MWUHWCTEPCTBO 3OPABOOXPAHEHWUA PECITYBIVKKA BAWKOPTOCTAH

FMOCYNAPCTBEHHOE BIOOAXETHOE YYPEXOEHWE 30PABOOXPAHEHWA PECNYBIWMKW BALWKOPTOCTAH
FOPOACKAS KITMHUYECKAS BOTNBHULA Ne 21 TOPOJA YOA
(FBY3 PB KB Ne 21 r. Ycpa)
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0o OIrpaHHYCHHIX, HAJIATACMBIX Ha MC/IHIIHHCKHX H [I)apMalleBTH'-lCCKHX
p‘dﬁO’l‘llHl-fOB HPpH OCYIHCCTBJICHHH HMH IlpO[I)eCCHOllﬂJlbllOﬁ ACHTCIIBHOCTH

Bo wucnomienue crarbnm 74, «OrpandueHds, HajaraeMmple Ha  MEIMIIMHCKHX
paboTHUKOB W (apmaleBTHYecKuX  pabOTHUKOB  1IPM  OCYINECTBICHHH — HMH
1podeccnonannbioi Jesrelsioctuy 3akona PO «O6 ocHosax oxpaiibl 3;10pOBLS Ipas;aH
1 Poccuiickoit ®ezeparmny ot 21 nosdps 2011 roya N 323-03, Oejrepaibioro 3akoHa ot
12 anpens 2010 roga N 61-03 «O0 obpaieHuy JIeKapCTBCHHBIX CPEACTBY, ¢ 1CIBIO
MPCJIYIPCHJICHAS CIYYacs HAPYUICHUs! JeHCTBYIONICIO 3aKOHO,[TC/ILCTBA COTPY IIIHKAMH
QONLIUIBL TP H K A 3 bI B A K0

I. Becemy mejmnmiickomy nepeonairy I'bY3 Ph I'Kb Ne 21 r. Ya:

1.1 #e mnpupMMar,  OT  OpraHM3alui,  3aHUMAIONIMXCSH  Pa3paboTKOi,
HPOU3BOJICTBOM | (WIIM) peasiM3alyeii JIekaperBeHnbIX 1Ipernaparon,
MEIMIMMIICKUX  M3JICIME,  opraHu3anuil, oliajaionux — lpasaMud  1a
UCHIOJIL30BAIKMC  TOPrOBOIO  HAMMCHOBAHMA  JICKAPCTBCHHOIO  Ipeliapard,
opraiM3sali  OIrTOBOW TOProOBIM JIEKAPCTBCHHBIMM CPEJICTBAMU, AlITCHHBIX
oprauuzanui (MX IpejICTaBuTeNICH, UHBIX (PU3NUYCCKUX M IOPHjIHYCCKHX JIHIL,
OCYICCTBISIONIMX CBOIO JEATEILHOCTL OT MMEHH 3THX opramusanmii) (sanee
COOTBETCTBCIHO - KOMITAHUS, [IPCJICTABHTEIb KOMIIAHWHW) 1IOMAPKH, JICHCIKHEIC
cpe/cTBa (3a HCKIMOYCHUCM BO3HAIPAXJICHHI 110 JI0roBOpaM 1py IPOBC/CHHN
KJIWHUYCCKUX  MCCIICJIOBANMN  JICKAPCTBEHHLIX  [IPCIAPATOB, KIMHHYCCKUX
MCIIBITAHWI — MEIMIMICKMX — M3JICIHMH, B  CBSI3M C  OCYHICCTBICHHCM
MCJ[MIHIICKHMM PpabOTHUKOM 11€/[al0rHYeCKOM u (MIn) HayyHoi
ACHTCHBIIOCTH), B TOM YMCIC Ha OIUIATy pasBlCyHCHHH, OT/IbIXd, Hpoe3ja K
MCCTY OTJIBIXa, a TAKiKe IlIPUMHUMATL —Y4acTHe B PasBICKaTClLILIX
MCPOIIPHATHAX, MPOBOJMMBIX 3a CYET CPEJCTB KOMIIAHMH, IIPC/CTABUTC/ICH
KOMITAHWH;

1.2 1ne s3akinoyarn, C  KOMIAIWEH, 1IpejlcTaBUTelIeM KOMITAHHH  COTJIANICHMS
0 HA3HAYCIAH MIH PCKOMCIJIAIMK LIAIMEHTAM JICKAPCTBCHHBIX [IPCliapalos,
MC/MIMIICKMX  W3JICIMH (38 WCKIIOUCHHCM  JIOrOBOPOB O IIPOBC/ICHNH
KIHHWYCCKHX  HMCCIIC/OBANMI  JICKAPCTBEHHBIX  [IPCIAPATOB, KIMHHYCCKHX
MCIILITAHUH MEJMITMHCKUX U3i[EIIHH);

1.3 une monydarh OT  KOMIMANHW,  HPCACTABATENS  KOMUaAHMW  00pasiibl
JICKAPCTBCHHBIX — [PCIAPATOB,  MCJAMIIMICKMX — M3JICIHMH  JUI8  BpYUCHHs



nanMenTaM (32 UCKJIOYCHMEM  CIY4aeB, CBSI3aHHBIX € IPOBEICHUECM
KIMHUYIECKUX HCCIIEIOBAHMM JEKapCTBEHHBIX [PEraparos, KIMHHYCCKHX
MCIIBITAHUHA MEIMIIMIICKUX M3]CIUH );

1.4 we unpenocTraBisATE OpPU  HA3HAYEHWM  Kypca  JICYCHMS]  MAIMCHTY
HEJIOCTOBEPHYIO,  HENOJHYI0 MM MCK&XCHHYI0  uHbopmauuio 0o
MCIIO.Ib3YEMBIX JICKAPCTBCHHBIX IIpernapaTax, 0 MSJIMIIMHCKUX U3CIIUAX, B TOM
YHCIIC CKPBIBATE CBEJICHUS O HAIMYHAK B o0palnieHuy aHa IO HYIBIX
JICKAPCTBCHHBIX IPEIIapaToB, MCIUIIMHCKUX U3ICIIHIA,

1.5 He oCymECTRISTH IPUEM IIpejicTaBUTeICH (apMareBTUUYCCKUX KOMIIaHKH,
LIPOM3BOJIMTEIICH WIM 1POJABIIOB MEJHIIMHCKUX M3/ICNUH, 38 HCKIIOYCHHCM
cllydaen, CBA3aHHBIX C  [POBCIACHMEM  KIMHHYECKHX  HCCIE0BAINH
JEKApCTBEHIIBIX — MperaparoB, KIMHUYECKUX  UCIBITAHMH — MEUIIMHCKHX
U3/(CIMI,  ydacrTds B HOPSJIKE,  YCTAHOBJIGHHOM  a/JMMHMCTpalMcH
MEJIMIIMHCKON Opranm3aliy, B COOPanMusIX MEIUIIMHCKUX PabOTHUKOB M HHBIX
MEPONPHSTHIX, CBA3AHHBIX C IIOBBIIIEHHEM HX IPOQECCHOHAIBHOIO YPOBHS
MM TIPCJIOCTABICHUEM HHG(OPMAIIMHK, IPEAYyCMOTPEHHON YacTeio 3 crarhu 64
Mejepansroro 3akona ot 12 anpens 2010 roga N 61-03 "O6 obpamennu
JIEKAPCTBEHHBIX Cpe/AcTB" ¥ 4acThIo 3 craThd 96 MeiepalbHOro 3aK0Ha;

1.6 He BBIIMCHIBATEL JICKAPCTBCIHBIC Ipenaparsl, MEIMIAHCKUE H3jelIus na
OianKax, co/epkanmx MHGOPMAIMIO PEKIIAMHOIO Xapakrepa, a Takke Ha
pelCITYPHBIX O.1aHKax, Ha KOTOPBIX 3apaHee Hale4yaTaHo HaMMCHOBAHHE
JIEKapCTBEHHOTO lIperapara, MEJHIIMHCKOro U3JICIHS.

Beewm dapmanesrnacckum padborinmkam I'Y3 Ph I'Kb Ne 21 1. Yia:

2.1 He upUMHHMAThL I110JIAPKH, JCHEXKHBIC CpPeJICTBa, B TOM 4MCIe Ha Olary
pa3BIICUCHUH, OT/(BIXa, IIpoe3jla K MeCTy OT/bIXa, W IPUHUMATh Y4acCTHC
B Pa3BJICKATEILHBIX MCPOIPHATHUSX, [IPOBOJMMBIX 38 CUET CPEACTB KOMIIaHHH,
npejIcTaBUTe. st KOMIIAHNH;

(o]

2.2 He nonyyarh OT  KOMIIAIMH, [IPEJICTaBMTeNss  KOMIIAHHM  00pasilbl
JCKAPCTBCHIIBIX  IIPEIapaToB, MEJMIIMHCKUX — M3ACHUH  JUISL  Bpy4CHHS
HaceJICHHUIO,

2.3 He 3aKimoyarh ¢ KOMIIAHMEH, IpeAcTaBUTE]eM KOMITAHHH COTJIalICHMs

O MpPeJUIOYKCHHH 11ACCIICHHIO OIPEIEICHHBIX JICKAPCTBCHHBIX 1IPEIapaTos,
MEIUIIMHCKHX H3JICIIHH;

2.4 1e npcilocTaBisTh HACCIICHUIO HEIOCTOBCPHYIO, HEIOIIYIO HIIM UCKAKCHHYIO
MHGOPMAIIMIO O HAIMYHUH JIEKAPCTBEHHBIX 1IPENapaToB, HMEIONIUX OJJMHAKOBOC
MEIYHAPOJIHOE HENaTCHTOBAHHOE HAMMEIOBAHNE, MEIUITMICKUX U3JICIIHH, B
TOM YMCJIE CKPBIBATE HII(hOPMAIIMIO O HAIMYHK JICKaPCTBCHILIX [IPCNAapaTon U
MEJIMITMHCKHX H3JICIIMM, UMEIOIITUX DoJiee HU3KYIO [ICHY.

3. 3aBCJYIOUIMM CTPYKTYPIHBIX 110/1pa3/Ie/IcCHUH 03HAKOMHUTE € JIAHHBIM TTIPUKA30M BCEX
0e3 MCKIIOYCHHS COTPYIHMKOB I10JI POCIMCH 10 (hOpME COIIACHO  IIPHIIONKCHHUIO
1 00ECIIeYUTh e¢ COXPAHHOCTE.

4. KaxjoMy COTPYJIHHKY HECTH 1€pPCOHANIbHYIO OTBETCTBCHIOCTH 34 CcOOIIOJICHHE
OrpaHUYCHUi, A 1aracMbIX Ha MCJMIMHCKUX W (papMalleBTHYECKUX PabOTHHUKOB IIpH
OCYIIECTBICHHU UMH 1TPOECCHONAIBHON J(EesITCIIBHOCTH.



5. 3amecTHTeNsM  TIAaBHOrO Bpada [0 KYPUPYEMBIM — pasjieliaM  ODCCICYHTD
HPOMUIAKTUYCCKYIO padoTy 10 NPEOTBPAIICHHMIO CAYYacB HAPYIICHUS, JACHCTBYIOIIETO
3aKOHOJIATEIECTBA COTPY/IHUKAMK DOILHHUILL.

6. Kourposn 3a HCHOJHCHHE HACTOSIIEIO IPHKA3a BO3JIOXKHTH HA 3aMECTHUTEINS
IJIaBHOTO Bpaya 1o mei. yactu Ycarory O.C.

)
['1aBuBIiA Bpay r\/ Pl Haraen



[Tpunoxenne Nol
Kk nupukasy I'bY3 Pb 'K Ne2l r.¥a

ot «fn_f7 2007 v No 457 '/Z

(nanvenosanue crpykrypioro nojapazieneims I'bY3 Ph I'KDb Ne 21 1. Vipa)

C npuxazom I'bY3 Pb 'K Ne 21 r. Yoa or No
«O0 orpanuueHusx, HalAraeMbIX Ha MCJUIIMHCKHUX U (hapMalleBTHUCCKUX padOTHUKOB
IIPH OCYUIECTBICHHH MMHU 1TPOQEcCHOHANIBHON A TeIbHOCTHY 03HAKOMIICHBI:
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JIMCT COI'JIACOBAHUH

K ipukazy No éﬁ’{ ’éfg: ot t/ ggé éz'é 7 2023 T,

«O0 orpanruCHUsX, HAJArACMbBIX Ha MEJIMIIMHCKIX U GapMaleBTHYecKnK padOTHUKOB
IIPH OCYIICCTBICHUH MMH NPodecCuoHalbHoM eI TCIbHOCTHY

Mcnonnurens:
3aM. rrastoro spada 1o 'O u MP Abpocexun C.H.

Cor:racosatio:

3aM. TIIaBHOIO Bpaya 1o mejl. yacr Yearosa O.C.
3aM. 1asnoro spaga ro repanuu Koxuna JIL.C.
PYKOBOJIMTE 1L XUPYPruveckod cyx0Onl @ponos E.B.
nauainink OK Xubaryiumn W - B
rinasHast Mejmiickas cecrpa Ceménona O.U.
nadaliplMK Iopraueckoro oreia Adpapos L. 4 )




