTABIITIONIX YTPO3Yy KU3HH HIIH

3MI0POBBIO pebeHKa [P NPAMEHEHHH JCKAPCTBEHHBIX IIpenapaTtoB. OTBETCTBEHHOCTD

3@ BBLIIIOTHCHHE NaHHOTO IIYHKTA IPUKA3a BO3IOKUTE Ha 3aMECTHTEIS IIaBHOIO Bpada

0 MexunuHCKoH Jactu Kaprenko Emeny CepreesHy, 3amecTHTENS IIIABHOrO Bpada

[10 MCTCTBY M POAOBCIOMOXEHHIO Has3pikoBy Anmy ['ycManoBRY, 3aMecTrTE IS Bpaya

1O IIOIMKITMHAYECKOMY pasneny pabots! [xuposa Mamyxy Tapuenosuya.

13. KoHTpomns 3a BEIIOTHEHHE TaHHOTO IIPHKAa3a OCTaBJLIO 34 COOOi,

14. Ilpukas BCTymaeT B CHITy €O THS €r0 ITOMTHCAHES,

Hcnonasromuit 0693aqH0CTH

TJIABHOTO Bpaya O.A. T'opomxo

Cormacorano:

Benymuii ropuckoncymsT A.B. ITIlecraxosa




ITOJIOXEHME 1
06 obecnewenny narmentos Y3 I yibKesudckas [[Ph HE3apEerHCTPUPOBATHBIMH
JICKapCTBEHHBIMY TIPETIapaTaMu, IPeIHA3HAYCHEBIMY AULL JIC9eHHA 3a00/1eBanuil 1
COCTOSHHH B COOTBETCTRHM C TICPETHEM, YTBEPIKACHHBIM [IPHKA30M Munncrepctea |
SApaBooxpanenus Poceniickoit Deneparwy ot 13 despamz 2020 r. No 80,
1
l. Hacrosmee monosxerue PETYTHEpPYeT Ha3HaveHHe, [IPUMEHEHHE, BBI,T_{a‘Iy;
JICKapCTBCHHEIX IPEIIapaToB, IpeIHasHATCHHELX AT TEYCHUS 3a60II€BaHMH U COCTOS MY |
B COOTBETCTBHM C IIEPEYHEM, YTBEPIKIEHHLIM npukasoM Mwunsapasa Poccuu or 13 ‘
derpamnst 2020 r. Ne 80, _
2, Ilepedens 3a6oreBanmii 1 COCTOSHHH 1 COOTBETCTBYIOIIMX JIEKAPCTBEHHEIX
IIpEITaparTos, COoAEPKaNmx HapKOTHYEeCKHe CpeacTBa HIIH HCI’IXOTPOITHLIG BBHIECTBH., B!
LCIIAX OCYIIECTBIIEHHS UX BBO3a Ha TCPPUTOPHIO Poccriickoii Denepanum mis oxasamms |
MCIHIMHCKO] IIOMONTH IO JKU3HEHHBIM TOKA3aHIAM KOHKPETHOIO TalMEeHTa YyTBEPIKICH
nprkazoMm Mumsnpasa Poccun ot 13 heBpasst 2020 1. No 80, |
3, Hasnaverne HE38PEIACTPUPOBAHHEIX  JIEKAPCTBEHHEIX IIPEIaparTos,
COIEPKAIMMX ~ HApKOTMYECKHE  CPEeACTBA  WId . ICHXOTPOIIHEIE  BEIIeCTBa,

PEIICHAS Bpa4eOHOH KOMICCHH MeHITHECKOMN OPTAHM3AINH B IIOPSMIKE, YTBEPIKICHHOM
IIpEKasoM Munncrepcrsa 3APaBOOXPaHCHHSI W COLMAIBHOTO pasBuTHA Poccriickoit
Dexeparmr or 5 mas 2012 T. No 5028 «O6 yreepskmenuu IIOpsKa CO3NAHHUS H
ACATENBHOCTH BpadebHOM KoMECCHIY.

4. Pemenve spauefmod  komwmcomn MEIWIIMHCKON  oprammzanmd o
HE3(DPEKTHBHOCTH MM HEBO3MOKHOCTH [PHMEHCHUS Y KOHKPETHOI'O ITAI[MEHTA WHELIX
3aPCTUCTPHPOBAHHAIX JIEKAPCTBEHHBIX TIPENIApATOB, B TOM YHCIIE COMEPIKAIITHX IpyTHe
IOEHCTBYIOIHE BEIIIECTRA, 58 HeoOXoauMocTH BBO3a OIIPENETEHHOrO
HE3apErHCTPHPOBAHHOIO JIEKAPCTBEHHOIO peIlapata ¢ yKa3saHHeM ero MexIyHap0LHOTo
HEIIAaTeHTOBAHHOIO (WM XUMHYECKOTO, HTH TPYMIEPOBOTHOT0) HAUMEHOBAHHUS, (HOPMEL
BBIIYCKa H KONMIECTBE, HAIPABIAETCA 110 3alTHIICHHLIM KaHalaM CBS3W WM HapoIHBIM
TJIABHEIM BHEIITaTHEIM CHEIMATHCTaM MHHHCTEPCTBA 31PaBOOXpaHEHAS
Kpacromapckoro kpas mo IPOGHITIO 3a60IIEBAHTS COBMECTHO C:

8) 3agBICHHEM Ha COIJIACHE (usmueckoro mmma ma 00paboTKy mepconzrsHbX
aHHBIX;

0) moKyMeHTOM, YAOCTOBEPSIOIIHUM JIMIHOCTE (hH3HTECKOTO JHIa,;

B) cormacueM (MH3HYECKOTO JHLa Ha IPUMEHCHHE HE3aPErUCTPHPOBSHHOIO
JICKAPCTBEHHOIO IIpenapara, ConepKaIero HAPKOTHHYECKHE CPE/ICTBA MITH IICHXOTOIIHbIE
BEIIECTRA;

T') JOKYMEHTOM, YHOCTOBEPAFOLIAM JIMIHOCTE peberKa (Ipu HEOOXOMHUMOCTH);

I} IOKYMEHTOM, HOATBEPHAAIOMIAM, YTO (QU3HIECKOE JTHIO SBISIETCS 3aKOMIEIM
IpencrasuTenem pedenxka (mpu HEOOXOIMMOCTH).

5. Crpykrypmoe mompasmenemme I'BY3 I° yiekesrackas [IPB (anrexa) momyuaer
HE3aperuCTPHPOBAHHEIE JTEKAPCTBEHHEIE IIDENIapaThl, IPeIHASHAYECHHBIME IUIS JTeYCHIS
3a00IeBaHii W COCTOSHUY B COOTBCTCIBHH C IIEPEIHEM, YTBEPIKICHHBIM IIpHuKa3zoM
Murmcrepersa 3apasooxpanenns Poccutickoit Deneparuu ot 13 deBpans 2020 r. Ne
80H. o

6. Crapmas MemuImHCKAS CECTpa TNETCKOM NOIMKIHHUKE 110 TPeGOoBaHMIO-
HaKJIAOHOW ITONyd4aeT HE3apErUCTPUPOBAHHEIE JIEKADCTREHHLIE Ipenaparsl B ailTeke



JIMCT OSHAKOMJIEHUSA
¢ mpuxasom ot 01.04.2021r. Ngo/é‘é

Ne i/ ®.1.0. paboTHUKA i TL Iommuck 06

O3HAKOMIIEH AU
1 Kaprenko Enena Cepreesna
2 Hassixora Anna I'yemanosma q
3 l [rrxaperxo Buamgemvmp Bukroposua
- [oxnpos Mamyxa Tapueropmy
5 Kapanerko Cepre#t ['eopruesua
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06 YTBepKIeHuy epeyHs 3a6oaeanmii g COCTOAHHH
H COOTBETCTBYIOIIHNX JIEKAPCTBEHALIX Ipenaparos, ComepRammy
HApROTHYeCKHe cpexcTBa Ty ICHXOTPONHEIe BelecTsa,

B cootsercrsmm 9acteio 3 cramsy "47 Qenepamsroro  -:xoma
or 12 ampems 2010 r. Ne 61-®3 «06 obpamenmy JICKapCTBEHARIX Cps iCTBy
(Cobparme 3aKOHONaTenscTBa Poccuitckol Deneparuy, 2010, Ne 16, cr, 1815;
2019, Ne 52, cr., 7793) IpEKA3 B a0

L. YrBepmuts [puIaraeMsi  mepevens 3abosreBagust  u COCTUSHHH
H COOTBETCTBYIOIIHX JIEKaPCTREHHEIX Ipenaparos, coxepxarmuy HapKOTHYECKHe
CPCACTBA MM NCHXOTPONHEE BOMCCTBA, B LENIX OCymecTBIeHms HX ©BO3a

2. Hacrosmit TIDHKA3 BCTYIAeT B cmiy ¢ | Mapra 2020 r, u OeHC i ByeT

Murmcrp | 7/ M.A. Mypanixo




YTBEPXIIEH
IpEKasoM Murncreperss 3IpaBooXparenmys
Poceuitcroit Denepanun

0T« I ghebhats 00p Ne fO#

Iepeyens 3aboneBannii g COCTOSIHHIL
H COOTBEeTCTBYOIAY JIE€KADCTBEeHHLIX IpenapaTos, copepsxamuy
HapKOTHYeCKHe cpeacTsa miy OCHXOTEONHbIE BelllecTBa,
B EJIAX 0CyllecTBIIEHNsT HX BBO3g Ha TePPHTOpHIO A
Poccufickoit Qenepannm qug ORA33AHESA MeIHIAHCKO] HoMouH :
110 *RH3HEHHBIM HOKa3aHASIM KOHKPETHOTO MammenTa
HJIH TPYNIIBI DaNHeHToR

Hassanwe 3a601e5ammy Hanmmerosanme JlexapcTennay Gbopua
(cocTosmms) JICKapCTEEHHEBIX IEKAPCTBEHHOTO Iperiapara
B COOTBETCTBHH ¢ Ipenaparon
MEXITYHEapOIHO
KIacCHQHKaI e
Gomesreit gecsaroro

IePECcMOTpa

Smunencus (xox G40) Huasermam PEXTALEEI pacTRop
Munasonam DACTEOP OPOMYKO3ATEHE™

Kio6azam TableTKH, Kancy e

Jlopasemanm PacTBOp B aMirynax
DenoGap6aTan "] SIEKCHD, pacTBop mrm HHESKIH

OUEIenTHYeCKH cTaryc
(xonm G41)

CXTANbHELH pactBop B
ﬁactmop opomoamrsfmﬁgw
TabIeTKY, Kamcys:
PAcTBOp B amiryrax

Jopasemam

DeroGapbuTan SJIAKCHD, DACTBOP 1is HHI’:E_-::T_IBZE_;
Ilanmatasres momoms | Jlaasemay | pexramsas pacTsop
(xon Z51.5) Mugazomam ‘ PACTBOP OPOMYKO3ATLHEL .-
Kito6azam | TaBinerw, kancysm
Jlopasenam | pactBop B avmyax B
}Eeﬂoﬁapﬁzraﬂ SIEKCHP, PACTBOP JUIst HHbe :rw
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Poccniickoit Pegepanun

PENEPANILHASL CJIY2KBA 110 HAJI30PY
B COEPE 3IPABOOXPAHEHUS
(POC3IPABHAJI30P)

IPUKA3 }
a (gf)@f/m//x 2 Mocia w 0 =

OB YTBEP)KIEHHH ITOPSIKA
OCYILIECTBJIEHHUS GBAPMAKOHAI30PA

B coorserctBum co crathsmu 64, 65 DenepansHSro sakoHa or 12 anpei
2010r. Ne 61-@3 «O6 obpamenun JeKapCTBEHHBIX CPEICTBY (Cobparr:s
3axoHozmarenbeTsa Poceniickort @enepanmu, 2010, N 16, cr, 1815; N 31, cr. 4147
N 42, cr. 5293; N 49, ct. 6409; 2011, N 50, ct. 7351; 2012, N 26, cr. 3446; N 33,
cT. 7587; 2013, N 27, cr. 3477, N 48, o1. 6165; 2014, N 11, c1. 1098; N 43, ct. 5757,
N 52, cr. 7540; 2015, N 10, ct. 1404; N 27, c1. 3951; N 29, ct. 4359, 4367, 438%;
PJSI,CT.7245;2016,}J1,0T.9;TJ23,CT.3287;TJ27,GT.4238,4283),HPHK83HB&Eﬂ

1.Vreepuuts npumaraemedf I[Iopsnok ocymecTsiueHHs —(apMaxOHaI30R:
COITIACHO ITPHIIOKEHMIO,

2. KoHTpONE 3a HCIIONHEHHEM HACTOAIIETO IPHKa3a OCTABIISIO 38 COGO,

Pyxoromutens

; i
$ Eas
MHHHCTEPCTRO I0CTHIAH POCTHACKOR B¥AEPALL

SAPETHCTRPHPOBAHD
Pergorpaiirousué No ﬁﬁ@i‘?




YTBEPXJIEH
prKasoM DefepalbHoM c1ysk6Er mo H&I30pY
B chepe 30paBoOXpaHeHH s

oT_/[3- 04 /¥ N  [OF#/

HOPANOK OCYIIECTBJIEHAS] ©®APMAKOHAI30PA

1. Hacrosnrmit Iopsnox ycranaBmusaer TPeBOBAHUS K OCYINECTBHCHHMIO
(papmakonamzopa.

2. DapMaKoHAN30p —BHI AEATETBHOCTH IO MOHUTOPHHTY 3 heKTHBES STH 1
Oes0mmacHoCTH  eKapCTBEHHEIX TpCNapaToB, HaNPaBNECHHEI Ha BEIIBICHHUE,
OHCHKY MW IPENOTBpalleHHe HeXelaTelbHbIX TOCHENCTBHA  NIPHMESSHUS
JIEKapCTBEHHEIX TIPemapaTos.,

3. DapMaKOHAI30p OCYIIECTBIACTCS QenepalibHON cmy 60l mo Hap- 4Py B
chepe  31paBOOXpaHeHHS (mamee — Pocanpasramsop) myrem  ancuusa
[IPEACTaBNAEMOH CyOBeKTamMu o6pareHus JICKAapCTBEHHEIX CPECTB HH(OP" IIHK
0 mOOOYHEIX JAeHcTBHIX /ICKAPCTBCHHEIX CPE/ICTB, HEXENATENBHEX peas (ASX,
CCPBCSHBIX  HEKENATENBHBIX — PEaKUHsX, HeIpeIBHICHHEX HEXEeJaTe . HbIX
PCAKIMAX TPH IPHMEHEHMH JIeKApCTBEHHEIX [penapaToB, 06 UHIHBHIYATHHOM
HEIICPCHOCHMOCTH, OTCYTCTBHH 3(h(}EKTHBHOCTH JNICKaPCTBEHHBIX IIPENAATOB
(mamee — HeXKeMATEIbHEIX peaxiuii), a Taxke o6 MHEIX (akTax u obcTosTeNEC 1BaX,
IIPENCTABIIOMMX YTPO3y JKH3HH WIA 3M0DOBBIO YEIOBEKA IIDH IIPHMEE SHHA
JICKapCTBEHHBIX IpEnapaToB (majiee — HHOL HHQOPManuK 10 6e30macHoc o u
5 OEKTHBHOCTH), BEIIBIEHHEIX Ha BoeX dTanax oOpaIieHHs JIeKapCTBEHHEX
fpenapatos B Poccuiickolt Denepamun u MPYTHX TOCYHNapCTBax B IieliAX
BRIBJICHHA ~ BO3MOXHBIX ~ HETATHBHBIX  IIOCTENCTBHN  HX PHMEHE N,

AHIOHBHIYalTbHOH HEeMIePEHOCHMOCTH, NIpeNYTIPEXICHUS MEJTHITIE KX
1680

PabOTHHKOB, IIAMEHTOB WM WX 3AIUTH OT IPUMCHCHHS TAKMX JIEKAPCTBEHIIBIX

IIpEnapaToB. '

4. DapmMakoHanzop OCYIIECTBIACTCA C COONFOIEHHEM 3aKOHOIATEIr +Ba
Poccuticko Denepanuu B obaacTy 3AIUTEI IIEPCOHATBHEIX JAHHEIX.
302
5. JIoJDKHOCTHEIMH THLUAMH,  YIOIHOMOYEHHBIMHU OCYIIECT  #Th
rid

@apMaKOHa.Hsop, ABIISTIOTCA: i
1) pyxoBomHTeNns (3aMecTUTENH PYKOBOJHTEJIA) Pocanpasragsopa;

13y

Ji)

'IIynxt 52.1 cratem 4 QenepalHOro 3aKoHa oT 12 ampers 2010r. Ne 61-®3 «O6 obpamersa
JICKapCTBEHHBIX cpeacTsy» (Cobpanue 3aKOHONATENBCTBA POCCHICKOMH Denepamum, 2010, Ne'16,
cT. 1815; Ne 31, c1. 4161; Ne 42, cr. 5293: Ne 49, ct. 6409; 2011, Ne 50, cT. 7351; 2012, Ne 2,
CT. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 48, cr. 6165;2014, Ne 11, cT. 1098; Ne 47,
CT. 5797; Ne 52, c1. 7540; 2015, Ne 10, ct. 1404; Ne 27, cr. 3951; Ne 29, ct. 4359, 4367, 4388; Ne
51, cr. 7245; 2016, Ne 1, ct. 9; Ne 23, cr. 3287; Ne 27, ct. 4238, 4283), i
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2) pYKOBOIHTETH CIPYKTYPHBIX mOApasfienerud PocanpaBramso: i, mHx
3aMCCTHTCIIH,  NOIDKHOCTHEIMM — PerilaMEHTaMH, KOTOPBIX  IIPeIyCh: i PeHEl
TIOTTHOMOYHS 110 OCYIIECTBIEHAIO (apMaKOHAN30pa;

3) HHEIe roCynapcTBeHHEBIE TPaXIaHCKue cryxamue Pocsmpaseymsopa,
AOJDKHOCTHBIMA  DEITIAMEHTAMH KOTOPEIX IIDENYCMOTPEHR! IIOJHOMOYES 110
OCYIIECTBIECHHIO (hapMaKOHa[30Da.

6. DapMaKOHaH30p OCYIIECTBIAETCS Pocanpasramsopom Ha ocmomammu
CBEIEHUH, IOIYYeHHEIX B BULIE:

1) coobmenuit cybsexTon obpameHus nexapcTBeHHBIX cpencts (manee —

coobmenuit);
2) IEPHONMYECKHX OTIETOB IO GEe30MaCHOCTH JICKaPCTBEHHEIX IIPenapaToB
(mamee — TIIOB), mampasnsembix B Pocsmpasmansop nepwarensvr” wm

BIIaIC/IbIAME PETHCTPAHOHHELX YAOCTOBEPEHHH TICKaPCTBEHHBIX MPEMApaTes HITK
JHOTHOMOHYCHHBIMA MMM HHBIMH IOPHIMIECKUMH JTATIAME (manee — mepxaremsmMu
PErHCTPallHOHHbIX YI0CTOBEPEHHHN );

3) TepHOIHYECKHMX OTY4ETOB TIO 6e30macHOCTH  paspabaTemss-110ro
(mccmemyemMoro) neKapcTBeHHOrO npeniapara (ganee - POOB), mampasise: =X B
PocsapaBranzop ropumuaeckmm JTHL[@MH, Ha HMs KOTOPBIX BEINAHEI Pa3percHHs
Ha IIPOBCICHHUE KIMHWYECKHX HCCIICHOBAHHI B Poccuiickoit DQenepanmu, 160
APYTHMHU YIIONMHOMOYCHHEIMU FOPHIMYECKAME JTHLAME (manee — IOPHIHTSCKHE
JIANaMH, Ha MM§ KOTOPBIX BBINGHEI Da3PCLICHHS HA [POBEICHWE KITHHI S o CKHX
HCCIIeIOBAHMIL); o

4) MHOOPMAlKH, NOTyYeHHON B Xome OCYIECTBIICHHS ['OCYNAPCTBEN=0T0
KOHTpOJLL (Haa30pa) B chepe obparmenus JIEKapCTBEHHBIX CPEJCTB. B

7. B memax onemku mudopManmm Hay9HOTO M KIMHMYECKOI'O Xapai'ispa,
Coaepxkameiics B JOKyMeHTax U AAHHEIX, IEPEYHCIICHHRIX B IyHKTE 6 HACTOSTIero
ITopsinxa,  Pocanpasramsop IIpUBIEKaeT  DefepanbHOe  TrOCYAapCTBEHHOE
OrOmKEeTHOE yUpeKIeHHe, HaxXOIAImeecs B BeneHuH Pocsnpasramzopa (maree —
SKCIIEPTHASA OpraHU3allns).

8. OuneHka wunbopMarmy HAY9HOTO H KJIHHAYECKOIO xapazif:@-_-pa,
COZepameHtcs B JOKYMEHTAX ¥ [aHHEIX, [IEPEIHCIICHHEIX B IIyHKTE 6 HACTOs {{ero
ITopsinxa, OCHOBEIBaETCSA Ha MPHHIMNAX 38KOHHOCTH, COOIONEHHMS [IPaB | CE50.
HEI0OBCKa ¥ TPaX/[aHWHA, NPaB IOPHIWYIECKOrO ITHIA, HE3ABHCHMOCTH HKC
OOBEKTHBHOCTH, BCECTOPOHHOCTH ¥ MOJHOTEL HCCIIEIOBAHHH, IIPOBOMM
HCIIOIB30BaHHEM COBPEMEHHBIX NOCTHXEHUH HAYKH M TEXHUKH, OTBETCTBEHE :
SKCHIEPTHOH OpraBM3allié 1O IPOBENEHHIO JKCIEPTHOH ONECHKH H Kauc. isa
BKCIIEPTHOU OIEHKH. . -

9. Coobmenus cy6bekToB 06pameHus JI€KapPCTBEHHEIX cpencm;:‘jsa
HCKIIOUCHACM IOPHIMYECKHX JIML, Ha WMS KOTOPHIX BEINAHEI paspelleH: Ha
[IPOBEACHHC — KIMHWYECKMX — HCclefoBaHu# B Poccmiickodt  @emeparim,
HAIIPaBIsIOTCA B PocszpaBHansop mo pexoMeriyemomy obpasiy «M3Bermes
HEXeJIaTeNbHOH peakmWH HIH  OTCYTCTBHH TEPAEBTUHECKOTO 3@)@;_-: wra
JIE€KapCTBEHHOT'O IIperapaTay, IpUBeAeHHOMY B Ipuioxerud Ne 1 HACTOSAIIE MY

ITopsaxy.
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10. Coobmenns 1opummaeckux I, Ha wMs KOTOPBIX BEINAHBI Pa3y - IeHHS
Ha TPOBCNCHAE KIIMHUYECKAX HCCIENOBAHHI, RanpaBiarores B Pocsmpasuansop
110 pexoMeHayemMoMy ofbpasny «Coobmenus o CEPbE3HOH HempenBrienHoH
HEXCIATeIbHON peakiM¥ Ha JIeKapCTBEeHHbIH IIpeTapar, H3y4alollriici B
KIHHITICCKOM HCCIENOBAHAN, IPUBEACHHOMY B npunoxerry Ne 2 x HactdsimeMy
TTopsnxy. . o

11. B ciy4ae, ecimm XapaKTep CBENEHHUH, YKA3aHHEIX B IIOJITYHKTE l'ﬁyHK'ra
6 mHacrosmero ITopsizka, He COOTBETCTBYET ~CONEPXKAHHIO MONeH  hopm,
IIDHBEJICHHBIM B NPHIOXKEHHAX Noe | w Ne 2 x HactosmeMy Ilopanxy, wmu B
CITYyHac, CCld yKa3aHHBIC CBEIEHWs OBLIM BEIBIICHE! 34 openenaMu Poccriickoi

Denepanmy, AOITYCKaeTCs HX IIPENCTABICHHE B POCSJIp&BH&,I{SOp B Hpoaaséjiﬁ.Hoﬁ
dbopnme. o

12. Coobmenus HaIpaBIsgIOTCS B PocanpaBHamsop  wepes
ABTOMAaTH3HPOBAHHYIO HE(OPMAIHOHHYIO CHCTEMY PocanpaBHamzopa (nanee —
ANC Pocsnpasramzopa), mubo 1o SIEKTPOHHOM 1049Te
pharm@roszdravNeadzor.ru. TT0B, POOB IpencraBores B Pocsmpaszanzop
aepes AVIC Pocsnpasransopa mu6o ma SJIEKTPOHHEIX HOCHTEIIIX.

13. lepxaTem perucTpanioRHEEXK YHOCTOBEpeHUHE B Cpok He Goyse 15
KaJICHTApHBIX IHEH Coo0maroT B Pocsnpasramsop ceenerus o mesemaTesnmx
PCaKIHAX, yKasaHHBIX [IpaBunax Hamrexameit IPaKTHKH  (apMaKoHa/i30Da,
JTBEPXKICHHBIX pemenueM Corera EBpasuifckoll DKOHOMHUYeCKOHR Komucean ot
3 Hos6px 2016 1. Ne 87 (. 7.1.7.1., 7.1.7.3.). -

14. Cpox Ing cOOBMeHHS 0 HeXelaTelbHEX PeaKIMAX, YKa3zaH<irX B
IlpaBunax wHammewamedt mnpaxTHxu (apmaxonazzopa EADC (= TLIL)
HCYHCIAETCI B  COOTBETCTBHH C IlpaBunamu HaJJIeXaIed  Ipet MKy
dapmakonanzopa EASC (mr. 7.1.2.1 s ¥

15. Cpok coobmerus wumOi HHOOpPMAIMH  TI0 6eszomacHocT: ®
5O hEKTHBHOCTH, yKa3aHHOM IIpaBrnax mammexamel NpaKTHKH dapMaxonajz0pa
EADC (m. 7.1.7.3.), meancnseres ¢ A&TBI, KOTla AEPXKATEIeM PEerHCTPaIHoY: 10r0
YAOCTOBEPEHHS JIEKapCTBEHHOI0 IIpenapara 6burH YCTaHOKISHEL
COOTBETCTBYIOUIME (DaKTHl ¥ 06CTOATEILCTBRA. )

16. [lepkaTeld perHCTPAIlHOHHEBIX YOOCTOBEPEHHH  JIEKAPCTBE! “EIX
[IPeNapaTos IpexncTaBisior B Pocanpasranzop I10B mo dopwme, IPHUBENEHE! 4
IIpaBrnax HauIexamei IIPaKTHKH tapmaxonamzopa BASC (m.m. 8.4-8.5).

17." Tlopamok WCYMCIGHHS HATHl OKOHYAHHS cbopa mepxaici
PETHCTPallHOHHOI0 YIOCTOBEPEHUS CBEIEHHH O HeXelaTeTbHEIX peaxumsx, v woi

2I"IIJaJaHJIa HaJIexalled IPakTHKH (QapMaKoHal3opa. YTBepKIeHE pemennemM Cozera
Espasutickoit Dxonommaeckoit Kommccnm or 3 HOsGpsa 2016 r. Ne87 (Odummansusit «aifT
EBpasHHCKOro  3KOHOMHYECKOTO  COO3a https://docs.eaeuNeioNe.org/docs/ru-r/0141 1948

/eNeed_21112016_87, 21 moatps 2016)
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HHOOPMaUH 10 6e3omacHocTd s ogepennoro IIOB w mepmon Taocts
npencraBnerus  [I0OB mum JICKAPCTBEHHBIX  IIpEMaparoB Pa3/II4HBIX
MEHIYHAPOMHBIX HEIATEHTOBAHHBIX HAMMEHOBAHHN MTH TPYIITHPOBOYHEIX
HaMMEHOBAHUH YTBepXIAITCsA Poc3npaBHanzopom. N

18.  Jns mexapcTBEHHEIX [IpETIapaTOB, CPOKH M  IEPHONNTHOCTD
Ipencrasnenus IIOB ma koTopsie me YTBEDXKIEH!  Pocsapasmanzopom,
IICPHONMIHOCTE M CPOKH Hpencrarienus [IOB OTCYUTRIBAXOTCS OT HaThI n:épBoﬁ
FOCYNapCTBEHHOR  perucrparmy JICKapCTBEHHOTO  IIpemapaTa B Mupe H
COCTaBIISIOT: .

1) xaxzsle 6 Mecsies or AaThl LIEPBOH TOCVIAPCTBEHHOM PETHCTpaTuN B
MHDE Ha IIPOTIKEHHH IIEPBhIX 2 JIeT; s

2) eXETrOIHO HA POTSHKEHHH IOCIIEqYIOINNX 2 JeT;

3) maiee — xaxmele 3 roja.

19. TIOB npexcrasmsmores B Pocsnpasransop s CPOK, yKasauuz:i#i B
UpaBriax Haxnexameit mpakTuxm dapMakonamzopa EASC (m. 8.8.1.).

20. TIpn BBIBIIEHWM HeKeTaTelbHEIX peaKimi 1 uHOH HHOpPMar 7 mo
OesonacHocTd u sbdexruBnocTH, He CONCPKAIMXCS B HHCTPYKIE® 110
MEIMLMACKOMY TPHMEHEHHIO, H3MCHSIOIMX OTHOINSHHE OXMIAeMOM IIOJY; 361 K
BOSMOXHOMY DHCKY NPHMEHEHHS JIEKAPCTBEHHOTO mpenapata, Pocsmpasmznzop
BIIDaBE  3alPOCHTE Yy  JepikaTens PETHCTPAIIAOHHOTO  YIOCTOBEHEHHUS
JICKapCTBEHHOI0 NIpenapaTa BEeoYepeaoi [TOB. '

21. Bmeouepenmoit I1OB IpeacTaBisercs B PocsgpaBHamsop B UPOK,
yKasauHBIH B IlpaBmiax mapmexameit IPaKkTHKH (apMakoHag30pa EADC
(m. 8.8.2.). '

22. HOpummgeckue JTHIa, Ha HMA KOTOPBIX BEIIAHEI pa3penieHyr: Ha
[IPOBC/ICHHE KIMHHYECKUX HCCIENOBAHMIH, B Cpok He Gonee 7 KaneHmapHLL: rHeit
coobmaror B Pocsnpasranzop o meTamsHEX mim YTPOXAIOIHX YU3HH CephesHbIX
HENPEABUICHHBIX HEXENaTelIbHBIX PeakIHsX Ha uécnenyeMsli JlexapcTBes BT
[IPeNapat, BRIABICHHBIX B XOI€ KITMHHYECKHX HCCIIENOBAHII, paspemesssix K
IpoBefiernio B Poccmiickoit Depmeparmu, ecmu mmoe He NIPeIyCMOT¢HO
OZODPEHHBIM [POTOKOIOM KIMHHIECKOr0 HCCIIE/IOBAHHS. .

23. KOpumwdeckue nuna, Ha uMs KOTOpBIX BEHIJAHBI pa3pemeHy.  Ha
[pOBENCHHe KIMHUYECKHX UCCIeIOBAHMH, B CpOK He Goree 15 KaJleHIapHBIX ;e
coobmanT B Poc3,apaBHa;130p O CEphE3HBIX HENpeaBHIEHHBIX HexcenaTeni’_Jj:LD{

H :..;:1"0

24, IOpHIMYeckWe IHITa, HA HMS KOTOPEIX BBIIAHBI paspemieHr: Ha
IPOBEACHHE KIMHUIECKHX HCCIISIOBAaHMUH, B CpoK He Oomee 15 KaJleHOapHEIX rHel
coobmaror B Pocanpasranzop HH(OPMaLKIO 110 6e30IacHOCTH HCCIIeIYEeHOTO
JICKapCTBEHHOIO Ipenapara, YKa3aHHyIo B [IpaBmnax Hamiexamei KIHHAYEC O
NpakTHKHM EBpasuiickoro sKoHOMEYECKOro corosa, YTBEPXKIEHHEIX peIlenyeM
Cosera Eppazmiickoit DxoroMmaeckodt Kommccus oT 3 Hos6ps 2016 r. Ne 79
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(mamee - TlpaBuia HamTexamedl KTEHEYECKO npaxTEKE BADC) 77 1.5,
Ipunoxernus 5
Ne 11). 5

25. Cpoku mns coobmesus o HEXCIATENIPHBIX PEaKIHIX, yKa3ayw:olX B
OyHKTaX 22 u 23 HacTOSmIEro Ilopsnka wcawmensiores ® COOTBETCIHAA C
IIpaBunamy Ha/ulexamel KIHHHYECKOH npaxruk EADC (m. 1.3.1. Tlpunoxenus
Ne 11).

26. Cpok coobmenns #HON HHMOPMALUK TT0 §e300aCHOCTH HCCIIE Ay ZMOTO
JICKApPCTBEHHOTO NpEapara, yKa3saHHEIA B IYHKTE 24 HACTOSIIEro ITopsnxa,
HCTHCIACTCA C JIaThl yCTAaHOBIEHUS IOPHIMYECKHM JHIOOM, Ha HMS KOTHPOro
BRIIAHO  DA3pEIICHHS  Ha  IIPOBEJEHHME  KITHHHICCKHX HCCIIEIO»AHAH,
COOTBETCTBYIOIIHX (aKTOB ¥ 0BCTOSTEHCTE. '

27. IOpunwyeckoe MO0, HA HMI KOTOPOI'O BEINI@HO pa3pelles’ = Ha
IPOBE/ICHHE KITMHUYECKHX HCCIIENOBAHMIH, PACKDPEIBAET PaHIOMH3aIUOHHBL KO B
COOOIMEHMAX O HEXEeNaTelbHBIX PCAaKIIMAX, YKazaHHBIX B IyHKTax 22 # 23
HACTOAIIErO IOPA/Ka, eCIH HHOE HE IIPETYCMOTPEHO MPOTOKOIOM KIMHIISCKOTO
HCCTIeIOBaHH.

He nomnmexar coobmenmro B mopsixe, YKa3aHHOM B IIyHKTax 22 x 23
Hacrosmero Ilopsika, HexenaremsaEe peakmuy, IPOH30IENINE ¥ YIaCT=KOB
KIHHAYECKHUX HCCIeN0BaHuH, IT0TyYaBIIMX miane6o.

28. Coolmenus 0 BEIABICHHEIX Ha TeppuTopuH Poccutickoii ®ene: =immu
HEXCIATCNIPHRIX  DCAKIUAX HA  JICKApCTBEHHBIE IIPENIAPATEl  CPABE:HH,
3apPETHUCTPHPOBAHHEIE B PoccHICKO Denepanyy, HOITEKAT coobmerwic B
IIOpSANKE, YKA3aHHOM B ITYHKTE 12 HACTOSIIEro Ilopsioka. '

29. IOpumiyecKkde IHIA, HA HMS KOTOPBIX BBINEGHO pa3pelleHr: Ha
HPOBCICHHE KIMHMICCKHX WHCCIENOBAHMA, MpPEACTABILIOT B Poc3apaBH: 130
POOB B coorsercTBEM ¢ IyHKTOM 4 mHpmioxKerus Nol2 ITpaBun mamrex: el
kmanudeckodt mpaktukd EADC. K POOB  mpmiaraercs Komus Opor_oper
HCCJICTIOBATE/] KIMHHYECKOTO HCCIeNOBaHHMS, Pa3pellleHHOTO K IPOBENEE™0 B
Poccuifckoit Denepartuy, neffcTBYFOMAs Ha MOMEHT npencraBierus POOB.,

30. POOB mpexcrasmmores B POCSIpaBHAN3Op eXerofHO B ‘Cpor,
OTCYMTHIBAEMBIH OT [aTEl Hadyala IepBOr0 KIMHHYECKOTO HCCIENOL  tus
JIEKAPCTBEHHOTO Iperiapara B MHDE WM OT NaThl NEPBOH TOCYIapCTB Bl
PETHCTPalMH JIEKaPCTBEHHOTO IIpenapaTa B Mupe. :

31. POOB 1o 11eKapcTBEHHEIM IIperaparam, HCCIIeyeMbIM Ha TEPPHT:: dH
Poccuiickolt @enepanuu, IpPenCTaBISIOTCS B Pocsnpasnamsop B cpox, ae
OpeBBIIArIid 60 KaneHAapHEIX XHEH OT TATH OKOHYAHHS cGopa mepxar: s
PETHCTPAl[HOHHOI0 YIOCTOBEPEHHUS CBENECHHMH O HEXETATeIbLHbIX PeaKIEL: UL
JaHHOTO JIEKapCTBEHHOT'O IIperapara. o

3 Ilpasuna Hamexamel KIHHEYECKOH TPAKTAKH EBpasmifckoro 3KOHOMHEYECKOTO Covi3a.
YrBepxaens! pemerreM Cosera Espasuitckolt DxoHoMuaeckos KoMuccHs or 3 HOSIOpA 2015 T,
Ne 79 (O rnraEHEDT cafit Erpasmiickoro 35KOHOMHYECKOT0 cerosa
https://docs.eaeulNeioNe.org/docs/ru-ru/01411924/cNecd 21112016 79, 21 HostOps 2016)
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32. Ilpu BEISBIEHWH CBELCHHUM, U3MEHSISIINX OTHOINEHHE OXi FaeMOoM
TIOMB3BI K BO3MOXKHOMY DPHCKY NpHMEHEHHS JICKapCTBEHHOTO IIpenapara B
KIIHHAYECKOM  HCCIIEIOBAHHH, Pocsapasnamsop BIIpaBe aarrpoc;ﬂ% y
TOPHAMIECKOTO JTHIla, HAa HMA KOTOPOTO BEIIAHO Pa3peIleHde Ha TNpOREIeHHe
KITHHHYCCKHX MCCIEI0BAHIH JIEKapCTBEHHOT0 CPEICTBa, BHEOYEPEIHOMH PCOB.

33. Breouepennoit POOB HpelictaBisercs B PocsnpasHamsop B (':_1'5751{, He
IPEBRIMAIOIHH 60 KaleHAapHEIX IHEH OT DAt TIOJTYHEHHUS! FOPHITIECKIM JiiIIOM,
Ha HMA  KOTOPOIO BBII@HO paspelieHue Ha IPOBE/IEHHE mmracmx
HCCIIEIOBaHMH 3ampoca Pocanpasramsopa, ykazanmoro s myskre 31 Hactosmero
Iopsimxa.

34. OcymectBienne paGoTs! CyOBexkToB Obpamenus JI€KapCTBEHHEIX
CPEICTB (MEAUIMHCKIX OPraHH3aL¥H) 110 BEIIRICHIIO HEXeTaTeNbHEIX pear i u
HHOH HHOOpMANMK TO Ge30macHOCTH 1 shdexTHBHOCTH TPH IPHME P CHIH
JICKaPCTBCHHEIX  IIPENapaToB PCTTIAMEHTHDYETCS  BHYTPEHHHMH IIPHIA3aMH
MEIHIHHCKON OpraHu3alIHy.

35. Cy0Opextar obparenus JICKaPCTBEHHBIX CPENCTB (MEIMIT: “CKHe
OPraHH3alluH) O00f3aHEI B. CPOK He 6omee 3 pabounx mHeH coobricts B
Pocsnpasramsop o cepresmsx HemxenaTemnHEEX Pe2XIHAX C JIETANBHEIM HCY0JI0M
HIIH YTPO30H XU3HH, 33 HOKIIOUCHHEM HEXeaTebHEX Peaxumit, BEISIBICH LK B
XOZC IPOBENCHHA KIHMHHYIECKHX HCCIIEIOBaHHMH, IPOBOIMMEIX B J2HHOM
MEIHIMHCKOM OpraHu3ary. a

36. CyOwextsi obpamenus JICKAPCTBCHHBIX  CPEJCTB  (Me My -KHe
OPTaHM3aI[HH) B CPOK, HE NPeBBIUAOMHMH 15 KalCHNapHEIX OHEH, COobm:
Pocsnpasransop o cremyromux HEKCTATCNBHEX peakIsX U HHON uHbOp
no 6e30macHOCTH # 3 (EKTHBHOCTH, BBITBICHHOM JaHHOH MemuIy
OpTaHH3alHeH, 3a HCKIIOYEHHEM HEXEIaTe/IbHEIX peaKiui, BEIABICHHELIX &
[TPOBENCHHA KIIMHHIECKAX HCCIIEOBAHEN:

1) CepbE3HBIX HeXenaTesHEIX PEaKITHsIX Ha JIEKapCTBEHHbIE IIpeliapat-.i, 3a
HCKIIOUCHHEM CePBESHBIX HEKeNaTeNbHBIX DEeakIHil, YKa3aHHEX B OyHKT: 35
HacTogmero [Topsmka; N -

2) cmygasx nmepeznadu HEDEKIMOHHOTO 3a60/IeBaHHs Yepe3 JIeKapCTBe: ! I
IIperapar; '

3) cmydasx OTCYTCTBHS 3asBIEHHOMN addexTHBHOCTH TIEKAPCTBEL (BIX
[IPCTIapaToB, IPHMCHACMBIX NP 3a00NEBAHUSX, MPEICTABISEOIIHX YTPO3y "I
KH3HH HeJIOBEKA, BaKUHMH A IIPOQHIAKTHKA HHQEKIHOHHEIX 3abomer: ™ i,
JICKAPCTBCHHEIX  I[PENApaToB JUIs IIPENOTBDALIEHUS GepeMeHHOCTH, Krma
OTCYICTBHE  KIHHHYECKOro 5¢dexTa He  BBRI3BAHO HHIHMBULYATEE 2 MK
0COGEHHOCTIMY TalenTa i (FIIH) crienuduKoi ero 3a6oeBanus:;

4) HeXeNaTeNBHBIX PEaKIMAX, BOHHUKIIMX BCIEICTBHE 3I0YmOTpebe s
[pelapaToM, B CIydasx yMBILUICHHOH IlepeJOo3HpOBKU JIEKapCTBEH! 'JT0
IIperapara, MpH BO3ACHCTBHH, CBA3aHHOM C IIPOheCCHOHANLHOM AIESITEITBHOC | -0,
HITH B ClIydadxX  HUCIOIILE30BAHHA JIEKapCTBCHHOT'O Iopenapara B 1T :‘ PJX
YMBIIIUIEHHOTO IPHYHHEHHS BPE/Ia KHU3HH 1 3/I0POBBIO JeIOBEKA. -

37. Ciryyas MHIUBHAYAIBHON HEEPEHOCHMOCTH JISKapCTBEHHBIX CPEJit TB,
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ABUBIIACC OCHOBAHMEM JJIS1 BBIIMCKH JIEKAPCTBEHHBIX IIPENapaToB M0 TCEEIBOMY
HaHMCHOBAHHIO B PaMKax IPOTPaMM JIEFOTHOTO JIEKapCTBEHHOr0 0beciicyeHus,
[IOMVIEXAT HANpasNeHmO B PocslpaBHamop BpaueGHEME KOMHCCHIMH, B
LOPANKE, YCTAHOBNEHHOM IpHKa3oM Mum3ipasa Poccum or 5 mas 20172 502m
«O6 yTBep)IEHAM IOpAIKa CO3MAHHS H ACATCHEHOCTH BpadeOHOM Konficcuu
MEJHIMHCKOR OPraHH3aIii»’ B CPOK, He MPEeBBIMANOMEH TsTH paboumx rHel ¢
AGTBL BBIITHCKH COOTBETCTBYIOINETO JIEKAPCTBEHHOIO TpenapaTa Mo TOProBOMY
HaUMEHOBAHHIO.

38. Cpok 1 cOOBIMEHHA 0 HeXeNaTeIbHELX PEaKIHIX U HHOK HHBOpAIMA
1o 6e30NaCHOCTH W 5O (EKTHBHOCTH, YKa3aHHOM B myHKTax 35-36 HaoTQ}rjmero
Iopsinka, wmcumensiercs ¢ narsr, xorma OTBETCTBEHHOMY MO (hapMakom: 130py
AOIDKHOCTHOMY 1y cy6hekra obpamenns TIEeKapCTBEHHEIX  ChefICTB
(MEIMUMHCKOM OPraHM3AIMM) CTATH HIBECTHEL CHeIYIOIIHE CBEe=ws O
HEXENATeNPHOH Peakluu 1l 00060 cHTyarmu:

1) wEdopmanus, mossomsomas HICHTH(HIIPOBATE FOPHIHYECKGS HITH
(U3EIECKOE THI0, BEITBHBIIEE HEXENATEIBHYI0 PEaKIMIO0 HITH 0COBYI0 CHTYAIHIO;

2) uHOPManHs, IT03BOJISIOMA] HACHTHQHIEPOBATE (DU3HYECKOE K0, y
KOTOPOTro HabJFO[aNach HexKelaTebHas PeaKiIHs, L

3) wHQOPMALMI, IO3BOJSIOMAS HICHTHQUINPOBATE  JIeKapCTE: THELH

[Ipenapar;
4)  wHQOPMAalHi,  O3BONSEOIIAL HICHTHQHIIUPOBATE  CHMITOMEI
HEXEeJIaTeIbHON peaKiiy. . )

39. Kormuu coobIeHunH, HalIPaBJICHHBIX B Poc3npaBHamzop, B COOTBETTBHH
C HOyHKTaMH 35-36 HacTosmero Iopsanxa, coxpamsorcs B MEIHUIEHCKOH
IOKYMEHTAIIHH [allHeHTOB. ' '

40. Coobmerus, ITOB, POOB, IIOCTYTIal0IMHAe B SNIEKTPOHHOM BHIe & AMC
PocsnpaBransopa, PErHCTPUPYIOTCS aBTOMATHYECKH., '

41. CooOruerus, ITOCTYIIalOINHE B POCS,HP&BHB,HBOP II0 3JIEKTPOHHOM ricure,
a Ttarxe IIOB, POQOBE, IIOCTYIAlOIIHE B Pocsz:paBHanaop Ha DIIEKTPOFIBIX
HOCHTEISIX, PETUCTPHPYIOTCS U BHOCSTCE B AUC PocsnpaBramzopa B Teqej_a'_:,fe J
pabo9mX JHeH ¢ JaTh! HX MOCTYILIEHH S, o

* IIpaxas MuruCTEpCTBA 3npaBooxpaHeHds: Poccriickolt Denepanmy ot 5 mas 2012 Ne -025
«O0 YTBEPKNCHEH HODANKA CO3NAHWS H MEATCIHLHOCTH Bpa4eOHOH KOMHCCHH MEIHI: I XOH
OpraHH3aiuy» (3aperncTpEpoBaH MuHIOCTOM Pocchm 9 mioms 2012 T., PETHCTPALHO:. JBIf
Ne 24516, PI" 22 mions 2012 r. Nel41) B penakmmy [lpukaza MunmcrepcTsa 3IPaBOOXPai~ HHSA
Poccriickolt ®enepanmu ot 02 mexabps 2013 Ne 8861 «O BHECCHHH H3MeHeHHH B [lor ok
CO3IaHHT H NEeATeNbHOCTH BpadeOHOH KOMHCCHH MEMIHHCKOH OpraHM3alid, YTBepIKc:  hIH-
IpuKa3oM MunkcTepeTBa 3/paBooXpaHeHES B COMMATEHOTO passuTHS Poccmiickoit Qenep . 1un
or 5 mag 2012 r. Ne 502m, u B Ilopsanox HasHadeHHS H BEIMHCLIBAHHS JIEKAPCTBEHERIX
[IperapaToB, yTBEPAKNCHHEIM mpuxa3oM MurWcrepcTBa 3IpaBOOXpaHeHHs Poccuiickolt
Deneparmu ot 20 nexabps 2012 . No 1175m» (3apeructprposan Munroctom Poccuu 23.12.2013
Ne 30714)
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42. Onemxa wuHQOpMamUy HAyTHOrO M KIHHHYECKOTO X&j#Tepa,
COOEPXKAIIeHCs B COODIIEHHSIX, nmocrynaromux B AMC Poc3azmpassazopa,
OCYIIECTBIACTCA SKCIIEPTHOM OpraHu3aldelt B Tegemue 5 pabouux mHel ¢ nater
IIOCTYILICHHS.

Ouenka  wmHbOpManuH HEYSHOTO M KIMHHYECKOTO  Xap:xTepa,
conepxamerics B IIO5 w POOB, nposomwres SKCIEPTHOH opramaa__:gz:}ieﬁ B
Teuenne 60 paboaux nHel ¢ naTH Ux TIOCTYIJIEHHS B SKCIEPTHYIO opra.rm&éiﬁ?no.

43. Pe3ynabTaTel OIEHKH HHQOPMallkK HAYYHOro u KJIIMHHY 2CKOTO
Xapaxtepa, cofepkamefics B COOOIMIEHHIX, HANPABIIOTCS B Pocsnpaszazop
OKCIIEPTHOH OpraHHM3allueif B COCTABE e eHE e EHEX OTYETOB, HH

Pesynpratel WHQOPMAIMH HAYYHOTO M  KIHHWYECKOLO xapairepa,
comepxamerics 8 [10B u POOB, nanpasmsiores s PocanpaBramsop B cocrase
CIKCMECIIHBIX OTIETOB OKCIIEPTHOR OpraHW3aLHH.

44. Ilpm BHIIBIEHHH SKCIEPTHOH  OpraHW3amMeldl HEeCOOTBE: TBHS
npencrasrenHoro 1106 mynkrtam EADC 8.4-8.5 IIpasun mamexameit npsraku
¢apmakoransopa, # POOB IYHKTy 4 mpunoxerus Nel2 ITpasmn mamme: mei
KIIMHWYeCKOH npakTuku EASC, Pocsnpasransop B cpok, me npeBEInaron#i 10
pabodux mHeH ¢ gmaTHl NMOCTYINIEHMS naHHOM MHQOPMAIHH, Hamy: = IgeT
ACPATEITI0 PerHCTPaMOHHOIO YAOCTOBEPEHHUS IEKAPCTBEHHON0 Ipenapays Wil
TOPHIMIECKOMyY Iy, HA HMS KOTOPOTO BEIAHO paspelleHHe Ha HpPOBEIZHUE
KIHHHYIECKHX HCCIISNOBAaHHM, 3aIIpOC O BHECEHHH H3MeHeHwuH B [TOB uny POOB.

45. [lepxarenp perucTparHOHHOTO YAOCTOBEpEHHsl  JIEKaPCTEEHOTO0
TIpeTiapara Mk I0PHAMYECKOe JIHIO, HA HMS KOTOPOTO BEIAHO pasperre
IPOBEJICHHE KINHAYECKHMX HCCIIENOBAHMH, B CPOK, He IpeBhImIAoNHi 30 pafiamx
AHEH ¢ [aTel TOTyYeHHs 3ampoca Pocsppasranzopa, ykasamsoro B mymx: 44
HacTosgmero Ilopsnka, Hanparmasger B Pocanpasramzop IIOB B cooTBercitzm ¢
myrKTamy EASC 8.4-8.5 Ilpapuir Hajuiexamell MpakTikH (hapMaxoHamsers, m
POOB B coorsercrsum ¢ mymxrom 4 Ipanoxerus Nel2 Ilpasun mammessteit
KIMHIYecKo# npakreku EASC, '

46. Ilpy BBIIBIEHHH OSKCIEPTHOH OpraHu3aled B XOHe ©f “IKH
MHQOPMAI[MM  HEYYHOTO W  KIMHHYECKOro XapaKTepa, COJCpKalluxX:™ B
coobmenusx, II0OB, POOB CBENICHMHM, OTCYTCTBYIOLIAX B HHCIpyKuhI"“
MEIHIIHHCKOMY NPHMEHEHHIO WK NOKyMEHTAlHH KIHHHIECKOIO MCCIIENOE
MSMCHSIONINX OTHOWICHHAE OXKHUIAEMON [OJIB3EI K BOSMOXHOMY PHCKY IIPHME:
JICKapCTBEHHOrO IIpernapaTa, SKCIEPTHAA OpraHH3alys HANPABILIET 3aKITio
o6 srom B PocsmpaBHamzop B CPOK, He mo3nHee 5 pabouux pmeH ¢ irhl
BELABJICHHS COOTBETCTBYIOLIMX CBEICHMIE.

47. B crmydae, eCllH COTNIACHO 3AKIFOYCHHIO OKCIIEPTHOH OpraHu3:: "
NPUEHHOH HEXeNaTensHOH PeaklWd WIH YIDO3EI KHU3HH 1 3I0POBBIO 4eln
MOTJIO ABJATECA HapylIeHHe CyOBeKTaMH OOpalleHHs IeKapCTBEHHBIX CpE
3aKOHO/IATENBHEIX TpeboBarui K (apMaKoHax3opy, THG0 HapyIIeHHe It
HajIexamed KIMHMYeCKOH mpakTuky, PocsmpaBramzop IPUHUMAET PEIIEH?
IIPOBEICHHH IPOBEPKH COOIMFONEHUS CyOBeKTaMH obpameHus JIEKAPCTBEE i BIX
CPEACTB yCTaHOBIEHHEIX DemepambHbM 3aKoHOM 0oT*12.04.2010 Ne 61-D3 06
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OOpaleHHn eKapCTBEeHHELX CPCIICTEY» H NPHHATEIMH B COOTBETCTBHE © HUM
MHBIMH HOPMAaTHBHEIMH NIPAaBOBBIMH aKTaMu PoccHifckoit Qeneparmuu Tpetir=aumii
K KIHHHYECKHM HCCIIEOBAHHIM JICKapCTBEHHBIX MIPEapaTos, XpaxcHAL,
IIEPEBO3KE, BBO3Yy B Poccwriickyro @eneparro, OTIIYCKY, peaqf%gamm
JICKApCTBEHHBIX CPENCTB, IMPHMEHEHHIO JICKAPCTBEHHBIX MPENapatoB B I1GpsiKe,
YCTaHOBNECHHOM QefepallbHEIM 3aK0HOM OT 26 nexabps 2008 r. No 294{3{53 «O
SAIIUTE IIpaB IOPUIMYECKUK JHI[ U HHIABUalbHbIX UPEANPHHAMATENS [Py
OCYILECTBICHHH TOCYIapCTBEHHOIO KOHTPOIA (Han3opa) W MyHHUOATAREHOro
KOHTPOILD ., o

48. B cimydae, ecimm corIacHo 3aKIFOYCHUIO OKCIIEPTHOH OpIaHﬁézuHH,
IPHIMHOH  HEXENATENbHON  peakUWH  Mormo ABIATBCA HecooméfiéTBHe
JICKapCTBEHHOrO IpenapaTa TpeGOoBaHUIM KadecTa, PocspaBranzop mpurzuvaer
PCIICHNE O NPOBEAEHHM BHIGOPOYHOTO KOHTPOJIsI Ka9eCTBa COOTBETCTBYIOIIErO
JICKAPCTBEHHOIO Npenaparta B IOPSAIKE, YCTAHOBICHHOM 3aKOHOMATEI . “TBOM
Poccuiickoit CDe;IepazmH.G

49. B Teuenne 5 paboumx nmHed o ATl TIOCTYIUIEHHS B3aKIICI=HHI
SKCIIEPTHOH OpraHM3alldH, COMepIKAallero HHOOPMALMIO O BEIIBJIEHHH & OBLIX
HAaHHBIX IO 0e30MacHOCTH H 3(oexTHBHOCTH JICKapCTBEHHEIX [IpeIIaparc:;, He
CONCPXAIMXCA B HHCTPYKIHH 110 MEZMIMHCKOMY — IPHMEHEHMIO. AT
AOKYMCHTALMK  KIHHHYECKOTO  HCCIEIOBAHHS, H3MEHSIOMUX ~ OTHOLSHHE
OXHIaeMOH ITONB3EI K BOSMOXHOMY DHCKY IIpHMEHEHHS JIEKAPCTBE: HBIX
IpenaparoB, PocsnpaBransop yBeoMaser 06 stom ACPXKATEIs PETHCTPAIHOY I0T0
YHOCTOBEPEHHS JIEKAPCTBEHHOI'O IIperapaTa i IOPHIUYECKOE JIHIIO, HquMH
KOTOPOTo BEIIAHO pa3pellente Ha NPOBEeHAE KIHHAIECKHX HCCIIEIOBAHM.

50.  Jlepxarems permcrpanuormoro YTOCTOBEPEHHS  JI€KapCTBEL0T0
TIpeliapara WM IpHIMIECKOe JIMIO0, HAa UMs KOTOPOTO BEIIAHO paspenienc Ha
[IDOBENCHHE KIMHUIECKHX HCCIIe[OBaHMH, B Tedenue 10 paboumx nHel ¢ MOMEHTE
TOTYMeHHEA yBENOMICHHS Poc3paBHa30pa, yKa3aHHOro B ITyHKTe 49 HacTOsiiero
[Topsinka, mpoBommT [IPOBCPKY TOCTOBEPHOCTH IONYYCHHOM HH@)opMau':;,l:-ja U
IPECTaBIIeT HHPOPMALIHIO O Pe3yIIBTATaX Iposepku B PocsapaBHazop. .

5 QenepanbHELL 3aK0H 0T 26 Aexabps 2008 r. Ne 294-@3 «O samute mpaB ropmqecm";‘;;wm H
HHEIMBHAYaNbHEIX NPEANPHHAMATENEH IIPH OCYINECTBICHHR TOCYAPCTBEHHOTO KO [OIIs
(Ham3opa) ¥ MYHHOHNATBHOTO KoHTpONsty (Cobpanue 3axomOmarenbcTBa Poccnj;_:": 0
Denepamun, 2008, Ne 52, or. 6249; 2009, Ne 18, c1. 2140; Ne 29, ct. 3601; No 48, ¢1. 57. %
52, ct. 6441; 2010, Ne 17, er. 1988; No 18, c1. 2142; Ne 31, cr. 4160, ct. 4193, c1. 4196, M.
cr. 4298; 2011, Ne 1, 1. 20; Ne 17, cr. 2310; Ne 23, cr. 3263; No 27, e, 3880; No 30, cr. 4J,¢ Ne
48, ct. 6728; 2012, Ne 19, cr. 2281; Ne 26, cr. 3446; No 31, cr. 4320, ct. 4322) K

. ITprxas DexepansHoi ciryxGs! o Haz30py B chepe 3npaBooxparerns ot 07 asrycra 2015 Ne
5539 «O6 yreepxnennn [Topsmka OCYINECTBIICHHA BEIGOPOIHOTO KOHTPOII Ka9ecTBa
JICKaDCTBCHHLIX CPENICTB I MEIMIHEHCKOIO IPAMEHCHHT) (3aperrctprpoBan MurOCTOM =
Poceru 9 asrycra 2015 r., peracrpanmonnsst No 39263, "BronnereHs HOPMATHBHEIX aKToE .
(heepaTbHEIX OpPraHoB HCOMHUTENHHON BIACTH”, Ned8,30.11.2015)
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51. B mepwon mposenerus TIPOBEPKH, yKa3aHHOH B IyHKTE 50 Hac1{ 1Iero
Hopsmxa, mepxarens PETHCTPALMOHHOTO  YOCTOBEpeH s JeKapCTE-HHOIO
TIpeTiapaTa Wi FOPHIMIECKOe JHI0, Ha HMs KOTOpPOTO BEIN&HO paspemrenye Ha
HPOBCACHHE KIMHIYECKHX HCCIIeNOBaHTi, PHHAMACT HEOOXOMMMEBIe Mepsr ms
TOro, 4robbl  Bpem, cBu3aHEEG o obpamenuem COOTBETCTRY:OIIEro
JICKapCTBEHHOTO IIpenapara, He YBEeTHaHIIcs, fi

52. B Tewenme 10 pabodmx nHe# ¢ marhr IIOCTYILUICEMA pe3yIiTaTOB

[v)

IIPOBEPKH, yKa3saHHOH B myHkTe 50 Hacrofmero Ilopsnka, mposejiEamoit

AaHHBIX 110 O€30IaCHOCTH H 3¢ dexTHBHOCTH JICKAPCTBEHHBIX MPENaparos, He
CONCPXAIMXCS B  HHCTPYKIMH 110 MEIHIHHCKOMY IPUMEHEHHIO — HIH
AOKYMEHTAllHH  KJIHHHYECKOr'o HCCIICNIOBAHHS, U3MEHSIONIMX  OTHOGI7SHHe
OXHIaeMOH IONE3EI K BOSMOXXHOMY PpHCKY IpHMEHEeHHs JIEKaPCTREHHBIX

JICKApCTBEHHOIO  MIpemapata,  OTMEHH TOCYNapCTBEHHOM  perwcTysiwm,
IPOBEJICHUN NOKIMHHYECKUX HITH KIHHHIECKHX HCCIICIOBAaHAN J1€KapCTBR:
Upernapara,  ub0 HHEIX  ONONHHTENLHEX ° HCCIIEOBaHmH
spdextuBHOCTH T  6e3omacHocTH JICKAPCTBEHHOTO Ipemiapata (gasce —
JOIOHATEIIBHBIX HCCIIEIOBaHMH), & Takke o HeobxomuMocTH, 6o o6
OTCYICTBHH HEOOXOTHMOCTH IIPHOCTAHOBIIEHHS obpamenns JIEKapCTBE! HOT0
Hpellapata Ha IMEpHOJ MPOBEHEHHS HOIONHATENBHEX HCCIeNI0BaHmH, iul:~» Ha
IICPHOA, HEOOXONWMEIM g BHeCeHHs H3MCHCHHH B PETHCTPAIHCHHYIO
AOKYMEHTAIHIO JICKAPCTBEHHOT'O Ipenapara.

53. ITo uroram PacCMOTPCHHA pe3y/IbTaTOB HPOBEPKH, YKa3aHHOM B IIyEKTe
50 HacTosmero Ilopsinka, mpemcTaBieHHLIX ACPKATEIEM PErHCTPalHOLEoro
YHOCTOBEPEHHA JIEKAPCTBEHHOIO IIpemapara, Pocanpasramsop B tewemms 30
pabounx mHeH ¢ park TOMyHeHHs Pe3yIbTaToB MPOBEPKH, BIPABE HAIIDALATE
ACPIKATEeII0 PEerHCTPalHOHHOIO YAOCTOBEPEHHA 3ampoc o Heobxomm: oTH
paspaborku ITnana ympasnenus prckamu (namee — ITYP) B cooTmercTei s
IyHKTaMu  6.2.4-6.2.5 [IpaBun HazIexalne mpakTuKy (bapmakonanzopa EA. ”f' A

54. ITYP nopuexuT Hanpasierwio B PocsnpaBranzop B Tewenue 60 pabutimx
AHEH C NaTel HOJIydeHHs sanpoca PocsmpaBHamsopa, ykasamHOTO B OyHK?. 52
HacTosmero ITopsyxa. 98;

55. Ilpu BeIABIEHUH ACPXAaTEeNIeM PpPEerHCTRAIMOEHOrO YIOCTOBED: .
JI€KapCTBEHHOTO IIPEnapara, B X0/le IPOBENSHHS TIPOBEPKH, YKa3aHHOM B Iry:iiTe
50 macrosmero Ilopsuxa, HHQOPMAalMH O HECOOTBETCTBUH JEKapCTBEHHOTO
TIpeTiapata TpebOBaHUAM KadecTBa, 3(DeKTHBHOCTH U GesonmacHocTH, mepxarens
PCTHCTPAalHOHHOTO  YIOCTOBEPEHHS  JIEKapCTBEHHOTO npemapara BIIjjiBe
CaMOCTOATENBHO paspaboTars ITYP u npencTaBuTs ero B Pocsnpasransop. )

56. IIYP sxmouaer MONpOOHOE  ONHMCAaHWE  MEPONPUSITHH 10
hapMaxoHaN30py, HApaBIeHHEX Ha BEIABJICHHE, OLEHKY H LPeJOTBPaIlleHre 711
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MUHHMH3AIAIO PUCKOB, CBS3aHHBIX C JIEKAPCTBEHHEIME [IpenapaTaMu, Eiizodas
OLIEHKY 3 (DEKTHBHOCTH NaHHbIX MEPOIIPHSTHH.

57. PocsnpaBHamop B CPOK, HE NPEeBBIIIAOMHH 5 pabouymx mHEd <. naTh
noctyrnenns [IYP, Hanpagnser ero B SKCIEPTHYIO OPTaHH3AIHI0 JIS TIPOEE TeHHs
HayqHO-KIHMHUYECKOH  OLECHKH C  IeNBio. ONPENeNEeHAS  OCTATOHHOCTH
HPe/LIAracMBIX MEPONPHATHE UL NPEAOTBPANICHHS Bpela JKH3HH H 318 H0BEI0
TPaXIAH IIPY IPUMEHEHHH JIEKaPCTBEHHOTO Ipenapara, ‘

58.  3axmouenue SKCIEPTHOM  OpraEH3almé o JOCTaTO%HOCTH
HNPeANOKEeHHbX [TVP MeponpusTait mis mpenorspamernms Bpela KEHH H
3A0POBEIO, TPaXAaH IIPH IPHMEHEHHA JICKapCTBEHHOTO TIpeNapara Hallpak eTcs
B Pocszpasnansop B Tewenme 20 paGowmx mmeii ¢ garsr noctymierns (1YP B
SKCHEPTHYIO OPTaHH3aIIHIO. ‘

59. PocampaBramsop B Tewemme 5 paboumx nHed ¢ gmarer ITOJTY = SHUSA
SaKIIOHCHAS SKCIEPTHOR OpraHH3alWH, YKa3aHHOTO B IIYHKTe 57 HACTo:#IIero
lopsinka,  mampasnser  pepwarermo PETHCTPAHOHHOIO  YIOCTOBEDEHHS
JICKAPCTBEHHOTO  IIPEIapara YBELOMIIEHHE O COIVIACOBAHUH IIVP, mubo
YBEIOMIICHYE O HEOOXOMMMOCTH BHECEHHUS H3MeHeH i B [TYP.

60. B cmywae momyuemms ysemomyeHms o HEOOXOIMMOCTH BH: SHHA
H3MEHeHHH B IIVP  nmepxarems PETUCTPAallHOHHOIO  yIOCTOBEL SHHS
JICKAPCTBEHHOTO IpeNapaTa B CPOK, He NPEBBIMIAONIE 20 pabounx mHed ¢ mEs
HOIYHCHAA NAHHOIO YBENOMIICHHS, NPENCTAaBJSeT B PocsapaBHanzop OVP ¢
Y9€TOM BHECEHHBIX H3MEHEHHU,

61. ITo uroram paccMoTpeHus PE3YILTATOB NPOBEPKH, YKA3AHHEIX B I1y IKTe
50 mHacrosmero Ilopsmka, mIpemcTaBIeHHEX IODHIMYECKHM JIMLOM, HE ' UMS
KOTOPOIO BBINAHO paspelleHHe Ha IHPOBENCHHE wIMHHIECKHX UCCIIeIOE “HHH,
PocsppaBranzop B Tegenne 30 pabounx mHel c matel momyuenus DPe3yiIE; HTOB
[IPOBEPKH,  DacCMaTpHBAaeT  BONPOC O HalpaBNeHUH  MunncTe! STBY
3ApaBooxpaHeHHs Poccuiickolt ®egepamnn u IOPHIMIECKOMY JIHIy, Ha WM
KOTOPOr0O BBINAHO DaspelieHHe Ha NPOBEACHHE KIMHHIECKHX HCCIIEOBS HHH,
COOTBETCTBYIOMIEH HHQOPMALIMK JUIS PacCMOTpeHHs BOIpPOCa O HEOOXOmUMOCTH
IPHOCTAHOBNEHHA ~KIMHHYECKOTO HCCIIeOBaHHs, AOCPOYHOTO  3aBEpLi‘c IAA
KIMHAYGECKOTO  MCCNICNOBAHKSA, JIHOO BHECEHHS H3MEHEHHH B IIPOTLKOI
KITHHHYECKOI'0 HCCIIeIOBAHHS.

62. Ilo pesynpTaTam (apMakoHa30pa PocanpaBransop pasmemae: Ha
CBOEM OGHIHAIEHOM caiiTe B ceTH «HurepreT» cBemeHHS © permexisx
MunucrepcTBa  31paBooxpamenns Poccuifckoi Deneparuy, IPHHATEL: ~ TI0
pesyJIbTaTaM pacCMOTpeHMs HH(OpMaruy Pocsspasranzopa, YKa3aHHOH B rﬁf%ﬁﬂe

52 HacTOALIEero ITopsimka.

4




Ipmnoxenwe Ne 1 k opsxy OCYIIECTBIIEHHS
dapmakoHa30pa, YTBEPXKIEHHOMY IIPHKA30M
DenepaisHO¥M cIyKGH 10 Ha/30py B cepe
34PaBOOXPAHEHHST —
or 75. DI. /1% Ne (O FH

Pexomenmyemsrit o6pazen

H3BEIEHWE O HEXEJATEJLHOM PEAKITHI ‘
W OTCYTCTBEH TEPATIEBTHYECKOT'O DOMEKTA H.
JEKAPCTBEHHOI'O IPETIAPATA ;
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D [epararoe D HonommurensHas mabopManEs k coofImeRHIo
Ne o1

Huunmaner nausenTa (kog TamEeHTa)* KT

Bospact Bepemerrocts O, cpox HEJIETs
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0 Busgoposnerne Ges mocnesctsrit 0 Viydmerue cocrosEEe O COCTOSHHE 6e3 H3MeHEEHH

O BBI3NOpoBIEHHE ¢ HOCHEACTEHAMH (YKA3aTh)

0 Cuepre 0 HemssectHo 0 He npumenmmo
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* mone oBs3aTeTbHO K 3aMOTHEHHIO

Coolmernre Moz xeT GrrTsh OTIPaBIEHO:

e e-mail: pharm(@roszdravnadzor.ru,

s axc: +7(495)698-15-73,
®  OH-TalfH Ha calfTe www.npr.roszdravnadzor.r
®  IOYTOBRIH anpec: 109074, r. Mocksa, Crassrckas II0IMa e, 1. 4, crpoeHRe 1,
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L Hudopmaras o mexenatensaol DeaKIHH EE
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JIEKapCTBEHHOI'S
npenapara?

* Ofa OHer '

I UHenprMersn.

Ll 8. later neyerns ¢ o 19. TIponomKATEEHOCTE TepaIuy )ﬁ

17. Iloxa3anue(s) k HA3HAYEHHIO:




IIL. Conyrersyioman nexapcTrenmag TEPATIHS ¥ aRAMEE3 ’ '

;

22. Conyrersyromuit JICKAPCTRCHIEIN penapaT(-5) ¥ JaTer BBEJIEHHA (38 HCKIOIEHAEM T€X, KOTOPBIE ITp!

IMeHSTH
AL JICUCHNS HOXE/ATe bHOY peakim)

23. llpyrde penesanTHEle TaHmLTe aHaMHe

3a (HanpumMep,
TOCIIEHEH MEHCTPYALIHHE, | T.I.)

AHATHO3I, ANTCPIHH, GEPEMEHHOCTE ¢ yKA3AHHE ) BDEMeHH

I1L. Hnag HE(QOpMarag :

24. Haumenosanue y adpec npoussodumens
24a. VineHTHO HKaNHOHHETH HOMEp cllydas 246. Tara momygenus HHQOPMAITHH 0 HexenaTer: oM

248, McTounHK HEOp

PCAaKOHH NPOH3BOAHTEMEM
MAITHH 0 HEXEeTATeTbHOH peaKimy
OHcenenorarue OJ1

Hreparypa OCnemmammct 3IpaBoOXpaneHuA [ PeryaropHee oprassl [ Opyro#
25. laTa NanHOTO CO06meHHx:

26. Tram coobmeHus
Ullepsramoe OITosTopHOE
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N 644 "O mopsaxe IIPEIICTABIICHHES CBE/ICH L O ACATCIIEHOCTH, CBI3AHHOM ¢ 000pOTOM HapkoTHYeCKy
CPCICTB M ICHXOTPOIHEIX BEINECTB, a Taike o KYIBTHBHDOBAHHE DacTeHmit, COEPIKANTHX
HApKOTHYECKHE CPENCTBA MM TICHXOTPOIIHbIE BeINecTBa THEO mx IPCKYPCOPEL, ® permcTparmyl
Omepanuit, CBSI3aHHLX C 060poToM HapxoTmHecKx CPCICTB H ICHXOTPONHBIX BemecTs" (maee -
l1ocTanoBnenye [IpaBuTtenserss Poccwmtickoit Oenepanun or 4 HOsOps 2006 r. N 644), B memsx

LIOMOITH 110 KH3HEHHBIM ITOKA3aHHIM KOHKPETHOTO IAIHEHTa MitH TPYIIIEl namwenTos" (mamee -
IpuKas Munsapasa Poccry ot 13 despans 2020 r. N 80m) npukassBar: 1
1. Vreepmurs "Mopoxmayro KapTy" oprammsamg pPaboTEr 1o ofecmegeHuto rpakaag
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(punoskenue ).

TAPAHT:

H)r'..uepm;zm VHEHIOB ]’."}JHG‘O&M??IC}E 6 COOIMEEMCInGiitl C UCHIOYH UK O

3. Hauancauxy YUPABJICHAS OPraHM3alHK MeIHIHHCKON [IOMOIIH B3POCIOMY HACEIeHHIO
MHHHCTEPCTBA 31PaBOOXPAHEHHS Kpacromapckoro kpas ([IpoGotosa EA)u Ha9albHUKY YIIPaBICHHS
OPTAHH3AIMH  MCIHNMHCKOR  IOMOIH ACTAM  H CIy’0BI  POOBCIOMOIKEH S MHHHCTEPCTBA
3lpaBooxpanerus Kpacronapckoro kpas (I'omsGepr E.H.) comecTHo C INIABHBIMH BHEINTATHBIMH
CIHCOUATHCTAMH MHHHCTEPCTBA 3Apasooxpanerns Kpacromapckoro Kpas 110 mpodmimo 3aboreBans
obecreunTs:

COCTOSTHHH B COOTBETCTBHH C [EPEUHEM, YTBEPKICHABIM MTPHKA30M Munsapasa Poccuu ot 13 dbespans

kpas "Kybansbapmarms".
4. PyKOBOIMTENIM MemMIHMHCKIXK OPTaHH3aIHH, NOABENOMCTBEHHLIX MHHHCTEPCTBY
sHpaBooxpanenus KpacHomapckoro Kpas, obecrreuuTs:



4.1, Oprammsammo  Beimawm (prveHenws) IpaKaHaM  JIeKapCTBEHHBIX IPEnapaTos,
MPCNHASHAYCHHBIX LA JICTEHHA 3a00JICBARME H COCTOSHMIE B COOTBETCTBHH C IIPHIOMKEHHEM |,

4.2. KouTtpoms 3a HA3Ha4YCHHUEM, BBIZa9eH B COOTBETCTRBHE ¢ PasHapAIKaMH ¥ IprMeHEHHeM
JICKaPCTBEHHBIX [IPENAPaTOB, NPeRHAZHAYCHHEIX AT JIe9CHUA 3a00NeBaHWH M COCTOSHHE B
COOTBETCTBHH C IMEPEUHEM, YTBED:KIEHHEIM IipnxasomM Munasapasa Pocenn ot 13 derpana 2020 r,
N 80m. i

4.3. Ilpmem wu xXpanenwe JICKApPCTBEHHLIX  [IPENIAPATOB, NPeNHA3HAYCHHELX I JIe9eHUs
3a00TEBAHNH W COCTOSHHE B COOTBETCIBHH C TICPETHEM, YTBEDKICHHBIM npHkasoM Munanpasa
Pocernu ot 13 ¢espars 2020 T N 80x.

4.4. Benmenue xypHAIOB PErHCTPAIlMY OlEpanuil, CBS3aHHLIX C 060pOTOM JeKapCTBEHHEX
lIpENIapaToB, B COOTBETCTBHH C TpeGOBAHMSIME ocTaHoBNeHns  IlpaButenscTa Poccmiickolt
Denepariu ot 4 Hos6ps 2006 1. N 644 g

4.5. PasMemenme mna CIOENUAaTbHEIX CTEHIaX M Ha ODHITHATIBHOM caiiTe MeTHIITHCKON
OPTaHH3aUMH NaMATKH DPOIUTEIIM/3aKO0HHEM IPCACTABUTEIM JIeTeH, KOTOpHIE Hy/KIAroTCs 3
JICKApCTBCHHBIX  [Ipenaparax, paspaGoTaHHOM Mumnctepereom 31paBOOXpaHEHUS POCCHITICKOI»JI;
Denepanum. ;

4.6. CroespeMeHHOE HHbOPMEpOBaHTE dusmveckux* min o0 mare wu BPEMEHH BEIIAYH
{ICKAPCTBCHIEIX TIPENapaToB, B TOM WHCIE 38 2 Heneiw A0 OKOHYAHHA 3-X MECAYHOIO LEPHOIA, HA
KOTOPBIH BELIABANHCE JIEKaPCTBEHHbIE IperapaTsL. |

4.7. KonTpoms 3a mpaBWIBHOCTEIO ODOPMIIEHHA DPaCIHCKH B TIOJIY9EHUH JIEKAPCTBEHHOTO
Ipenapata ¥ I0CTOBEPHOCTH AaHHBIX, BHECEHHbIX B HEC, B COOTBETCTBHH C IPHIIOKEHIEM 2. !

4.8. ntbopmuposanne Pocsnpasranszopa B [OPAAKS, YCTAHOBIEHHOM IPHKA30M DenepanbHOH
Ciry’OBI IO Hag30py B chepe SApaBOOXpaHCHHs oT 15 derpans 2017 r. N 1071 "Of YTBEPKICHUH |
HOpAIKa OCYINECTBICHHA papMakoHag3opa” B CllyHdae pasBATHA I0O0YHBIX NeHCTRHL, HeskeTaTelbHbIX
PEAKIMH, CEPBE3HEIX HEIKEIATEThHbIX peaxIyi, HelpeBUIeHHBIX HEXCIATCIBHBIX peaxinil npH
IPHMCHEHUH JIEKAPCTBEHHBIX MPENaPATOB 06 HHIABHYaIbBHOR HELCPEHOCHMOCTH, OTCYTCTBHH
3 QEKTHBHOCTH JeKapCTBEHHBIX IPEHapaToB, a Takxke 00 HHEIX (akTax u obcTosTensCTRAX,
TIPEHCTAaBIAMAX YIPO3Y IKH3HH IITH SMOPOBEBIO  pebeHKka IpH NPHMEHEHHH JIEKAPCTBEHHBIX |
IIpeIapaTos.

5. Hawameruxy ornmena Aenonpounssofctsa (Iamsraroit A.H.) ofecmeunts pasnernesve Ha
opHuIHanEHOM cafiTe MHHUCTCPCTBA 3ApaBooxpanenns Kpacmomapexoro kpat B cetm "Murepmer”
HACTOAINEr0 IPHKA3a., I

6. Ilprkas MuHHCTepCTBa 3lpasooxpaHenus KpacHomapckoro kpas or 25 HOstOpst 2019 . |
N 6722 "O peimage FC3aPErACTPUPOBAHHEIX  [ICHXOTPOIHEIX  JIEKAPCTBEHHEIX npenapaTos  Ha
TeppuTopur KpacHomapekoro xpas 5 2019 - 2020 rofgax" IPpH3HATE YTPATHBIIHM CHITY.

7. KOHTpOIE 38 BEIIOMHEHHEM HACTOAIIEro IpHKa3a 0CTABIIAIO 32 COBO,

ITepsrrit 3amecTrTeNs MMHHCTpa JL.T. Kansaena

Ilpurexenne 1
Yreepxnena

TIPHKA30M MHHHCTEDCTBA
3MPABOOEPAHEHHS
Kpacuomapexoro kpast
0T 29.05.2020 1. N 2344

"Hopoxuas xapra"
0 OpraHu3aniu paboTsl 110 ofecedenn o rpaskIan He3apPErdcTPHPORANHBIME
JICKAPCTBEHHBIMH NIPENapaTAMH, COMEPIKALIMME HAPKOTHIECKHE CPeICTBA HIIH IICHXOTPOMHBIC
BCIIECTBA, MPENHASHAYEHHBIMH /IS JICIeHUs 3a60/IeBAHAH H COCTOSIHMI

1. Hacrosmas "Jloposmas Kapra' perymmpyer HasHadeHHe, IIPUMEHEHHE, BELIAYY
JIEKAPCTBeHHBIX  IPENapaToB, NPEAHA3HAYCHHBIX 1T JIeYeHHs 3afolcBanuit u COCTOSHHE B
COOTBCTCTBHHM C MEpPEYHEM, YTBEPKIECHHBIM MPEKA30M Munznpasa Poccum ot 13 tespans 2020 .

N 80=. *



2. llepeyens 3abonmemanmt u °OCTOSIHHH H COOTBETCTBYIOLINX JICKApCTBEHHBIX IIPEIIapaToB,
CONEPXKAIINX HapKOTHIECKAC CPENCTRA HITH HCHXOTPOIIHEIC BEINECTBA, B IIENAX OCYIIECTBIIEHUAS UX
BBO3a Ha TEPPUTOpuI0 Poceuiickoit Denepanun s okazanms MEIHIMHCKOH ITIOMOTIY 10 JKH3HEHHEM
HOKa3aHuAM KOHKPETHOTO [AITHEHTa YIBCepKIeH npukasoM Munsapasa Poceny ot 13 pespana 2020 r.
N 80m.

3. Ha3suauenwe HE3APETHCTPHPOBAHHEBIX  JIEKAPCTBEHHbIX IIPETIapaToB,  COMEpPIKANTHX
HAPKOTHYCCKHE CPENCTBA HIIH IICHXOTPOITHELE BCINECTBA, IPEAHA3HAYCHHBIX IS JICICHHUS 3aboneBanuit
H COCTOSTHHH, IIPOBOMHUTCS HA OCHOBAHHKH PEIICHIS BpaueOHOM KOMACCHA MeIHIIHECKOMN OpTraHA3aIHH
B TOPAIKE, YIBEPXKAESHHOM MPIKA30M Munncrepersa 3[IPaBOOXPAHEHHS M COLHAIBLHOTO DPa3BHTHS
Poccutickott ®enepanmm or 5 max 2012r. N302m "O6 YIBEDKICHUH MOpPSAAKa CO3MAHHS U
ACATCIBHOCTH BpadeOHON KoMuccuy", i

IIPENapaToB, B TOM THCIE COMEP/KAIINX ApYrae NEHCTBYIOIIHE BEMECTBA, u HEOOXO0JIMMOCTH BBO3a
OIIPENICICHHOTO  He3aPeTHCTPHPOBAHHOTO JIEKApPCTBEHHOTO  IIperapaTta ¢ YKa3aHueM  ero
MEIKIYHAPOIHOTO HENATEeHTOBAHHOTO (Wi; XHMITICCKOI0, HIIM TPYIIIHPOBOTHOIQ) HaKMEHOBAHHS,

IPOGHITO 3aB0NEBAHHS COBMECTHO C:

a) 3aABIICHUEM Ha COITIACHE (H3EIecKOro A Ha 06paboTKy mepcoHambHEX IAHHETX;

0) moxymeHTOM, YAOCTOBEPAIOIIM JINYHOCTE (PH3HIECKOTO TIHITa;

B) cormacueM (H3HYECKOro mmna ma IpHMEHEHHE HezgpemcmﬁpOBaHHoro TIEKAPCTBEHHOTO
Hpenapara, CONepKaIero HapKOTHYECKHE CPECTRA HITH TICHXOTPOIIHBIE BEIIECTBA,

I') JIOKYMEHTOM, YROCTOBEPSIOWIM JIHIHOCTE pebenka (upu HeoOXommMocTn);

) IOKYMEHTOM, TIONTBEPKIAIOMMM, 9TO  (HSHYECKOE JIHIO  sBiIseTcs 3aKOHHBEIM
TpeAcTaBrTeneM pedeHKa (Ipu HeoOX0MMMOCTH).

5. Ilpn moctymierny nexaperBerHBX TPEIIapaToB B MENHIHHCKYIO OPraHHM3allAio JNedalim
BPaioM MEIHLWHCKOH OpraHM3alliH, B KOTOPOH HAXOMUTCS IION MEJHIMHCKHEM HaGIIOeHHEM
TalHeHT, 0(QOPMITIETCS PaCIIHCKa, 110 dopme, yTBEPKIEHHON HACTOAIIM IprKa3oM (mpuioskenue 2),
B 3-X 5K3eMIUIIpax, OIHH M3 KOTOPBIX OCTACTCH y JICUamero Bpada. [[ea OK3EMILISIpa (OpHTHHAI)
BLIIAIOTCS  (DH3HIECKOMY JIHITy. Ilpu sTOM pacmmcka samommsercs ma KOKIBIH  JIeKapCTBEHHbIT
[IpEnapar OTASILHO. '

6. Brrgaua nexapersennsx TIPCIIapaToB (H3HYECKHM JMIAM OCYINECTRILETCS B MEEIHHCKOM |
OPTaHH3AIMN HA OCHOBAHHH DACIHCKH B IIONYUEHHH JICKaPCTBEHHOrO IIPENapara, MpH HaMUYHH Yy
(husugeckoro nuua macmopra, IIPE HEOOXOMUMOCTH CBHIETENLCTRE O POXICHEH pebeHKa, OKyMeHTa,
[IONTBEPXKMAOIIETO 3aKOHHOCTE IPEeACTABICHUS HHTepecos peberka. OmMH 5K3eMIUIIp pacimcky
OCTACTCA B MENHLHHCKON OpraHH3aldud, BBIIABIIEH JICKapCTBEHHBIA I[IPElapar, It 060CHOBAHES

pacxoga. :

Havaneawuk ynpasnenns E.H. Toms6epr
OpPraHU3allHe MeTHIHECKOH .

ITOMOIIH JETSAM H CIyKOBI

POIOBCIIOMOKEHHS

IIprnoxenne 2

YTeepixnena

[IPHKA30M MHHECTEPCTRA
3PaBOCK PAHEHUS
Kpacromapcxoro xpas
ot 29.05.2020 . N 2344

Dopma

Pacnucka B IIOTYHCHHH JIEKapPCTBEHHOTO IIpenapara
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Hara oTmycka JICKapCTBEHHOIG IpenapaTa " I,

- CePHIO yKashBarh B COOTBETCTBHH C mpumoxenmem N 1 g HpHKasy MHHHCTEpCTBA
3fpasooxpanerust KpacHomapekoro Kpas 21 smBapst 2019 r. N 310 (c H3MEHEHHAMH),

OBopoTras CTOPOHA PACIIUCKH
Bo Bpems neuenms PebeHoOK noimkeH HaxomuTECy o Hadimonenuenm Bpaya,
[Tomyaennsrit IIpenapaT cremyer masars peberky B crporom COOTBETCTBHH C IPOTOKOIOM

O cmyganx BosEuKEOBeHIS HEXCNaTebHbIX PeakIyil, a Takke Ip¥ Hed(heXTUBHOCTH Teqenus
HeodXoammo coobmars CBOEMY JI€dalneMy Bpauy (Y4acTkosomy [eHATpy, HeBpomaromnory). Takke
MOXXHO  HampaBHThb YRA3aHHYIO  HH(pOpPMAITHIO, 3aU0IHUB  opMy  obpamerus Ha  calite
Pocsnpasransopa (http://Www.roszdravnadzor.ru/sewices/peopIe) WM TI0 TIOYTOBOMY ampecy: 109074,
I. Mockga, Cnassisckas nnomans 1. 4, crpoerue 1. ‘

IIpu mepeBoske monywermoro Ipenapata, HalpuMep, mpk BEE3 e Ha Aady, CICHyel L MeTh IpH
cebe GO 3aKmOYeHME BpaueOHOM Komuceun, mmGo [IPOTOKON (enepamsaoro KOHCHIyMa, Jubo
NaHHYIO PACIHCKY

IIpenapar Beizaercs ma CPOK 10 3-X Mecses. Hepes 2,5 mecsma moce [oirydenys hemapara
CIICNyeT 0OpaTHTECS K CBOEMy Je9ameMy Bpady u cOOBIIHTE o HEOOX0/IMMOCTH Oy gerys lipenapara
Ha cirenyromue 3 mecsna. Bpag 3a071aroBpeMerHo m3BecTHT Bac O MECTE€ M BpPeMEHH OeCIUIATHOMN
BLIIA9H JIEKAPCTBEHHOTO TIperapara.

C nrdopmartmeit osmaxomien / -
Ionmucs nonygaremns ®.1.0. nonygarers



