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MockBa

OO0 yTBepskaeHHH NOPSAAKA oNpeaeseHusl
ypoBHsi npodeccCHOHAJbHOH NOArOTOBKH YKCNEPTOB
¢eepajbHOro rocyAapcTBEHHOro OIOIKETHOr0 Y peKAeHH
10 NPOBeJeHNI0 KCIEPTH3bI JIeKAPCTBEHHBIX CPeICTB
A1 BETEPHHAPHOr0 NPHMEHEHHS H ATTECTALMH HX
Ha NPaBo NPOBeJeHHs IKCNEePTH3bI
JIeKAPCTBEHHBIX CPEJCTB [JIsl BETePHHAPHOr0 NPHUMEHEHHs

B coorBerctBuM ¢ 4actelo 11 cratem 16 ®expepanbHOro 3axkoHa
or 12 anpens 2010 r. Ne 61-®3 «O6 obpaieHny J€KapCTBEHHBIX CPENCTBY
(Cobpanue 3akoHofatenscTsa Poccuiickoit @enepamuu, 2010, Ne 16, ct. 1815)
u noxmyHkToM 5.2.25(30) nynkra 5 Tlonoxenus o MunHCTepCTBE CEIBCKOTO
xo3saiictBa Poccuiickoit ®Depepauny, YTBEPXKIACHHOTO IOCTaHOBJICHHEM
I[TpasutensctBa Poccuiickoi @enepanu OT 12 wrons 2008 r. Ne 450 (Cobpanue
3akoHomaTenbcTBa Poccuiickoit ®enepanuu, 2008, Ne 25, ct. 2983; 2011, Ne 41,
cT. 2649), n1puKa3bIBaIo:

VTBepAMTh  HPWIATaeMblii  TOPANOK  OMpefiefieHHs  YPOBHA
npodeCCHOHATBHOM MOATOTOBKH JKCIIEPTOB (e/IepabHOTO TOCYAAPCTBEHHOTO

6IO)1)K€THOI‘O YIPSXKOCHUA I10 TMPOBCACHUIO SKCIICPTHU3Bl JICKapCTBCHHBIX




CpeACTB JIA BETCPUHAPHOIO IIPUMCHCHHUA H arrtecrauyd HX Ha NIpaBoO
NpOBEACHUA OKCHEPTU3Bl JICKAPCTBCHHBIX CPCACTB JJil  BCTCPHHAPHOIO

IIPUMCHCHHSL.

Munuctp J.H. Ilatpymes




YTBEPXJ/IEH
npukazoM MuHcenbxo3a Poccun
ot 18 mapta 2022 r. Ne 162

MOPAJOK
onpeaejieHusi ypoBHS npogecCHOHAILHOMH NOArOTOBKH SKCIEPTOB
(denepabHOro rocyAapcTBEHHOro GI0KETHOr0 yUpesKAeHHUs

110 MPOBEAEHHIO IKCIIEPTH3BI J1eKAPCTBEHHBIX CPEACTB AJ BETEPHHAPHOIO

NpPHMEHEHHsI H ATTeCTAIHU HX HA NPAaBO NPOBeIeHHUs IKCIIEPTH3bI

JIEKAPCTBEHHBIX CPEJACTB AJ5 BeTepHHAPHOr0 NPHMEHEHHS

1. Omnpepenenue ypoBHS INPOPECCHOHANBHON IOATOTOBKM 3KCIIEPTOB
¢enepaIbHOTO0 TOCYAApPCTBEHHOTO OIO/XKETHOTO YUPEXIEHHMS, CO3JaHHOIO I
obecnieyeHus HCTIOTHEHHUS TIOJTHOMOYH Poccensxo3Hamzopa IO
rOCyapCTBEHHOW  PErucTpalli¥  JIEKapCTBEHHBIX  IIpenmaparoB Ui
BETEPHHAPHOTO NMPUMEHEHHs1' (Jaiee COOTBETCTBEHHO — SKCIEPTHI, SKCIIEPTHOE
yupex/eHne, JeKapCTBEHHbIE CPEeACTBa), OCYLIECTBISECTC B XOJE aTTEeCTallUH
SKCIIEPTOB Ha IPaBO MPOBEICHUS DKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB I
BETEPUHAPHOTO TMpPUMEHEHUs (Jajee — arrecTanys). ATTeCTalls JKCIIEPTOB
TIPOBOIKTCS SKCTEPTHO-KBATH(HUKAIMOHHON KomMucchell Mumcenbxo3a Poccuy’
(manee — Komuccus).

2. ArTTecTands OSKCIEPTOB IIPOBONUTCA IO pe3yJibTaTaM aHalIu3a
TpeJICTaBIEHHBIX YKCIIEPTAMH JOKYMEHTOB U YCTHOTO coGeceIOBaHus.

3. Csemenus 00 »5KcmepraxX, aTTECTOBAaHHBIX Ha IIPaBO IIPOBEJCHHMS
3KCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB, pa3MelIaloTcs Ha OQHIHUAILHOM CaiTe
Muncensxo3a Poccun B MHGOPMallMOHHO-TEIEKOMMYHHUKALIMOHHOM CETH

«MutepHer» (mamee — cetb «VIHTepHET») € COOMIOAECHHEM OIpPaHHYEHHUH,

yCTaHOBJIEeHHBIX DenepanbHbiM 3akoHOM oT 27 mions 2006 r. Ne 152-03

! Crarpa 15 ®enepanbHoro 3axkona ot 12 anpens 2010 . Ne 61-@3 «O6 obpamieHrH T€KapCTBEHHbIX
cpencts» (CoGpanue 3akoHojarenscTsa Poccuiickoit ®eneparmu, 2010, Ne 16, cr. 1815), moamysxr 5.2(1).11
mynkta S5 [lonoxenus o @enepansHoil ciyx6e NO BeTepUHApHOMY M  (uTOCAaHMTApHOMY HAI30pY,
yTBepKIeHHOro moctaHosnenueM [IpasurenbcTBa Poccmiickoli ®enepaimn ot 12 mona 2008 r. Ne 450
(Poccuiickas rasera, 2004, Ne 150; 2011, Ne 18, ct. 2649).

2 Moamyskr 5.5.34 mynkta 5 TlonoxeHns o MHHHCTePCTBE CENbCKOTo Xo3sicTBa Poccuiickoit
denepanny, yTBEpXKAeHHOro noctaHosnenueM IIpasutenscrBa Poccuiickolf ®eaepauun ot 12 mons 2008 r.
Ne 450 (Co6panme 3akoHonatesnbeTBa Poccuiickot ®eneparmu, 2008, Ne 25, cr. 2983; 2013, Ne 29, cr. 3969).
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«O mepconanpHbix HaHHBIX» (CoOpaHue 3akoHOmaTenscTBa Poccuiickoi
®enepanun, 2006, Ne 31, ct. 3451; 2021, Ne 27, c1. 5159).

4. TlepconamsHbiii coctaB Komuccum  yTBepKAaeTcs IPHUKa3OM
Muncensxo3a Poccun. B coctaB ATTecTaliiOHHON KOMHCCHAM TOJKHO BXOIUTH
HE MEHee JIECATH YeNIOBEK U He OoJiee JBaIIaTH MATH Y€JIOBEK.

B cocras Komuccnu BKIIOUaroTcs npeacraButeny MuHcensxo3a Poccun,
Poccenbxo3Haa30pa, 00pa3oBaTeNbHBIX OpraHU3aluii BhICIIEro o0pa3oBaHus,
poQeCcCHOHANBHBIX 00beIMHEHHH X OpraHU3alii, a TaKkKe pabOTHUKH HAyYHBIX
opraHu3anuii B 001acTi o6pallieHust TeKapCTBEHHBIX CPEICTB.

KonmuuectBo uwienoB Komuccun, SBISIOIUXCA MPEACTABUTEISIMH
MumHcensxo3a Poccun u Poccenbpxo3Hanzopa, JOKHO COCTABIATh HE MEHee
IIOJIOBHHBI OT OOIIEro KoJaudecTBa wWieHoB Komuccum.

Cocras Komuccuu popMupyeTcs TAKUM 00pa3oM, 4ToOBI ObLIa HCKITIOYEHA
BO3MO)KHOCTh BO3HHKHOBEHHS KOH(DIMKTa HHTEpECOB, KOTOpHIE MOr OFbI
MOBJIMATH Ha MpuHUMaeMble KoMuccuel peresus.

5. TIlpencenmarens  Kommccuu, — sBisioluiics — NpeNCTaBUTENEM
MuHcenpxo3a Poccun:

OCYIIECTBIISIET 001IIee pyKOBOJCTBO JiesiTeNnbHOCThIO0 Komuccun;

ompeeseT AaThl 3acefanuii Komuceny,

npeJceIaTebCTBYET Ha 3acefanusx Komuccnu, opraHusyet ee pabory;,

OCYIIECTBIAET OOUIMI KOHTPOINB 3a peanusanueil npuHATeix KoMuccuei
pELICHUH;

IO/IITUCEIBAET MIPOTOKOJIBI 3aceaanuii Komuccun.

6. 3amectuTens npeiacemarens Komuccwu HCHIONHAET OOA3aHHOCTH
npencenarens KOMHCCHM B €ro OTCYTCTBHE, OCYINECTBIISIET HHBIE (QYHKLHHU
TI0 TIOpYUeHHIO0 mpecenatens Komuccuu.

7. Cexperapp Komuccuu HasHagaeTcs M3 4YHCIAa IPEACTaBUTENEH
MuHcenbxo3a Poccuu ¥ OCyLIECTBIISET:

IIOATOTOBKY MaTepHAIOB I pacCMOTpeHus Ha 3aceaHusax Komuccun,

pacchUIKy MpUIaleHuii Ha 3aceaanus Komuccun ee dieHaM;



BeJleHHe IPOTOKOJIOB 3acenaHuit Komuccuw, HampaBieHHE HX KOIMM
ynenaM KoMuccud 1 xpaHeHune nIpoTokooB 3acenanuil Komuccuu.

8. OcHoBHBIMH QyHKIUAMU KoMHuccHU SBISIOTCS:

PacCMOTpeHHE TOKYMEHTOB, PEICTABIEHHBIX SKCIIEPTOM;

npoBelicHHe  coOecejoBaHMS B  LEIAX  ONPEACICHHA  YPOBHA
pOoQeCCHOHATBFHON TOATOTOBKM 3KCIEpTa, HEOOXOAUMOIOo [UIA IIPOBEICHHS
AKCIIEPTHU3BI JIEKAPCTBEHHBIX CPE/CTB;

IpHHATHE pelneHus o6 arrecTanuy (OTKa3e B aTTECTallMM) Ha IPaBoO
IIPOBEIEHUS 3KCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB.

9. K arrectaniiyd AOMYyCKalOTCS pabOOTHUKH SKCIIEPTHOIO YUpEXICHHS,
UMEIOIIME BBICIIEE MeEIWIMHCKOoe, (QapMareBTHUYecKoe, OHOIOrMYecKoe,
BeTepHHapHOe UM XMMUYECKoe 06pasoBanue’,

10. B xome aTTecTalli OIIEHMBAETCS Mpo¢ecCHOHaNbHas IMOArOTOBKA
9KCIIEPTOB:

a) 3HaHMEe HOPMATHBHBIX I[IPaBOBBIX AaKTOB, YCTaHABIMBAIOLIMX
TpeOGOBaHUS B obnactu oOpallleHNs  JIEKapCTBEHHBIX  CPEICTB,
pErIaMEeHTHPYIOINX MPOBEJCHUE OKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB,
rOCYIapCTBEHHOM  pEerucTpallid  JIEKApCTBEHHBIX  IpemapatoB A
BETEPUHAPHOTO IPUMEHEHUSI (aee — TeKapCTBEHHBIE NPENapaThl), IIPOBEACHUS
JOKJIMHUYECKOTO HMCCJIEIOBaHMs JIEKAPCTBEHHOTO CpPEJCTBA, KIMHHYECKOrO
ACCIEN0BAHUS JIEKAPCTBEHHOTO penapaTa, HCCIeI0BaHus OMOIKBHBATIEHTHOCTH
JIEKapCTBEHHOTI'O IIperapara;

0) yMmeHue TPOBOAUTH aHAIN3 JOKYMEHTALWH, IPEJCTABICHHON Ui
AKCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB;

B) BJaJeHHEe METOJaMH KOHTpPOJISi KadecTBa JIEKApPCTBEHHBIX CPEACTB

M 3HAHHEC ITPaBUJI SKCIICPTU3BI TAKUX METOAOB,

3 Yacte 2 crathu 16 DenepaneHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 ofpaiieHun
JICKapCTBEHHBIX CPEACTBY.
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I') 3HaHKe METOIOIOIHH TIPOBEICHHUS SKCIIEPTU3BI OTHOLICHUS OXKUIaeMOH
I0JB36l K BO3MOKHOMY PHCKY MPUMEHEHHs JIEKapCTBEHHOrO Mperapara Jyis
BETEPUHAPHOTO IPUMEHEHNUS;

) 3HaHHE  METOJOJOTMH  MPOBEJNCHHSA  OKCIEPTHU3hl  KayvecTBa
JIEKapCTBEHHBIX CPELCTB;

€) yMEeHHEe CaMOCTOSTENbHO IPOBOAMTH IIOJIHOE  HCCIIEJOBaHUE
IPENCTABIEHHBIX Ha 3KCIEpTU3y OOBEKTOB, MaTepUAIOB, JaTh OOOCHOBAHHOE
1 00BEKTUBHOE 3AKIIOUEHHE 110 MIOCTABJIEHHBIM Mepe 3KCIIEPTOM BOIIPOCaM HJIH
MOTHUBHPOBAaHHOE 3aKJFOUCeHHE O HEBO3MOXHOCTH IPOBEICHUS JSKCIIEPTOM
3KCIEPTH3HI JIEKAPCTBEHHOTO CPEJCTBA, €CIIU NOCTABICHHBIE BOIPOCH! BEIXOIAT
3a mOpenelsl CIEMHANBHBIX 3HAHWH OJKcIepra, OOBEKTHl MCCIENOBAHHMA
¥ MaTepraibl HEMPUTOAHB! WIIM HEJOCTaTOYHBI Ul [IPOBEJCHHUS HCCIIEI0BaHUN
Y 1aY¥ 3aKII0UYEeHHS 100 COBpEeMEHHbBIH YpOBEHb pa3BUTHS HAYKH HE IO3BOJISET
OTBETHUTD Ha MOCTaBJICHHbIE BOIIPOCHL.

11. JIns npoxoXIeHHUs aTTeCTallid SKCIEepT HampaBlsieT B MUHCETbX03
Poccuu 3asBIeHHE O TPOXOXKICHHUH aTTECTAllUH, B KOTOPOM YKa3bIBalOTCS aJpec
IS KOPpeCcmOHIAeHIMH H (WIM) afpec SJIEeKTPOHHOM MOYTHI JKCIepTa, ¢
MPUIOKEHHUEM CIIENYIOIUX JOKYMEHTOB:

a) OTYET O IPOGEeCCHOHATBHOMN NEesATeIbHOCTH JKCIEpPTa, NMOANUCAHHBIA
3KCIIEPTOM, COTJIACOBAHHBIH C PYKOBOAUTEIEM SKCIEPTHOIO YUYpPEKIECHHS
U 3aBepeHHBIA  MeYaThl0  OKCIEPTHOrO  ydupexieHus. B oruere
0 IpoeCCHOHANBHON IEITeTbHOCTH AOJDKHO OBITh yKa3aHHE Ha TO, YTO SKCIepT
ABJIseTCS PAOOTHUKOM SKCIEPTHOTO YUPEXKASHHS, U ONHCAHUE BBHINONHAEMBIX B
SKCIIEPTHOM YYPEeXAEHHH paboT 3a IMOCIe[HHE TPH roja C YKazaHHEeM
KOHKPETHBIX BOIPOCOB, B PEIIEHUN KOTOPBIX 3KCIEPT MPUHUMAIl YYaCTHE;

0) xonus JOKYMEHTa, yIOCTOBEPSAIOLLETO THYHOCTE,

B) KOITHS JOKYMEHTA O BhICIIEM 00pa30BaHMH, BEIIAHHOIO HA TEPPUTOPUH
MHOCTPAHHOTO TOCYIapCTBa, H €ro MepeBoj Ha PYCCKHH A3BIK M (MJIM) KOMHS
JOKyMEHTa O BBICIIIEM 0Opa3oBaHUM, BRIIAHHOTO BOEHHBIMH 00pa30BaTeIbHBIMU

opraHm3anusMu Wi BblgaHHoro B 1992 — 1995 romax opraHu3aiisiMH,




OCYILECTBISIONIMMHA  00pa30BaTeIbHYI0  JEATENBHOCTh HA  TEPPUTOPHH
Poccuiickoii ®enepanyu (B ciayyae NONYyYEHHS YKa3aHHBIX ITOKYMEHTOB Ha
TEpPUTOPMA HHOCTPAHHOTO TOCYJapcTBa B BOEHHBIX 00pa30BaTeNbHBIX
opranuzanmsax wid B 1992 — 1995 rogax B opraHusanusx, OCyIIECCTBIIAIOLIMX
06pa3oBaTeNbHyIO JIEATENBHOCT Ha TeppuTopnn Poccuiickol ®enepanun), Wi
CBeCHU 00 MHOM JOKyMeHTe 00 00pa30BaHMHM, NOATBEPXKIAIOIIEM HAJIHMYNE
BBICIIIEr0 00pa3oBaHus;

I) KONMMM [OKyMEHTOB 00 00pa3oBaHMM U (MIHM) O KBalM(QUKALWH,
MOATBEPKIAIONIMX TMPOXOXJIeHHEe OOydeHMs I10 MPOrpaMmaM MNOBBIIICHHSA
kBauduKanud d (WiM) TpOPECCHOHATBHOH IIEPEenoAroTOBKH, 00 YYeHBIX
CTENIEHAX W YYEHBIX 3BAHUMX, BBJAHHBIX HAa TEPPUTOPHM HHOCTPAHHOI'O
rocylapcTBa, H UX MePeBOJABl HA PYCCKHH A3BIK, M (UIH) BHIIAHHBIX BOCHHBIMH
o0pa3oBaTeNbHBIMM OpraHM3alMsIMH HIIH BBIJTAHHBIX B 1992 — 1995 romax
OpraHM3allUsAMH,  OCYIIECTBISAIONMMH  00pasoBaTebHYI0  JEATENBHOCTH
Ha Teppuropun Poccuiickoii ®enepanyu (B cilydae IONy4YeHHs yKa3aHHBIX
JIOKYMEHTOB HAa TEPPUTOPHM HMHOCTPAaHHOIO TIOCYJapcTBa B  BOEHHBIX
00pa3oBaTeNbHEIX OpraHu3anusx Wi B 1992 — 1995 rogax B opraHusalmsX,
OCYILECTBIAIONMX 00pa30BaTenbHyI0 AeATebHOCTh Ha TEpPUTOpUH Poccuiickor
deneparun), WM ceeieHus 00 MHBIX JOKyMeHTax 00 00pa3oBaHHM M (WIIH) O
KBaTU(UKALMH, ITOATBEPKAAOIINE IPOXOXJeHHEe oOyueHHs 110 MporpamMmam
IIOBBIIICHNS KBaMUGUKaIuK ¥ (1K) Tpo(pecCHOHANTBHOM IIepeNnoAroTOBKH, 00
YUEHBIX CTEMEHSIX ¥ YYEeHBIX 3BaHUSAX (IPH HATMIUHM);

I) CNHCOK HAy4HBIX WM HayYHO-METOAMYECKMX MyOnuKauui (mpH
HAJIUYWH);

€) peKBU3UTHI TIpUKa3a MuHcenbxo3a Poccun 06 oTkase B aTTecTally Ha
IpaBO NPOBEIEHUS SKCIEPTH3bl JEKAPCTBEHHBIX CPEACTB — JUI JKCICPTOB,
MPOXOISAIINX ATTECTALIMIO IOBTOPHO.

12. Dkcmepr BhpaBe 10 COOCTBEHHOM HMHHIIMATHBE HAaIlPaBUTh

B Muncenbxo3 Poccun komuu J0KyMeHTOB 06 00pa30BaHHH, O KBaTH(DHKALKH,




00 yYeHbIX CTENeHSX M 3BAHUAX, HE IPEIyCMOTPEHHBIE TIOMYHKTAMH «B), «I»
nmyHkTa 11 HacTosIero nopsaaka.

13. 3asgBinenue W  JOKYMEHTBHI, I[IPEJCTaBIICHHBIE  JKCIEPTOM,
paccMaTtpuBaroTcs MuHcensxo3oM Poccuu B TedeHHe NATHAALATH paboyumX AHE#H
C IaThl UX MPEACTABICHUS.

B xome paccMOTpeHHs 3asBIE€HHS U JOKYMEHTOB OLIEHHMBAIOTCS TMOJHOTA
1 [OCTOBEPHOCTh TMPEICTABIEHHBIX 3KCIIEPTOM CBEICHHH, B TOM YHCIE
NpOBEpAETCsA HaldyWe Ha JTOKyMEHTaX IOANHCeH (CornacoBaHuii), mevarew,
IpeIyCMOTPEHHBIX MyHKTOM 11 HacTofAIero mopsjka, a TakXke MPOBEPSETCs
COOTBETCTBHE JKCIEepTa TpeOOBaHUAM, YCTAHOBJIEHHBIM ITyHKTOM 9 HacTOAIIETO
MOPSIKA.

14. Tlo pe3ynsraTaM paccCMOTpEHHs 3asBleHMS M JOKYMEHTOB,
IpeIyCMOTPEHHBIX IyHKTOM 11 HacTosilero nopsjaka, IpUHUMAETCS pellieHUe:

0 JIOIyCKe DKCIePTa K MPOXOXKICHUIO cOOeceI0BaHus,

00 OTKase B [OIyCKe OKCIEpTa K MPOXOKAEHHIO cobeceoBaHus
¥ BO3BpaTe MPEeJICTaBICHHBIX JOKYMEHTOB.

15. Pemenune, ykasaHHOe B IMyHKTe 14 HacTosAIIEro mopsjaka, B CpOK,
He TPEBBILAIONMHA NATH pabodyMx OHEH C HaThl €r0 NPUHATHS, AOBOIUTCS
70 CBEJEHHS JKCIEpPTa MOCPENCTBOM 3IIEKTPOHHOH IIOYTHI C TMOCICAYIOIIUM
HAIpaBIeHHEM MMOYTOBBIM OTIIPABICHHEM.

16. Pemennme o006 oOTKaze B JOIMyCKe OJKclepra K MNPOXOXKICHHIO
co0eceloOBaHMsI M BO3BpaTe IIPEACTaBICHHBIX JOKYMEHTOB IIPHHHMACTCS
B Cllyyae IpeNCTaBIeHUs TOKYMEHTOB He B IIOJJHOM 00BbeMe, OTCYTCTBHS B HUX
moAmuceli  (COrNacoBaHuii), IeYaTeif, MNPeIyCMOTPEHHBIX NyHKTOM 11
HACTOSIIIETO  MOpsAAKa, JHGO HECOOTBETCTBHA OKCIepTa TpeGOBaHUSAM,
YCTAQHOBJIEHHBIM ITYHKTOM 9 HAaCTOSAIIEro NopsaKa.

17. B ciayuae ycTpaHeHHs OCHOBaHHM, MOCTYXHBIINX NPUYMHOK OTKa3a
B JIONyCKE W BO3BpaTe NOKYMEHTOB, 3KCIEPT BIIpaBe IIOBTOPHO HAlpaBUTh

nokymeHTsl B Komuccuro.




[ToBropHOE paccMoTpenre Komuccued [NOKYMEHTOB OCYIIECTBISAETCS
B CPOK, YCTAQHOBJICHHBIH IYHKTOM 13 HacTosAINero mopsaka, U HCYUCIAETCS
C JIaThl IIOBTOPHOTO TIOCTYIUIEHHS JOKyMEHTOB B KOMHCCHIO.

18. JlomyckaeTcsi MEpPEeHOC BPEMEHH IPOXOXKACHHSA  IKCIEPTOM
cobece[0BaHN B CIy4ae IIpeIBapHTEIBHOTO (He M03JHee YeM 3a OMH pabounii
JeHp) yBedoMmieHHMs dkcmeproM Komuccuu O HEBO3MOXHOCTH  SIBKU
Ha OpOXOXJAeHHe co0ecelOBaHUs C yKa3aHMEM MpHYMHBL. B aToM ciryuae
IpolleAypa MpOBeJeHNs aTTeCTAalliM NPUOCTAHABIMBAETCS Ha CPOK IO AECATH
pabounx JHEH.

B cinyyae ycCTpaHeHHS OCHOBAaHUM, MOCITYXMBIIMX  TPUYAHOU
IPUOCTAHOBJIEHHS TPOLIEYPEI IPOBEICHHS aTTECTALIUM, IKCIIEPT HODKEH B CPOK,
HE NPEBHILAMOIHAN MATH paboyux AHEH CO IHA UX yCTpaHECHHs, HAlPaBUTH B
KoMuccuro yBeioMIIeHHE 0 BO3MOXKHOCTH IIPOXOXKAEHHUS cobecenoBanus. B atom
cnydae KomuccHst B CPOK, He NpPEBBINIAIOIMA MATH pabovux [IHEH C HaThl
TIIOJIy4€HHsT YBEAOMIICHHS! OT 3KCIEPTa, HANpPaBIAET IKCIEPTY yBEIOMIICHUE O
HOBOM BpEeMEHM M MeCTe IIPOBEAEHHs COOECe/0BaHks IMOCPEICTBOM
3JIEKTPOHHOM IMOYTHI C HOCIEAYIOLUIYM HAPaBJIEHHEM IIOYTOBBIM OTIPABICHHUEM.

YKka3aHHBlE YBEIOMJIEHHMs HampaBiloTca 3KcmeproM B Komuccunro
B JJIEKTPOHHO# (opMe U (1K) Ha GyMaKHOM HOCHTEJE.

B ciydae HempeACTaBIeHHS YBEJOMICHHS O BO3MOKHOCTH [POXOXK/ICHUS
cobeceJoBaHMsI B CPOK, YCTAHOBJICHHBIN a03a1ieM MEPBBIM HACTOSAILIECTO MyHKTA,
Muncensxo3 Poccuy m3maeT mprikaz o0 oTka3e B aTrTecTalldd Ha IpaBo
IPOBEIEHHS IKCIIEPTU3H] IEKAPCTBEHHBIX CPEICTB.

19. CobecenoBanue mposoautcs KoMuccreil B Cpok, He IPEBILIAIOIINIA
ABajaTH paboyrX JHeH COo AHS HAIPaBIIEHHs SKCIIEPTY YBEIOMIICHHS O JIOMyCKe
K [IPOXOXIEHHIO coOeceIoBaHHS MM YBEOMJICHHS O HOBOM BPEMEHH M MeCTe
npoBelieHHss Co0ecelOBaHMs B Clydae IEpeHOCa 3asABUTENIEM BPEMEHH
IIPOXOXAeHHs coOeceA0BaHuU.

20. IIpu npoxoXxaeHuH cobeceOBaHUs HE NOIyCKACTCS UCIOIb30BAHHE

SKCIIEPTOM CIELHATBHOM, CIPaBOYHOW M MHOH JIMTEpPaTyphbl, NMHACBMEHHBIX




3aMETOK, CPEACTB MOOWIBHOM CBs3H, (OTO-, ayldo- M BHAEOAMNapaTypEl,
IIOPTATUBHBIX TEPCOHANBHBIX KOMIBIOTEPOB M MHBIX CpPEJICTB XpaHEHHUS
U mepenayy HHPOpMaLuu.

[pu HapyIlleHH#H OZHOTO WK HECKOJBKHX IEPEYHCIICHHBIX B HACTOSIIEM
IyHKTe TpeGOBaHHMi SKCHEpT yhanserca ¢ coOecemoBaHWs, O YeM BHOCUTCH
3aMUCh B MPOTOKOJ 3acefanus Komuccun.

21. CobeceioBaHHE BKIIOYAET B 05 BOMPOCHL, Kacaromuecs TpeOoBaHuI:

K COCTaBy PpETMCTPAllHOHHOTO JOChe M IIpoLedype IOCYAapCTBEHHON
perucTpaIliy JeKapcTBEHHOI'O Ipenapara,;

K METOJUKE IIPOBENEHHS OSKCIEePTU3Bl U OQOPMICHHS HOKYMEHTOB
IO PE3YJIbTATaM IKCIEPTU3BI, TOCYAapPCTBEHHON (hapMaKoIeH;

K IIPOBEACHUIO MOKIMHHYECKOTO HCCIIENOBAaHUA  JIEKAPCTBEHHOI'O
CpeICTBa, KIHHUYECKOTO UCCIIEeI0BAaHHUS JIEKApCTBEHHOT'0 TIpernapara;

K MCCJIENOBAHHIO OHOSKBHBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapara Ajist
BETEpUHAPHOTO IPUMECHEHUS;

K IIPOBEIEHUIO HCCIEIOBaHUN CTAOMIBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

K MPOU3BOACTBY JIEKAPCTBEHHOI'O CPEJICTBA.

ITepedeHs yKa3aHHBIX BOIIPOCOB yTBEprkaaeTcs npeacenarenem Komuccuu
U pasMmelaercs Ha ocdwuimansHoM calite Mumncensxosa Poccun B cetH
«HHTEpHETY.

22. B pamkax mpoBeleHUs cOOeCeNOBaHMs IKCIEPT NOIKEH OTBETHUThH
Ha IATHaauats BompocoB. CobecemoBaHWE CUMTAETCd IPOMIEHHBIM, €CIH
3KCIIEPT COBEPLIMWI He Ooee ABYX OLIMOOK IIPH OTBETE HAa BOMPOCHI.

23. Ilo pesynbTataM cobecenoBanus Komuccuei IpuHUMAETCs pellieHue:

06 arrecTaluM  JKCIepTa B ClIy4ae  COOTBETCTBHS  YPOBHSA
npod)ecCHOHANBHOM TMOATOTOBKH JKCIIEpTa TPeOOBaHHMAM, YCTAHOBJICHHBIM
nyaktoM 10 HacToslIero moOpsAAKa, KOTOPOE IIOATBEPKIAETCS NPOHICHHBIM
cobeceOBaHUEM B COOTBETCTBUY C IIYHKTOM 22 HACTOSAIIETO MOPAAKA;

00 OTKa3e B aTTECTAllMd DKCIepTa B CIy4asX HECOOTBETCTBHUS YPOBHS

npodeccHOHaIBHOM IOATOTOBKH JKCIepTa TpeOOBaHHSAM, YCTaHOBJICHHBIM
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myHKTOM 10 HacTosIIero Mops/Ka, WK HesiBKH SKCIepTa Ha cobecenosanue 6e3
IpeiBApUTENBHOrO yBegoMieHns Komuccnu, B TOM YHCIE TOCNE IEPEHOCa
BPEMEHH MTPOXOXKICHUS COOECETOBAHMS.

24. Komuccuss NMpUHMMAET peIIeHHe IIyTEM OTKPBITOTO TOJOCOBaHUS.
Kaxnplit wien Komuccum uMeeT OQUH roJioc.

MUHEMATEHOE KONMYecTBO 4wieHoB Komuccuu, Heobxoaumoe st
IPUHSATUSA PELICHHS ITyTeM OTKPBITOTO FOJIOCOBAHMS, COCTABIISAET MATh YEIOBEK.

25. Pewenne Komuccuy mpuHUMaeTcss OONBIIMHCTBOM TOJIOCOB 4JIEHOB
KoMuccuu, IPUHSABIIMX y4acTHe B 3acelanuu. [Ipy paBeHCTBe IOJIOCOB pelICHUE
TNPUHHMAET JIULO, IpeAceaTeNbCTBYIONIee Ha 3aceianun KoMuccHu.

26. Pemenne Komuccun opopMitsieTcs poToKosIoM 3acefanus Komuccnu
¥ [OAMKMCHIBAETCS JIUIIOM, IIPEICEAATENLCTBYIOIINM Ha 3acefannu Komuccuu.

27. Unensl KoMuccuu, HE COTJIACHBIE C NMPUHATHIM pPELICHHUEM, BIIpaBe
BBICKa3aTh 0c000€ MHEHHE, KOTOpO€ IOJUICKUT 3aHECEHHIO B IPOTOKOJ
3acenanus Komuccuu.

28. He mo3aHee IMATHAALIATA pabO4YnX JHEW CO IHS IPHHATHSA OJHOTO U3
yKa3aHHBIX B IyHKTe 23 HAacTOsILeEro nopsjika pemeHndi Muncensxos Poccnu
U3]1aeT:

TIpHKa3 00 aTTecTally Ha IIPaBo IPOBEACHHUS SKCIIEPTHU3BI J1€KapCTBEHHBIX
CPeICTB, pasMeEIleHHEe CBeICHHWH o0 arTecTalMM Ha OQHUMATBHOM CaiTe
Mumncensxo3a Poccun B cetu «AHTEpHETY,

npuKas 06 oTKaze B aTTeCTalli¥ Ha IIPaBO MPOBEIEHHS 3KCIEPTHU3BL
JIEKaPCTBEHHBIX CPEICTB.

29. DkcrnepThl, KOTOPHIM OTKa3aHO B aTTeCTallly, JOIyCKaroTCA
K MOBTOPHO# aTTeCTally HEe paHee YeM 4epe3 TPH Mecsila co JHs NMOANUCAHUA

nprKasa Muncensxo3a Poccuy 06 oTkase B aTTeCTALUH.




