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MockBa

06 yreepxaenun IIpaBui npoBeeHHs! SKCIIEPTH3BI J1eKAPCTBEHHBIX
CpeICTB /J1sl BETEPHHAPHOTO NPAMeHeH sl H (popM 3aK/TI0eHHH KOMHCCHH
IKCNEPTOB

B cooTrBeTcTBHM ¢ dYacThio 12 cratem 16 @enepalibHOrO 3aKoOHa
ot 12 ampens 2010 r. Ne 61-@3 «OG oOpaleHu# JieKapCTBEHHBIX CPEACTBY
(Cobpanne 3akonomarensctsa Poccuiickoir ®Depepauuy, 2010, Ne 16,
ct. 1815; 2014, Ne 52, ct. 7540) u moamysktoM 5.2.25(31) mynkra 5 [lonoxeHus
0 MunnctepctBe  cenbckoro  xossiictBa  Poccuiickoit  @exepaimy,
yTBepXKAEHHOTO MocTaHoBneHHeM IIpaButensctsa Poccuiickodt ®enepauyn
or 12 wmious 2008 r. Ne 450 (Cobpauue 3akoHOAaTenbcTBa Poccuiickoi
®eneparmn, 2008, Ne 25, ct. 2983; 2015, Ne 38, cr. 5297),mpuKa3blBalo:

1. YTBepauTs:

[IpaBuna [poBeleHHS OSKCIEPTH3Bl JIEKAPCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO MpPHMEHEHHs COTJIacHO MpuiokeHHIo Ne 1 K HacTosIeMy
IpUKa3sy;

dbopMy 3aKirOueHHs KOMHCCHH JKCIIEPTOB II0 pe3yJbTaTaM SKCHEPTU3bI
KauecTBa JEKApCTBEHHOTO CPEACTBA M SKCIIEPTH3bl OTHOLICHHS OXHIaeMOH
IOJIBE36l K BO3MOXKHOMY PHCKY IIPHMEHEHHs JIEKApCTBEHHOTO INpenapara Ajis
BeTEpMHAPHOTO TNpPYMEHEHHs COTMAcCHO TpuiokeHM0 Ne 2 K HacTosmeMy
IpUKa3sy;

dopMy 3aK/IOUYEHHS KOMHCCHH JKCIIEPTOB IO PE3y/IbTaTaM IKCIIEPTH3LI
KadyecTBa (hapMalleBTHYECKOH CYOCTaHIMM Mjisi BETEPUHAPHOTO NPUMEHEHHS,
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IIPOM3BENEHHON /IS pealu3alit, COrIacHo npuiaoxenuto Ne 3 Kk HacTosmeMy
MpUKa3y.

2. Ilpu3HAaTh yTPATUBLIMMH CHILY:

npukas Muncenbxo3a Poccun ot 5 urons 2012 r. Ne 311 «O6 yTBepxxaennu
IMpaBun npoBeAeHUS IKCIEPTH3bI JI€KapCTBEHHBIX CPEACTB AN BETEPUHAPHOTO
npUMeHeHAs ¥ (QOPMBI 3aKJIFOYEHHs KOMHCCHH 3KCIEPTOB) (3aperHCTpUpOBaH
MuttoctoM Poccun 20 urons 2012 r., perucrpaunoHHbId Ne 24963 );

nyHKT | W3MeHeHHH, KOTOpbIE BHOCATCS B HEKOTOpbIE HOPMATHBHBIC
npaBoBble aKTEl MHHECTepCTBa celbcKoro xossictBa Poccuiickoit Penepaiyn
0 BOmpocaM oOpalleHHs JIEKapCTBEHHBIX IPEMapaToB AN BETCPHHAPHOrO
IIpUMEHEHH, YTBEPXKIAECHHBIX IPUKa3oM MuHcenpx03a Poccun
or 5 wmroHs 2020 r. Ne 309 (3apeructpupoBaH MuHiocTOM Poccuu
14 mrona 2020 r., peructpaionHsiii Ne 58934).

3. Hacrosmuii mpuka3 BcrynaeT B cHiy ¢ 1 mapra 2023 r. u JedcTByeT
no 1 mapta 2029 1.

MuHucTp J.H. IlaTtpymes




Ipunoxenue Ne 1
K npukaszy MuHcenbxo3a Poccun

or _15 aBrycra 2022 r. Ne 529

IMPABUJIA
NpoBEAEHHUS SKCNEePTH3bI JeKaPCTBEHHbIX CPeICTB
JJisi BeTepHHAPHOI0 NPHMEHEHHA

1. O0mue moJ1oKeHHus

1. DKcnepTH3a JeKapCTBEHHBIX CPEACTB Ui BETEPUHAPHOTO MPUMEHEHUS
(naiee — IeKapCTBEHHBIE CPEACTBA) B LIENAX MX FOCYIapCTBEHHOM PErHCTPaluy,
[OATBEPXKACHHS TOCYJAPCTBEHHON PErHCTPAllMH JIEKapCTBEHHOrO Mpenapara,
BHECEHHS H3MEHEHHUH B JOKYMEHTHI, COIEPKAIIMECS B PETHCTPALOHHOM JA0ChE
HA 3aperHCTPHPOBAHHBIN JIEKApCTBEHHBIH MpemapaTr, i  BKIOYCHHUSA
dapMmaLeBTHYECKOH  CYOCTAHUMH  [UIi  BETEPUHAPHOTO  NPHMCEHEHH,
IpOM3BENEHHOM A peanu3auyu (matee — (apmanesTHdecKas Cy6CTaHIMs),
B TOCYJApCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB Il BETEPHHAPHOIO
pUMeHeHHs (allee — DKCIEpTH3a JIEKAPCTBEHHBIX CPEICTB) OCHOBBIBACTCS
Ha NpUHIHMIAX 3aKOHHOCTH, COONIONEHHA TpaB M CBOGOA 4enoBeKa
M TpaxJaHHHA, NpaB IOPHAWYECKOro JIMIA, HE3aBUCHMOCTH 3KCIEPTa,
06BEKTMBHOCTH, BCECTOPOHHOCTH W IIOJHOTHI HCCIeJOBaHHH, ITPOBOMAMMBIX
C HCTIONb30BaHMEM COBPEMEHHBIX JAOCTIDKEHMH HayKH M TEXHHKH,
OTBETCTBEHHOCTH (eepalbHOTO TOCyJapCTBEHHOTO GIOKETHOIO yUpeKIeHHS
[0 DNpPOBEACHHIO OKCHEPTH3Bl JIEKAPCTBEHHBIX CPEACTB M OKCHEPTOB
33 TIpOBE/IEHHE ¥ KAYeCTBO SKCTIEPTH3HI IEKAPCTBEHHBIX CPEICTB'.

2. DKchmepTHsa JeKapCTBEHHBIX CPEACTB IPOBOMMTCH (elepalbHbIM
rOCYIapCTBEHHBIM GIODKETHBIM YUPEXKICHHEM, CO3NAHHBIM UL ObecreueHus
WCIIONHEHMs  MOjJHOMouuii  Poccenpxo3Han3opa MO — TOCYyAapCTBEHHOW
PErHCTpalMK JIEKAPCTBEHHBIX IPENapaToB I BETEPHHAPHOrO NPHUMEHEHHs
(nanee — ®IBY).

1 Yaers 1 crarsu 14 @enepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O6 obpamenuu
JIEKapCTBEHHBIX CPEACTB» (aanee — PenepabHblil 3akoH Ne 61-03) (Cobpanue 3akoHOAaTeNbCTBA Poccuiickoit
®denepaumn, 2010, Ne 16, cr. 1815; 2014, Ne 52, cr. 7540).

2 Crates 15 ®enepansHoro 3akona Ne 61-03 (Cobpanue 3akoHonarenscTBa Poccutickoi Depepaimy,
2010, Ne 16, cr. 1815), noamyHkT 5.2(1).11 nynkra 5 [lonoxexus o @enepaibHOli ciyXbe N0 BETEPHHAPHOMY
¥ (HTOCAHMTAPHOMY Hal30py, YTBEPXKIECHHOTO mnocraHosieHueM [lpaBHTesbCTBA Poccuiickoii Denepanun
oT 30 mioHs 2004 1. Ne 327 (nanee — INonoxenue) (Poccuiickas raseta, Ne 150, 15 monq 2004 r.; Cobpanue
sakoHOmaTenbcTBa Poccuiickoit ®enepauun, 2011, Ne 18, c1. 2649).
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3. DKcnmeprH3a JIEKapPCTBEHHBIX CPEICTB NPOBOIUTCS KOMHCCHEH
skcrieproB ®I'BY Ha OCHOBaHHH BBIIAHHOTO Poccenpxo3HaA30poM 3aJaHus
Ha IIPOBEJICHAE SKCIIEPTH3HI JIEKAPCTBEHHOTO CPE/ICTBA (najee — 3ajanHue)’.

4. DxcnepTH3a JIeKapCTBEHHBIX CpEICTB MPOBOAUTCS OIHOITAIHO
H BKIIOUYAaeT B ce0d DKCHepTH3y KayecTBa JIEKAPCTBEHHOIO CpPEACTBa
M OSKCIIEPTH3y OTHOLICHHA OXMAAEMOM IOJB3bl K BO3MOXHOMY pHCKY
IPUMEHEHHUs JIEKAPCTBEHHOrO TIIperapaTta Uil BETEPHHAPHOIO NPUMEHEHUS
(namee — JieKapcTBeHHBIH npemapar) JuM0O  3KCHIEPTH3y — KavecTsa
dapManieBTHUecKO# cyGcTanumn’.

5. JlexapcTBeHHbIe IpenapaThl, NPeJCTaBICHHBIE Ha ToCyJapCTBEHHYIO
perMcTpaluio, a TaKXke JIeKapCTBEHHble TpemapaTel B Clydasx,
NPeIyCMOTPEHHBIX 4acThIO 2 CTaThu 31 ®enepansHoro 3akoHa Ne 61-03,
HOMJIeKaT OJKCIIEPTH3e KadecTBa JICKapCTBEHHOrO CPelNCcTBa M SKCIEPTU3E
OTHOIIIEHUS OXHAAEMOM MOJB3bI K BO3MOXHOMY PpPHCKY MPHUMEHCHHS]
JIEKapCTBEHHOTO IIpenapaTa JJls BETEPUHAPHOTO IPUMEHCHHS.

JlexapcTBeHHBIE TIpenapaThl, IIPEJACTaBJ€HHble HAa MNOATBEPXKACHUEC
roCy/IapCTBEHHOM PETHCTPALY, OJUTEXKAT SKCIIEPTH3E OTHOLICHIS 0XKHAaeMOH
IT0J1b3bI K BO3MOXKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOTO npenapara’.

dapmalieBTHYECKHe CYOCTaHIIMM TOIUIEKAT JKCIIEPTH3E KavecTsa
¢bapMaLeBTUIECKOH CyOCTaHIMY.

6. DKCIepTH3a JIEKAapCTBEHHBIX CPEACTB IPOBOIMTCA KOMHCCHEH
3KCIIEPTOB M3 Tpex 1 Gonee skcnepro PI'BY, HasHAUCHHOH ero pyKOBOJUTEIIEM,
Ha OCHOBaHUU 3aJjaHHs.

DKCHEPTOM IO IPOBEJCHMIO JKCIEPTH3Bl JIEKAPCTBEHHBIX CPEICTB
sBiseTcss arTecToBaHHbli paboTHHK OIBY, KOTOpBI HMeeT BbICIIEE
MEeJUIIMHCKOe, (apMaieBTH4ecKoe, OHONOrMYecKoe, BETEpPHHApHOE HIIH
XMMHYECKoe 00pa3oBaHHE U IIPOBOJUT SKCIEPTH3Y JEKapCTBEHHBIX CpPEICTB
B MOPs/IKE HCTIOJHEHNS CBOMX JO/DKHOCTHBIX obs3aHHOCTEHC.,

7. Pyxosogutens PI'BY ocyuiecTBiseT OpraHM3aluiO IPOBEACHHS
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUY C 3aJaHUEM.

8. B cocTaB KOMHCCHHM DKCIIEPTOB IO peleHuio pykopoxputens ®I'BY
MOTYT GBITh BKJIFOYEHBI B KaUeCTBE KCIEPTOB JIMLA, He paboTaloIue B OI'BY,

3 Crates 19 GenepanbHoro 3akona Ne 61-®3 (Cobpanne 3akoHoAaTeNbcTBa Poccuiickoi Qenepalmy,
2010, Ne 16, c1. 1815; 2014, Ne 52, ctr. 7540), mynkr 5.2(1).10 Tlonoxerns (Poccwmiickas rasera, Ne 150,
15 woma 2004 r.; Co6panue 3aKoHoAaTebcTBa Poccuiickol ®enepanuy, 2011, Ne 18, ct. 2649).

4 Yactp 3 crathi 14, yacTs 1 crateu 34 ®enepanbHoro 3akoHa Ne 61-@3 (CoGpanne 3aK0HOAATENBCTBA
Poccuiickoii ®enepanun, 2010, Ne 16, ct. 1815; 2014, Ne 52, cr. 7540).

S Yacts 9 cratsu 29 denepamshoro sakona Ne 61-®3 (CoGpanue 3akoHopaTenbcTBa Poccuticko#t
denepaumn, 2010, Ne 16, cr. 1815; 2014, Ne 52, c1. 7540).

6 Yacte 2 crathl 16 ®enepansHoro 3akoHa Ne 61-®3 (CobpaHue 3aKOHONATENLCTBA Poccuiicko
®enepaunn, 2010, Ne 16, ct. 1815). R
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€ClIM MX CIIel[HajibHble 3HAHWUS HEOOXOOMMBI Ui NpPOBEIEHUs IKCIEPTHU3bI
JIEKApCTBEHHBIX CPEJICTB, M TaKUe SKCIEPTHI OTCYTCTBYIOT B PI'BY.

9. Ilpu mnpoBeneHUH HKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IKCIEPT
HE MOXET HAXOJUThCA B KaKOi-THOO 3aBUCHMMOCTH OT JIHMLA, Ha3HAYMBIIETO
3Ty OKCIEpTH3y, pa3paboTyrka JIEKapCTBEHHOTO CpEACTBAa WM JpPYrHX
3aMHTEPECOBAHHBIX B pe3yJbTaTaX 3KCIEPTH3bI JIHII.

10. B ciiy4ae eciiu SKCTiepTy U3BECTHBI OOCTOSTENBCTBA, IPENATCTBYIOIINE
€ro NpUBJCYECHHIO K MPOBEIEHMIO 3KCIIEPTH3bI JICKAPCTBEHHBIX CPEACTB. JHOO
He MO3BOJIIOIIME €My COOJIIOATh MPUHIMIEI €€ NPOBEICHNs, YCTaHOBJICHHBIE
crateell 14 ®enepanpHoro 3akoHa Ne 61-03, sxcrepT coobiaeT 06 yka3aHHOM
obcrosTenbcTBe pyKkoBoauTemio PI'bY.

11. DxcnepT mpH NpOBEIEHUN MOPYYEHHOH eMy pykopoiuteneM ®I'BY
SKCIIEPTH3HI JJIEKAPCTBEHHOTO CPe/ICTBa 00s3aH :

1) mpoBecTH mMONHOe HCCIEAOBAHHE IPE/CTABICHHBIX €My OOBEKTOB,
MaTepHajioB, JaTh 000CHOBaHHOE ¥ 0OBEKTUBHOE 3aKIIOYEHHE I10 [IOCTABIICHHBIM
nepel HUM BOMPOCaM HIM MOTHBHPOBAaHHOE 3aKJIIOYE€HHE O HEBO3MOXHOCTH
NPOBEICHUS UM OSKCIIEPTH3bI JIEKapCTBEHHOIO CPEICTBA, €CIIH IIOCTaBJICHHBIE
BONPOCH! BBIXONAT 3a Mpefeibl CHelUalbHbIX 3HAHMH 3KCIEpTa, OOBEKTHI
HCCIIEIOBaHMM M MaTepHAIBI HEPUTOHbI MIIM HEJAOCTAaTOYHBI JIs MIPOBEICHUS
HCCIEeNOBAHMI W Ja4¥ 3aK/IIOUeHUs] JIMOO COBPEMEHHBI YPOBEHb Pa3BHTHS
HayKM He TI03BOJISIET OTBETUTh HA MIOCTaBICHHEIE BOIIPOCH;

2) OLEHHMBaTh pe3YJNbTAaThl MCCICJOBaHHH, IONY4YEHHbIE MM . JIMYHO
U JIpyTMMH 3KCTIepTaMu, GOpMyIHpOBaTh BbIBOJILI OTHOCHTENBHO MOCTABIEHHBIX
BOIIPOCOB B IMpe/ieiaX CBOMX CHECHATIBHBIX 3HAHHIA,

3) He pasriamath CBEIEHHUS, KOTOPBIE CTAIM €My H3BECTHHI B CBS3H
C MPOBEIEHHUEM OSKCIEPTH3bl JEKApCTBEHHOIO CPENCTBA, a TaKXke CBEICHHs,
COCTaBJIAIOIIKE TOCYJAPCTBEHHYIO, KOMMEPYECKYI0 WM HHYK OXpaHAEMYIO
3aKOHOM TayHYy,

4) 06ecIeYnTh COXPAHHOCTH IIPEJCTABICHHBIX OOBEKTOB HMCCIIENOBAaHHUI
U MaTepHaJIOB.

12. Dkcmept He Bnpase®:

1) mpoBOAMTH IKCHEPTH3Y JEKAPCTBEHHOrO CPEACTBA IO OOpalleHKIo
HETIOCPEICTBEHHO K HEMY OpraHU3alui MK (pU3MIECKHX JIULL;

2) caMOCTOSTENHFHO COOMPaTh MaTepHabl JUls MPOBEACHUS JKCIEPTU3BI
JIeKapCTBEHHOTO CPENICTBA,;

3) NpOBOAMTH OKCIEPTU3Y JIEKapCTBEHHOrO CpeAcTBa B Ka4decTBe

7 Yacru 5, 8 crathu 16 ®enepanbHoro 3akona Ne 61-®3 (CobpaHue 3axoHOnaTeNLCTBA PoCCHICKOM
denepauun, 2010, Ne 16, cr. 1815).

8 Yacts 6 craThu 16 denepansHoro 3akoHa Ne 61-®3 (CoGpanue 3axoHOAaTenscTBAa Poccuiickoi
®enepauun, 2010, Ne 16, cr. 1815).




HETroCyJapCTBEHHOT'0 dKCTIEpTa.

13. Ilpn mpoBemeHNM 3KCIEPTU3BI JEKAPCTBEHHBIX CPEACTB B Cllydae
HEJIOCTATOYHOCTH TPENCTABIEHHBIX OJKCIEPTYy MaTepUaioB Uil  Jadu
3aKJIIOUEHHUA IKCIEPT B MUCEMEHHOW (popMe CTaBUT BOIPOC O MPENOCTaBICHUH
eMy He0OXOAMMBIX AOTIOTHUTEIBHBIX MaTepHaJIOB Iepe] pykoBoauteneM OPIBY.

B cinydae 1mosydeHHS COOTBETCTBYIOLEro oOpalieHus 3KcIepra
pykoBogurens @OIBY obpamaercs B Poccenbxo3Ham3op ¢ mpoceboi
O IMpPEeAOCTaBJIE€HHH JONOJIHUTENBHBIX MAaTepHajioB, HEOOXOOUMBIX JUIA
TIPOBE/IEHH]S SKCIEPTH3BI IEKAPCTBEHHOrO CpeCTBa’.

14. DOkcnepTbl, BXOAfAIMIHE B COCTaB KOMHCCHM  3KCIIEPTOB,
IpeyNpexaaloTcsa 06 OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKOHOJATEILCTBOM
Poccuiickoit ®enepanun 3a Aady 3aKIIIOYEHUs, COlepXKaILero HeoOOCHOBaHHbIE
Wi (aabcHHIMPOBAHHEIE BEIBOIB, O YEM OHH JAOT noAmucky'°.

15. Pe3ynmpTaThl 3KCIEPTU3BI JICKAPCTBEHHOIO CPEJCTBa OQOPMIIAIOTCS
3aKITIOYeHHEM KOMHECCHH JKCIIepToB!' .

16. BeIBompl, comepxkamipdecs B 3aKIIOYEHHMM KOMMCCHH JKCIIEPTOB,
HE JOJDKHBI  JIOIyCKATh HEOAHO3HAYHOTO  TOJIKOBAHUS H  JIOJDKHBI
cooTBeTCTBOBaTh DeepanpHOMY 3akoHYy Ne 61-D3.

17. 3axmodyeHre KOMHCCHH SKCIIEPTOB MOANMCHIBAETCS JIKCIEPTAMH,
BXOJAIIMMH B COCTaB KOMHCCHH SKCMIEPTOB, C YKa3aHHEM (PaMUIIUU U HHHULIHAJIOB
Kaxaoro skcmepra. Kaxmas crTpaHuIa 3aKiIOYCHHUS KOMMCCHH 3KCIIEPTOB
HyMepyeTcs W 3aBepsieTcss B HIDKHEH 4acTH OOOPOTHOH CTOPOHBI MOAMHCHIO
SKCMEPTa, MMOAMKCHIBAIONIET0 IIEPBBHIM 3aKIIOUYCHHE KOMHCCHH OSKCIEPTOB.
BHeceHue n3MeHEHHI B 3aKTIOY€HAE KOMUCCUH SKCIIEPTOB HE JIOIMYCKAETCA.

18. Dkcmepr, MHEHHE KOTOPOrO HE COBMAJACT C PEIIEHHEM KOMHCCHH
3KCIIEPTOB, BIpPABe BHIPa3UTh CBOE MHEHNE B IHCbMEHHOH (opMe, KOTOpOe
TIIpHOGIIAETCS K 3aKTIOUEHHIO KOMHUCCHH SKCTIEPTOB' .

19. TloBTOpHas »SKCIEepTH3a JEKApCTBEHHOIO CpEICTBA Ha3HAYaeTCs
B CiydasX, IpeAyCMOTPeHHBIX d4acThio 1 cratem 25 @egepaibHOro
3akoHa Ne 61-P3.

20. TloBTopHas JKcIepTH3a JEKapCTBEHHOTO CpPEACTBa IPOBOIUTCA
B TIOpsAAKe, YCTAaHOBICHHOM HacTosmuMmu [Ipasunamu.

DKCHepT,  NOANMUCABIIMHA  3aKIIOYEHHE  KOMHCCHM  3KCIIEPTOB

9 Yacts 4 crateu 16 ®enepansHoro 3akoHa Ne 61-03 (Cobpanme 3akoHOAaTenbCTBa Poccuiickoit
®enepaunn, 2010, Ne 16, ct. 1815; 2013, Ne 48, cT1. 6165).

10 Yacte 10 craten 16 ®enepanbHoro 3akona Ne 61-03 (CobpaHne 3aKOHOAATENLCTBA Poccuiickoi
®enepauny, 2010, Ne 16, cr. 1815).

' Yacre 9 crathu 16 MenepansHoro 3akona Ne 61-03 (CobpaHue 3akoHOnaTenscTBa Poccuiickoi
®enepauuy, 2010, Ne 16, ct. 1815).

12 Yacrp 9 cratbu 16 ®eaepanbHoro 3akoHa Ne 61-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickoi
®enepanny, 2010, Ne 16, ct. 1815).
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JIEKQpCTBEHHOTO CPEICTBa, 3a HCKIIOYEHHEM OJKCIEepTa, H3JI0XHBIIET0 CBOE
MHEHHE B ITMCHMEHHOH (opMe B COOTBETCTBMM C IIYHKTOM 18 HacToOsIIMX
IlpaBui, He BIpaBe YYacTBOBATb B MPOBEACHWH IIOBTOPHOM SKCIIEPTH3BI
JIEKapCTBEHHOT'O CPEACTBA.

21. YckopeHHas mpoleaypa SKCIepTH3bI JIEKAPCTBEHHBIX CPEJCTB B IIENAX
rOCYJApCTBEHHOM pEerMcTpaldy JIEKAPCTBEHHBIX IPeNapaTroB MPOBOAUTCS
B ClIydasix, YCTaHOBJIEHHBIX cTaTheil 26 ®DepepanbHoro 3akoHa Ne 61-O3
u IIpaBuTenscTBoM Poccuiickoii ®enepanuu’>,

VckopeHHas — mpolieAypa  OKCHEPTH3bl  JIEKapCTBEHHBIX  CPENCTB
NPOBOAMUTCA B TIOpsIKe, YCTaHOBIEHHOM HacrosmuMu Ilpasunamuy,
¥ HE O3HAYAET CHIDKeHMS TpeOoBaHMi K 0e30macHOCTH, KadecTBY
1 3¢ (PEeKTHBHOCTH JICKAPCTBEHHBIX IIPENapaToB.

22. JlokymeHTsl, nocrynusiye B ®I'BY st oCcylecTBiIeHUs IKCIIEPTH3EI
JIeKapCTBEHHOTO CpEeICTBa, TMOMIEXaT BO3BpaTy B Poccenpxo3Hag3op
O/THOBPEMEHHO C 3aKTI0YeHHEM KOMHCCHH 3KCIepToB'4,

I1. IlpoBeaeHne HIKCAEPTH3bI KAYECTBA JIEKAPCTBEHHOI'0
CpeACTBa H 3KCNEPTH3bI OTHOLICHH S OKHAAEMOil MOJIb3bI
K BO3MO>KHOMY PHCKY NPHMEHEHHS JeKapCTBEeHHOT0 npenapara

23. DkcmeptH3a KadecTBa JIEKQpCTBEHHOIO CpEICTBA M IKCIEPTH3a
OTHOIIEHHSA OXHAAeMOH TIOJIb3bl K BO3MOXHOMY PHCKYy NPHMEHEHMS
JIEKapCTBEHHOI'0 TIpermapara B paMKaXx Ipoleqypbl I'OCYAapCTBEHHOM
pEerHCTpalMi JIEKapCTBEHHBIX CPEACTB, COCTaBICHHE KOMHCCHIMH SKCIIEPTOB
3aKJIIOUEHH MO pe3ybTaraM MPOBEACHHBIX IKCIEPTU3 M HANpPaBICHHME TaKHX
3aKIMIOYEHUl ¢ CONPOBOAUTENHHBIM ITHCHBMOM, MOANMCAHHBIM PYKOBOIUTEIIEM
®I'BY, B Poccenpxo3Haa3op OCYILECTBISIOTCS B CPOK, HE IPEBBIIIAIOLIHIA
cTa gecATH paboumx aHeidt co aHA nomydeHus PIBY coorsercTBYyROLIErO
3a/laHusl, C IPUIOKEHHEM IOKYMEHTOB, yKa3aHHBIX B 4acTH 3 crarbu 17
®enepansHoro 3akona Ne 61-03%,

24, YckopeHHas mpolexypa 3KCIEpTH3bl KauyeCTBa JIEKapCTBEHHOIO
CPEACTBa M 3KCIEPTU3H! OTHOIIECHHS OXHUAAEMOH IOJIB3EI K BO3MOXXHOMY PHUCKY
NpAMEHEHUS JIEKapCTBEHHOTo IMpernapara B LEMAX TIOCYAapCTBEHHON
perucTpauuy JeKapCTBEHHBIX CPEICTB MPOBOAUTCS B CPOK, HE IPEBBIIAFOLIMIA

13 Tlynkr 2 OcobeHHOCTE H pa3spemHTeIbHbIX PEKHMOB B Cepe 00palleHus JIEKapCTBEHHBIX [PeTapaToB
11 BETEPHHAPHOTO NMPHMEHEHUsA, YTBEPXKACHHBIX MocTaHoBieHHeM Ilpasurensctea Poccuiickoi Denepamn
oT 12 mapra 2022 r. Ne 353 (Co6panue 3akoHonarenscTBa Poccuiickoit denepaman, 2022, Ne 12, ct. 1839; 2022,
Ne 26, ¢1.4498).

4 Yacte 5 crateu 24 ®enepanbHoro 3axona Ne 61-®3 (Cobpanne 3akoHOnaTesbCTBA Poccuiickon
®epepauun, 2010, Ne 16, ct. 1815).

15 Yacts 1 crathu 24 ®epepansHoro 3akoHa Ne 61-03 (Cobpanue 3akoHomarenbcTBa Poccuiickoi
@enepaunn, 2010, Ne 16, ct. 1815; 2015, Ne 29, cT. 4367).
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copoka maTH pabounx nHe#l co mHA momydenus OI'BY COOTBETCTBYIOWIETO
3alaHud PoccenbXo3Haa30pa, C TNPUIOKEHHEM HOKYMEHTOB, YyKa3aHHBIX
B yacTax 3 u 4 crateu 17 ®enepanbHoro 3akoHa Ne 61-03.

[ToBTOpHAas SKCIIEPTU3a KaueCTBA JIEKAPCTBEHHOTO CPEACTBA U SKCIEPTH3A
OTHOILEHWS OXHUAAEMOM TMONB3BI K BO3MOXHOMY PpHCKY TPHMCHEHHSA
JNIEKapCTBEHHOTO ~Tpenapara IPOBOAUTCA B CPOK, He IPEBBHIIAIOIIMH
TpHANATH pabouux aHe# co quA nodydeHus OI'BY coOTBETCTBYIOIIETO 3a1aHHA
PoccenbxosHanzopa's.

25. DKcnepTH3a OTHOIIEHHS 0XMIAE€MOH ITOJIB3BI K BO3MOXKHOMY PHCKY
NpYMEHeHHs  JIEKapCTBEHHOIO  Mpemapara B  IeAX  HOATBEPXICHUA
rOCY/IapCTBEHHOM pEruCTpalM JIEKapCTBEHHOTO IpenapaTa, COCTABICHUE
KOMHCCHEH JKCIIEPTOB 3aKIIOYEHHH MO pe3yJbTaTaM IPOBENCHHBIX JKCIIEPTH3
¥ HamnpaBlieHHE TaKMX 3aKIIOYeHHH C CONMpPOBOJHMTENBHBIM IIHCHEMOM,
noanucanssM pykosoauteneM @I'BY, B Poccenbxo3Hanzop NpoBOAATCS B CPOK,
He TMPEBHINAIOMIMNA [ABAAIATH IATH paboyMx [HEH CO IHA MOMyYeHHS
®I'BY COOTBETCTBYIOLIETO 3alaHKs, C MPUIOKEHUEM JOKYMEHTOB, YKa3aHHbBIX
B yacti 4.2 cratbu 29 ®enepansaoro 3akona Ne 61-03.

26. DKcreprusa - JIEKapCTBEHHOTO CpEACTBa [  BETEPHHAPHOIO
NPUMEHEHH B LENIX BHECEHHS H3MEHEHHMH B JIOKYMEHTBI, CONEpXKaIluecs
B PETHCTPAIIOHHOM JI0Che Ha 3apeTrHCTPHPOBAHHEIH JIEKapCTBEHHBIH Npenapat
IS BETEPUHAPHOrO IIPMMEHEHHMs, COCTaBl€HME KOMHCCHAMH OSKCIIEpTOB
3aKJIIOYEHHH 110 pe3ysbTaTaM NPOBEICHHBIX 9KCIEPTHU3 U HANpPaBICHHE TaKHWX
3aKTIOYCHHH C CONPOBOAMTENBHBIM MHCHMOM, TONIUCAHHBIM PYKOBOJAHUTENIEM
®I'BY, B Poccenpxo3Ham3op IPOBOLITCA B CPOK, HE IPEBHIIAIOMMH
mectunecaTH paboumx auedl co mHA nomyderus OIBY cooTBeTCTBYROIIETO
3a71aHKs, C IPIIOKEHHEM JOKYMEHTOB, yKa3aHHBIX B dacTsax 1 u 1.2 cratsu 31
®enepanpHOro 3axoHa Ne 61-03.

27. B Teuenue TpumnaTé pabouMx AHEH CO AHA MONY4YCHHS peEIICHUS
POccenbX03HA30pa O MPOBEIEHNU SKCIEPTH3, YKa3aHHBIX B MyHKTax 23 — 26
Hacrosmmx IlpaBun, 3asBuTeNb mpescTaBnser B @IBY i mpoBeneHus
SKCIIEPTH3Bl KaYecTBa JEKapCTBEHHOrO CPEACTBA OOpasipl JEKapCTBEHHOTO
mperiapaTa,  IPOM3BEAEHHOrO0 B COOTBETCTBHH  C  TPEOOBAHMAMH
TEXHOJIOTMYECKHUX periiaMeHToB, yTBEPKACHHBIX PYKOBOZMTENIEM
IIPOM3BONUTENS JIEKapCTBEHHBIX CPEACTB, & TAKKEe B COOTBETCTBYIOLINX
CAydasX TeCT-UITaMMbl MHKPOOPTraHW3MOB, KyJNBTYPhl —KIETOK, o0pazusl
dapmanieBTHUeCKOl CyOCcTaHIMM, OOpasipbl BEIIECTB, MNPHUMEHACMbIC IJiA
KOHTpOJI Ka4yecTBa JIEKAPCTBEHHOTO CPelCTBa, B KOJIUYECTBAX, HEOOXOAMMBIX

16 Yactp 2 craten 25 ®emepanbHoro 3akona Ne 61-®3 (CobpaHue 3aKOHONATENBCTBA Poccutickoii
denepauun, 2010, Ne 16, ct. 1815; 2014, Ne 52, cr. 7540).
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IUIS BOCTIPOH3BEICHHS METO/I0B KOHTPOJIS KavecTsa' .

28. Tlpu mONyYeHMH TECT-IITAMMOB MHKPOOPTaHH3MOB, KyJbTYyp
KJIETOK, 06pa310B JIEKApCTBEHHOTO IpemnapaTta, ¢hapMaleBTH4eCKol CyOcTaHInK
U BEIIECTB, MPUMEHAEMBIX sl KOHTPOJIS KAauecTBa JIEKapCTBEHHOTO CPE/ICTBa,
®OI'BY BbigaeT 3adBHTEN0 JOKYMEHT, NOATBEPXKIAIOUIMM HMX IOJy4YeHHE,
U B CPOK, He TPEBBIIIAIONINM Tpex pabodux AHEH, yBeAOMISET B IIMCHMEHHOM
dopme 06 3Tom PoccensxosHanzop.

29. Cpox nans  TpeNCTaBICHHMS  3asiBHTEJIEM  TECT-IITaMMOB
MMKPOOPIaHH3MOB, KYJBTYp KIETOK, 0Opa3liOB JIEKapCTBEHHOTO IIpenapara,
(GapMaleBTHYECKOH CYOCTaHLMM M BELIECTB, MPUMEHSEMBIX M KOHTPOJA
Ka4ecTBa JIEKApCTBEHHOTO CPEACTBa, W CpoK yBemomieHus PI'BY o6 srtom
B NMHCbMEHHOH (opMme Poccenpxo3Haq3opa, ykazaHHble B NMyHkTax 27 u 28
Hactosmmx IlpaBwi, He BKIIOYAIOTCS B CPOK NPOBEACHMS YKa3aHHBIX
B yHKTax 23 — 26 Hactosumx [IpaBun skcrepTus.

30. B cayuae, npemycMOTpeHHOM IyHKTOM 13 Hacrosmmx Ilpasui,
®I'BY o6pamaercas B Poccensxo3Hag3op ¢ NpPockOOH O MpenoCTaBIeHHH
IOIOJHMTENBHEIX MAaTEPHAlOB, HEOOXOMUMBIX IJId HPOBEICHHS 3KCIEPTH3BI
JIEKapCTBEHHOT'O CPEACTBA, B TEYEHHE CPOKA, HE IPEBBILIAIOLICIO TPHALATH
pabouunx aHel ¢ JaThl MOMyYeHHs BeIIAHHOro Poccenbxo3Ha3o0poM 3a/laHus Ha
IpoBeJieHHEe PKCIIEPTU3HI JEKAPCTBEHHOTO CPEACTRa.

PoccenbXO3HAA30p 3ampallMBaeT y  3asdBUTENS  JIOMOJHUTENBHBIC
MaTepHalbl B TeYeHHE NATH pabouux JHel co gHsA noctyienus ot ®I'BY
o6palleHus 0 PeROCTABIEHHH TAKUX MaTepuaioB. JlaHHBIH 3a1poc MOXET OBITH
TepeiaH yIOIHOMOYEHHOMY IPEJCTABUTEINIO 3asBUTENS JTUHHO TOJ PaCITHCKY,
HAIpaBJIeH 110 [0YTe 3aKa3HBIM ITHCBMOM HIIH IIEPEeIaH B JJIEKTPOHHOH (popme
110 TENIEKOMMYHHKAIIHOHHBIM KaHalaM CBs3M. B ciydae HampaBneHUs JAaHHOIO
3aIpoca Io MoYTe 3aKa3sHbIM MHCbMOM OH CYMTAETCS MOy ICHHBIM 10 HCTEUCHHH
LIECTH AHeH ¢ AaThl HapaBJeHHs 3aKa3HOro mucbMa'®,

3asBuTenb IpeAcTaBIsieT JOTIOTHUTENbHBIE MaTepuabl
B PocCCelbX03HaA30p B CPOK, He NpPEBBIMIAIOMMN JAeBIHOCTa pabovMX [HEH,
B TeuyeHHe KOTOPOro MPHUOCTAHABIMBAECTCA MPOBEIEHHE  SKCIEPTHU3BI
JIEKApCTBEHHOTO CPEJICTBA .

B ciydae HeENpeACTaBIECHHS 3asiBUTENEM OTBETa Ha JAAHHBIH 3ampoc
Poccenbxo3Haa30p B TeUeHHe IMATH pabouyMx QHEH HanpapisgeT yBEAOMIICHHE

17 Yacrs 2 crath 24 denepamsHoro 3akona Ne 61-®3 (Cobpanme 3akoHomaTenbcTBa Poccuiickok
denepauuy, 2010, Ne 16, ct. 1815; 2019, Ne 31, ct. 4456).

18 Yacts 4 crathu 16 denepansuoro 3akona Ne 61-®3 (Cobpanne 3axoHonatenscTBa Poccuiickor
denepauun, 2010, Ne 16, cr. 1815; 2013, Ne 48, cT. 6165).

19 Yacrp, 4.1 cratsu 16 denepansHoro 3akona Ne 61-@3 (CoGpaHue 3akoHOzaTenbcTBa PoccuiickoH
®enepaumn, 2010, Ne 16, ct. 1815; 2013, Ne 48, cr. 6165).




B OI'BY o HempencTaBIeHHH OTBETA.

Bpewms co qus HampabneHus 3anpoca O®I'BY B Poccenpxo3nansop 0 AHA
nonydenus ®IBY oTBeTa Ha 3alpoC WM YBEAOMIICHHA O HETPEACTaBICHHH
OTBETa HA 3ampoC HEe YYUTHIBAETCS IIPM HCYHUCICHMH CpOKa MpOBEACHWS
SKCIIEPTH3, YKa3aHHBIX B yHKTaX 23 — 26 HaCTOAIIMX pasun?.

31. 3akmioueHHe KOMHCCHH SKCIIEPTOB IO pe3ylbTaraM 3SKCIEPTU3BI
KauecTBa JIeKApCTBEHHOIO CpEJCTBA M OKCMEPTH3bl OTHOIIEHUS OXHIaeMOM
NOJB3bI K BO3MOXKHOMY PHCKy INPHMEHEHHS JIEKapCTBEHHOro Ipenapara

odopmiIseTcs 1o popMe COrIaCHO NpHIoKeHHI0 Ne 2 K HaCTOAIIEMy MPHKa3y.

II1. ITpoBenenne 3xcnepTH3LI Ka4eCTBA
¢apmaneBTHYECKOi cyOcTAHIHN

32. DKcIepTH3a KayecTBa (hapMareBTHYECKOH CyOCTaHIMH, COCTABIEHNE
KOMHCCHEH OSKCIEPTOB 3aK/IOUeHHH IO pe3ynbTaTaM TaKOH 3KCTIEPTH3bI
W HanpaBjlieHHe TaKUX 3aKIIOYEHHHA C COMPOBOJMTEIBLHBIM IIHCBEMOM,
nognucasHeM pykosoautesieM ®I'BY, B Poccenbxo3Han30p OCYIIECTBIAIOTCS
B CPOK, He NpEBBIAIONIKH MecTHIecATH pabounx IHEH CO JHA MONy4YeHHd
®T'BY COOTBETCTBYIOIIETO 3a[aHNUs, C IPUIOKEHUEM OKYMEHTOB, yKa3aHHbIX
B uacti 2 craTel 34 ®emepansHoro 3akoHa Ne 61-03,

[oBTopHas SKCHepTH3a KayecTBa (apMaleBTHIECKOH CyOCTaHIHHU
NPOBOJMICA B CPOK, He NpPEBBINAIONIMA TpuAUaTH PabouMx IHe# co JOHA
nonyyenuss ®PI'BY cOOTBETCTBYIOIIETO 3alaHHs Poccensxo3naazopa.

33. B TeueHue MATHAOUATH pabodyMx NHEH CO OHA MONMYYCHMs PEIICHUA
Poccensxo3Hanzopa o HampaeieHd B @IBY 3amanud Ha NPOBEACHUC
SKCIIepTH3HI KauecTBa (hapMaLleBTHIECKON CyOCTaHIMY 3aABHTENb NIPECTABIACT
B ®I'BY 06pasisl papmarieBTHIECKOH CyOCTaHIIUN B KOTHIECTBE, HE00X0AUMOM
IU1s1 BOCIIPOM3BEZIEHHS METO/IOB KOHTPOJISi Ka4€CTBa.

34, TlIpu nonydenun o6pasuoB (apMaleBTHIECKOl CyOCTaHIHHU OI'bY
BBIIAET 3asBUTENIO JOKYMEHT, MNOATBEPXKIAIOMMA IONYYCHHE YKa3saHHBIX
06pasiioB, H B CPOK, He MPEBHINAIOIIMA Tpex pabouMX IHEH, yBeAOMILICT
B IIMCHEMEHHOM (opMe 06 3ToM Poccenbxo3Haa3op.

35. Cpox /IS MPeCTaBICHNs 3asBUTENIEM 00pa3LoB ¢dapMalleBTHIECKOM
cyGcraHnud u Cpok yBenomienus ®I'BY o6 stom B IIHCBMEHHOH (opMe
PoCCenbX03HaA30pa, yKa3aHHble B IMyHKTaX 33 # 34 HacTOAIIMX [Ipasui,
He BKJIOYAIOTCA B CPOK IIPOBEJEHHs DKCIEPTH3bl, yKa3aHHOW B ITyHKTE 32

2 Yacre 4.1 cratey 16 ®enepansroro 3akoHa Ne 61-@3 (CobpaHue 3aKOHONATEIIBCTBA Poccuiickoi
®enepammn, 2010, Ne 16, ct. 1815; 2013, Ne 48, cT. 6165).

21 Yaerp 2 cTaThi 25 DenepanbHoro 3akoHa Ne 61-®3 (CobpaHue 3akoHOJATENbCTBa Poccuickoi
denepammn, 2010, Ne 16, ct. 1815; 2014, Ne 52, ct. 7540).




Hactosmx [IpaBui.

36. B cioyuyae, MpeiyCMOTPEHHOM ITyHKTOM 13 HacTOsAmMX [paBumn,
®I'BY obpamaercs B Poccenbxo3Haa3op ¢ npocsb0if 0 IPeaOCTaBICHHI
JOTIONIHUTEIBHBIX MATEPUAIOB, HEOOXOMMMEIX [UIS NMPOBEACHHS JKCICPTU3DI
JIEKapCTBEHHOTO CPEACTBA, B TEYEHHE CPOKa, HE MPEBBILIAIOLIErO TPHALATH
pabouux jgHedl ¢ HaThl IOTy4eHHs BbIIaHHOrO Poccenbxo3Haa30poM 3a1aHus Ha
TIPOBE/IEHHE YKCIEPTH3HI JIEKAPCTBEHHOTO CPEMICTBA.

PoCCeNbX03HaA30p 3ampallliBaeT y  3asdBHUTEN  JONOJHHTEIBHBIC
MaTepHansl B TEYeHHe IATH paboumMx AHed €O JHA MOCTYINICHHS OT OIBY
oGpallieHus O IPeOCTaBIEHUH TAKUX MAaTEPHAIIOB.

3asBUTEND Npe/ICTaBIISIET JIOTIOJTHUTEJIBHbIE MaTepHUalbl
B PoccensX03Ham30p B CPOK, He NPEBBIIAIOLIAN NEBIHOCTA pabounx IHEH,
B TeyeHHE KOTOPOro IPHOCTaHABIUBAETCA MPOBEICHHE  OKCIEPTH3BI
dapmaneBTHYECKOH CYyOCTaHIIHH.

B ciyuae Hempe/CTaBleHHs 3asBHTE]IEM OTBeTa Ha JaHHBIH 3ampoc

Poccenpxo3Han3op B T€YCHHE IIATH pa6oq14x JHEH HamnpaBJseT YBEAOMJICHHC

B ®I'BY 0 HenpeaCcTaBICHUH OTBETA.

Bpemsi co [Hs HalpaBJICHHUs 3alpoca ®I'BY B Poccensxo3Hansop A0 AHA
nonydedus OIBY orTBeTa Ha 3alpoC WM YBEIOMICHHS O HENPEACTaBICHHHU
OTBeT2 Ha 3aNpOC HE YYUTHIBACTCA IIPH HMCYHCICHMH CpOKa NpOBEICHM:A
SKCIIEPTH3HI2Z.

37. 3akiiodeHHe KOMHCCHH 3KCIEpPTOB IO pe3ysibTaTaM 3KCIIEPTH3BI
KayecTBa (hapMaleBTHYECKOH cyOcTaHIMM opopMISeTcs IO ¢dbopMe COrJIacCHO
npwioxenuto Ne 3 x Hactosiemy Ilpukasy.

22 Yaerp 4.1 cratei 16 ®enepanbHoro 3akoHa Ne 61-®3 (CobpaHue 3aKOHOIATEIIBCTBA Poccuiickoii
®enepanun, 2010, Ne 16, cr. 1815; 2013, Ne 48, cT. 6165).




[Mpunoxenue Ne 2
K npuka3y Muncenbxo3a Poccun
or 15 asrycra 2022 1. Ne 529

®opma

®enepasbHas cayx0a N0 BeTepHHAPHOMY
H GHTOCAHHTAPHOMY HaA30pY

(HauMeHOBaHHe (eIepaTBHOTO rOCYJapCTBEHHOTO OIO/UKETHOTO YUK ICHHU)

3aK/II0ueHHe KOMHCCHH SKCIIEPTOB IO pe3yJibTaTaM JKCIepTH3bl Ka4ecTBa
JIEKAPCTBEHHOrO CPeICTBA H IKCIIEPTH3bI OTHOLICHHS 0)KHIAeMOi MOIb3bI
K BO3MOXKHOMY PHCKY NpHMeHEeHHs JIEKapCTBEHHOr0 Npenapara
JJISl BETEPHHAPHOI0 NPHMEHEHHS

1. O01IHe MOI0XKEHH:

1.1. Homep 1 para 3anaHus Poccenbxo3Haa3opa
1.2. Jlata nocTymieHus 3anaHus PoccenbXosHansopa B (enepaibHOE
rOCYZapCTBEHHOE OHOKETHOE YUPEKICHHE M BXOIAIIMH PErHCTPALAOHHbIH
HOMEp
1.3. HaumeHoBaHMe JIeKapCTBEHHOTO IIpenapara:

MEXIYHApOIHOE HENATEeHTOBAHHOE WIIM  XUMHYECKOE  HaMMEHOBaHMA
TOProBO€ HAUMECHOBAHHE
1.4. ®opma Bhimycka (JiekapcTBeHHas (opMa, I03MPOBKa, criocoObl BBEIEHUSA
¥ [IPHIMEHeHH s, Macca/06beM/KOMILIEKTHOCTS)
1.5. CocraB NekapcTBeHHOro mpermapara (mepeYeHb  JIEHCTBYIOLUMX
¥ BCIOMOTaTeIbHBIX BELIECTB, C YKA3aHHEM KOJIMYECTBA KaXIOTO M3 HHX)

1.6. 3asBuTtens (C yKa3aHHEM IIOJHOTO HAWMEHOBAaHHUs FOPMAHWYECKOTO JIMIA,
OCYILECTBISAIOMIETO OJHY MM HECKONBKO CTafui MPOU3BOJICTBA JIEKAPCTBEHHOTO
npemnapara)
1.7. Ceenenuss o6 oskcreprax (pamumus, uMa, OT4eCTBO (IIpH HAJTUYKN),
CTIELMATBHOCTD, yUeHas CTeneHb (3Banue) (I HAJU4YUH), CTaX paboTHI, MECTO
paboThl ¥ JOKHOCTD)
1.8. O6 OTBETCTBEHHOCTH 33 JOCTOBEPHOCTb CBEICHMH, U3JIOKECHHBIX
B 3aK/TIOYEHHH, IPELyPeKICH:

SKCIIEPTHI

(momxHOCTB)  (aMmimsi, HMs1, OTIECTBO (IIPH Haymuuy) (TIOIHCh)

23 Yacrp 10 crathi 16 DepepansHoro 3akona or 12 ampems 2010 r. Ne 61-@3 «O6 oOpaieHun
JIeKapCTBEHHBIX CPECTBY.
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(noymKHOCTB)  ((amuuIHsL, MM, OTUECTBO (TIPH HATIMYHH) (TomHCh)

(momxHOCTB)  ((haMUIIHSL, UMS, OTIECTBO (TIPH HATHYHH) (moanuch)

2. ConepxaHHe MpEICTABICHHBIX HA JKCIEPTH3y KadecTBa JIEKapCTBEHHOTO
CpeicTBa M 3KCIEPTH3y OTHOLIEHHS OXHMAAEMOH IOJIb3bI K BO3MOXHOMY PHUCKY
TIPUMEHEHHUs JIEKapPCTBEHHOro IIperapara il BEeTEPUHAPHOTO MPUMCHCHHS
JOKyMEHTOB  (W3JIaraloTCsi ~ OCHOBHBIE  MOJIOKCHHA IIpeICTaBICHHOM
JOKYMEHTAIIUH):

3. TlepedeHb MPOBENEHHBIX JKCIEPTAMH MCCIENOBaHMHA C yKasaHHeM o0bema
BBIMONHEHHBIX KX IbIM 3KCIIEPTOM paboT H YCTAHOBJIEHHBIX (PaKTOB:

4. DkcmepTHas OLEHKa IIPeJICTABICHHBIX Ha OKCHEpPTH3y KavecTBa
JIEKApCTBEHHOTO CPEACTBA M SKCIEPTH3y OTHOIIEHHS OXUIACMOH IOJb3bI
K BO3MOXXHOMY PpHCKy IIDHMEHEHHs JIEKapCTBEHHOIO IMpenapara Ui
BETEPHHApPHOrO TPHMEHEHHs JOKyMEHTOB M 00pasLiOB JIEKAPCTBEHHOTO
TpenapaTa /i BETEPHHAPHOTO MPUMEHEHUs 1 (papMalleBTHIeCKOM cyOcTaHIMU

4.1. DKkcnepTH3a KauecTBa JIEKapCTBEHHOTO CPe/ICTBA:

4.1.1. ®dapmaneBTHYECKas CyOCTaHIMS:

4.1.1.1. O6ume cBeneHus o papMaLEBTHIECKOH CyOCTaHIIMM:

a) HaiMeHOBaHMe (apMaleBTHUecKoi CyOcTaHuMu  (MEXIyHapoaHOe
HEMaTeHTOBAHHOE MIIM XUMHUYECKOe, TOProBoe) ;
6) HarMeHOBAaHHE U aj[peC MPOM3BOUTENA (hapMAIEBTHIECKON CyOCTaHIMN

;
B) CTPYKTypa (papManieBTHYECKOH CybcTaHImH ;
I) OCHOBHEIE (PM3UKO-XUMHYECKHE CBOMCTBA (apMalleBTH4ECKOH cyOcTaHIUH _

5
4.1.1.2. OueHka ONHCaHHA TEXHOJIOTMYECKOr0 Tpolecca IMPOU3BOJICTBA
dapManeBTUYECKOH CyOCTaHLMHM, BKIOYas KOHTPOJIb HCXOIHOTO  CBIPBA,
KPUTMYECKMX CTajyii NpOM3BOACTBA M  MPOMEXYTOYHBIX  IPOAYKTOB

>

4.1.1.3. OneHKka METOAOB, MNPEIIOXKEHHBIX 3asBUTEIEM UL 00BsICHEHHUS
XHMHKO-(hapMaLeBTHYECKUX CBOACTB (papMalleBTUIECKOH cyOcTaHUMHU

’
4.1.1.4. OueHka MeTOIOB, MNpPENJOXKCHHBIX 3asgBUTENEM MJ ONpeACICHUS
npuMecei

]

4.1.1.5. OneHka NpeIIOKEHHBIX 3asiBUTEIEM METOJOB KOHTPOJII KaueCTBa
hapMarieBTHYeCKOH CyGCTaHIHH H CTaHIAPTHEIX 00pasLoB

;
4.1.1.6. Hanuuue wWIM OTCYTCTBHE COOTBETCTBHSA MEXIYy pe3ylbTaTaMH
J1a60pPaTOPHOrO aHAIN3a NPEICTABICHHbIX 3asBUTENIEM Ha SKCTIEPTH3Y o0pa3ios
(hapManeBTHYECKOH CyOCTaHIMHM H TOKa3arelssMH KadecTBa, BKIIOYCHHBIMHU
B HODMATHBHYIO JOKyMEHTAIMIO




;
4.1.1.7. OueHka IaHHBIX, TNPEACTABICHHBIX 3asABUTENIEM O CTaOMJIBHOCTH
apMaleBTHUeCKOR CyGCTAaHUMM BO BCEX 3afBISEMBIX BHJAX IEPBHYHOH
yIIaKOBKHU ;
4.1.1.8. OmeHka [OaHHBIX II0 YCTAHOBJICHUIO 3asBHTENIEM CPOKOB TI'OJHOCTH
hapmarieBTHYECKON CyOCTaHIMM BO BCEX 3asdBIAEMBIX BHIAX IIEPBHYHOM
yIaKOBKH ;
4.1.1.9. Ouenka 0GOCHOBaHHS 3asBHTE]IEM YCTAHABIMBAEMBIX YCJIOBHi
XpaHEeHHs dbapMalleBTHYECKOH cyOcTaHIuU

4.1.2. JlekapCTBEHHBIH Mpemnapar:

4.1.2.1. O6muue cBeieHH O TeKapCTBEHHOM MpernapaTte (OIHCaHue)

;
4.1.2.2. OueHka (apMaleBTHYECKHX acHeKTOB pa3pabOoTKH JIEeKapCTBEHHOTO
npenapara  (o6ocHOBaHHe  BhIOOpa  ()apMaleBTHYECKOH cyOcTaHIUY,
BCIIOMOTATEJbHBIX BEILECTB, IEKAPCTBEHHON (POPMBI, TEXHOJIOI'MH IPON3BOICTBA
NeKapCTBEHHOr0  Mpemapara, IepBUYHOH W BTOPHYHOH  YNAKOBKH
JIEKapCTBEHHOTO IIpErapaTa)

;
4.1.2.3. OieHKka ONHCAaHUS TEXHOJIOTHYECKOro IIpolecca IIPOU3BOACTBA
JCKApCTBEHHOIO Inpenapara, BKJIlOYasd KOHTPOJb  HCXOJHOI'O CBIpbs,
KPATHYICCKHUX CTaI[IfIﬁ IIPOU3BOACTBA U IIPOMEKYTOYHBIX MIPOAYKTOB

5
4.12.4. Oueska MeTOAOB, TPEMIOKEHHBIX 3asiBHTEIEM M1 KOHTPOJIA
33 BCIIOMOTATEIbHBIMM BEIIECTBAMH, HCIOJIB3YEMBIMH IIPU TIPOU3BOJCTBE
JIEKapCTBEHHOTO IIpenapara

4.1.2.5. OueHka BeI6Opa 3asBUTEIEM CTaHAAPTHBIX 00pa3LoB

;
4.1.2.6. OueHKa MpemTOXKEHHBIX 3asIBUTENIEM METOJOB KOHTPOJA KayecTsa
JIEKapPCTBEHHOTO Tpenapara i WX BOCIPOH3BOAUMOCTb

’
4.1.2.7. OueHka NpeiCTaBICHHBIX 3asJBHTEJIEM MaTEPHAJIOB IO BaluIalUy
aHATUTHIECKUX METONOB KOHTPOJIS KaueCTBa JIEKapCTBEHHOI'O Ipenapara

2
4.1.2.8. Hanuyne WIH OTCYTCTBME COOTBETCTBHSA MEXOYy pPeE3ylbTaTaMu
1a6opaTOPHOro aHAIK3a NPEICTABICHHBIX 3asBUTEJIEM Ha OKCIIEPTU3Y o0pas31oB
JIeKapCTBEHHOTO Tperapata M IOKasaTelsIMH Ka4decTBa, BKIIOYCHHBIMU
B HOPMATHBHYIO JOKYMEHTAIHIO

9

4.1.29. OueHka O0GOCHOBaHHS 3asBHTENEM YCTaHABIMBAEMBIX YCIOBHH
XpaHEeHHUS JIEKApPCTBEHHOT'O npenapara

.
b

4.12.10. OueHxka MaKeTOB IEPBMYHOM  yNAaKOBKM M  BTOPHYHOM




4

(moTpeOHUTENBCKO) YIIaKOBKH JIEKAPCTBEHHOI'O Mpenapara

4.2. DKcrepTH3a OTHOLIEHHS OXHUIAeMON MOJNB3Bl K BO3MOXHOMY PHCKY
NpHMEHEHHS JIEKapCTBEHHOTO IIpernapara:

42.1. OueHka OGOCHOBAaHHOCTH CTpaTerdd pa3pabOTKH JIEKAPCTBEHHOI'O
mpenapara, BKIIoJas:

a) onpeieeHHe HapMaKOTIOrHIecKoi rpymNiibl JEKApCTBEHHOTO Npenapata _
;

6) BEIOOp MoKazanus (MOKa3aHUi) K IPUMEHEHHIO JICKAPCTBEHHOT'O NIpernapara _

>
B) OLIeHKa IMporpaMMm JOKITHHUYCCKHX HCClieJOBaHU JIEKapCTBCHHOI'0 CPEACTBa
A KIHHHUYCCKHUX PICCJICI{OBaHI/Iﬁ JICKQpCTBCHHOI'0 IIpe€rniapaTa (z(a.nee -
JOKJIIHHHYECKHNE H KIHHHYCCKHE I/ICCJIC,T.IOBaHI/ISl), BKIIIO4Yasd IMPOBOOAIIHECS
U IUIaHUPYEMBIC JOKJIIMHHUYCCKHE U KIHMHHYICCKUC HCCJICA0OBaHHUA

5
42.2. OueHKa pe3yJabTaToB (apMaKOKHHETHYECKMX MCCIIeJOBaHUH, KOTOpHIE
MOTYyT OKa3aTh BIMsHHe Ha 3G()EKTHBHOCTH M 6€30MacHOCTh JaHHOH
JIEKapCTBEHHOH (POPMBI

bl
4.2.3. OneHkKa NOIHOTE 00beMa BBINOTHEHHBIX JOKIUHUYECKHX U KIIMHAYECKUX
WCCIIENOBaHUM c LIEJIBIO yCTaHOBJICHHUS ¢dbapMakoTUHaAMHYECKHX,
MMMyHOJIOTHYeCKHX 3(GEeKTOB JIEKapCTBEHHOTO Ipenapara, MeEXaHH3Ma
HedcTBHs, TPOGUIAKTUYECKOH S(QGEKTUBHOCTH, MOGOYHBIX —ASHCTBHH,
ocobeHHOCTEH B3aUMOJIEMCTBHS C JPYTMMH JIEKapCTBEHHBIMH IIpenapaTamMy,
BKJTIOYAs:

a) BHIGOP MOMYJSIUH JKUBOTHBIX, MPUHMMABIIMX YYacTHE B JOKIHHAYECKAX
W KIMHWYECKHX HcclefoBaHMsx (cragus  3abosieBaHMs,  BKIIIOYCHHE
B JOKJIMHHYECKHE M KIMHHYECKHE HCCICJOBAHHS WM HCKIIOYCHHE
H3 MOKIMHUYECKUX M KIMHMYECKHX MCCIeOBaHHii MOJIOABIX M CTaphiX
’KHUBOTHBIX)

6) IIPOJAOIKUTENHHOCTD HOKIHHAIECKOTO U KITMHMYECKOrO MCCIeNOBaHMH
;
B) MHTEpHpeTalus pa3paGoTIUKOM IMONYYEHHBIX Pe3yJbTaTOB AOKIHHHIECKUX
¥ KJIMHAYECKHX UCCIEIOBaHHI ;
r) JOKIMHHYECKas W KIMHMYECKas 3HAYMMOCTH 3(QEKTOB JIEKapCTBEHHOrO

npemnapara ;
) BBIGOp NI03bI M PeXKUMa HO3HPOBAHUSA (CXEMbl BAKLMHALIMH) JIEKaPCTBEHHOTO
npenaparta ;

€) 6e30macHOCTh HCTONB30BaHMs JIEKAPCTBEHHOTO Npernapara y 0COOBIX IPYTiT
JHMBOTHBIX, ONpeeeMbIX 110 BHIY, BO3PACTY, N0y, pyHKUNH OPraHa, THKECTH
3a60J1eBaHKs, FeHETHYECKOMY TOIMMOP(H3IMY ;
’) YaCTOTa BO3HAKHOBEHMS CePhe3HbIX HEeKeNaTeNbHBIX Peakiiii X B3aHMOCBS3b
WX Pa3BUTHS C HO3MPOBKOM, KPaTHOCTBIO TNPHEMa JICKAPCTBEHHOTO Ipenapara
H  OpOJOKMTEJBHOCTBIO JICYEHMS TP TPOBEJCHHH  JNOKIMHAYECKHX




U KIIMHHYCCKHUX I/ICCJIGHOBaHI/Iﬁ

5
3) OIIHCaHHE CHUMIITOMOB TIICpCAO3HPOBKH JIEKapCTBCHHOI'0  IIpEIapara,
BO3MOXXHOCTH Pa3BUTUA 3aBUCHMOCTH HJIA TIpUBBIKAHUs, CHHAPOMa OTMCHBI

9
M) MeTONbl CTAaTHCTHYeCKOH 00paboTki  pesynbTaroB — KIMHHYECKHX
YCCIIeIOBaHHi JIEKapCTBEHHOIO IIperapara ;
4.2.4. OleHKa COOTHOIIEHMsS MONB3BI U PUCKA HA OCHOBaHMU pE3YJILTaTOB
KIMHHYECKUX HUCCIEAOBaHMi JIEKApCTBEHHOTO IIpenapara, BKIoYast:

a) 3 heKTUBHOCTH JIeKapCTBEHHOrO Mpemnapara o 3asB/IAeMbIM OKasaHUuIM ___

;
6) BEIGOp peXHMMa JO3MPOBAHMS C YYETOM 3aBHCHMOCTH «J03a — abdexr»
M «J03a — TOKCUYHOCTE» __ ;
B) Pa3sBUTHE PHCKA XM3HHU U 3[0POBbIO KHBOTHOTO BCIIEJICTBHE B3aHMO/IEHCTBH
JNIEKApCTBEHHOIO Mpernapara ¢ JAPYTHMHM OJHOBPEMEHHO Ha3Ha4acMBIMH
JIeKapCTBEHHBIMH IIperapaTaMy Uik KOpMaMH ;
r) BO3MOXHbIE MNOOOYHBIE JEHCTBHS MPH MNPUMECHEHMH JIEKapCTBEHHOIO
npenapara ;
1) JaHHBIE O BO3MOXHOCTH M OCOOEHHOCTH BETEPHHAPHOTO MPUMCHEHUA
JIEKapCTBEHHOTO Ipenapara OepeMEeHHBIM U JIaKTHPYIOIAM JKUBOTHBIM,
MOJIOZIBIM, B3POCIBIM H JKHBOTHBIM, MMEIOLIMM XPOHHYECKUE 3a00/NeBaHHA

b

€) CPOKH BO3MOXHOT'O HCIIOJIb30BaHHUs TIPOAYKIIMH )XMBOTHOTO IIPOUCXOXKACHHA
1oCJIe BBEAEHHUS JXKMBOTHOMY JIEKAPCTBCHHOIO Ipenapara Ajisl BETCpHHAPHOTO
NIPUMEHEHHs ;
425, OmeHka comepKaHus IIPOEKTa HHCTPYKIMH MO NPUMEHEHHIO
JIeKapCTBEHHOTO Ipernapara
5. BeIBoBI SKCIIEPTU3HI:
5.1.

(BI:IBO,I[I:I 110 pe3yJibTaTaM 3KCICPTH3bL Ka4vecTBa JIEKaApCTBEHHOI'O CPEICTBA
U S3KCIePTH3bl OTHOILICHUA oncnnaemoifl MOJIb3bI K BO3MOXXHOMY PHCKY
NPUMEHCHHS JIECKapCTBCHHOTO npenapara st BETCPpHHAPHOT'O HpI/IMeHeHIrISI)
5.2.

(0611IMe BHIBOABI O BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH BETEPHHAPHOTO
IpYMeHEHHUs JIEKapCTBEHHOTO Npenapara)

Komuccus 9KCTIEPTOB B COCTABE!

(mOMKHOCTB)  (paMuiIus, MMs, OTIECTBO (TP Hanuuui) (TIOJITHCH)
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(momkHOCTB)  ((paMEIES, UMSL, OTYECTBO (IIPH HANHYHH) (OAMHUCH)

(momkHOCT)  (paMUIIHSL, UMS, OTUECTBO (IIPH HAMMYKH) (TOAIKCE)

Jlata obopMIIEHHS 3aKIIOYEHHS «__ » 20 r.
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K npuka3zy MuHcensxo3a Poccun
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®opma

®deaepanbHas c1yx0a N0 BeTepUHAPHOMY
u GUTOCAHUTAPHOMY HAA30DPY

(HaUMeHOBaHHE (eIepaAIBHOTO TOCY JaPCTBEHHOIO OIOKETHOTO YUPEKICHUS)

3aK/oueHHe KOMHCCHH 3KCNEPTOB MO Pe3yJibTaTaM 3KCNEePTH3bI
KauecTBa (papMaleBTHYECKOH CyOCcTaHIHH 1Jisi BeTEPHHAPHOIO
npHMeHeHHusl, NPOH3BeJeHHOI ISl peaIu3aliHH

1. O61He MoJIOKEHHUS:

1.1. Homep u nata 3aganus Poccenbxo3Hanasopa
1.2. Jlata mnocrymieHus 3amanus Poccenpxo3Hansopa B ¢enepanbHOE
rOCYJapCTBEHHOE OIODKETHOE YUPEXKICHHE M BXOAAIIMMA PETHCTPAIIOHHBIH
HOMep

1.3. HaumeHoBaHue (papMalleBTHYECKOH CyOCTaHUMM [ BETCPHHAPHOTO
TIpMMEHEHHsI, IPOU3BEICHHOM JIisi peau3alliu:
MEX/AYHApPOIHOE HEeaTeHTOBAHHOE MIIM XMMHUYECKOES HAUMEHOBAHHS

TOProBoe HANMEHOBaHKE
1.4. ®opma BhINycKa (Macca/06beM/KOMILIEKTHOCTE)
1.5. 3asBuTens (¢ yKasaHUeM IOPHANYECKOTO JIMLA, OCYIIECTBIAIOMIEr0O OHY HIH
HeCKOJIBKO CTa/AHil MPOU3BOAICTBA (hapMalieBTHIECKOH CybCcTaHIIH)

1.6. Cpenenus o6 okcmepTax (hammnusi, uMms, OT4ecTBO (NPU HAIUYKH),
CTIeNUATBHOCTD, YUeHas CTeNeHb (3BaHue) (IIPH HAM4HH), CTaX paGoThl, MECTO
paGoTHI U AOIKHOCTD)
1.7. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEICHHH, H3JI0KEHHBIX
B 3aK/TIOYCHUH, MPeIyIpexAeH”":

OKCIIEPTHI
(ZODKHOCTB)  ((pamMmIKs, HMsi, OTUECTBO (TP HaIWYHI) (moamnuck)

(momxHOCTh)  ((amMuins, AMs, OTIECTBO (1K HaynMuuH) (TIOJKCH)

(momkHOCT)  ((haMmIIHsl, M, OTIECTBO (TIPH HATMYHAH) (moAmHuCH)

% Yacrp 10 crateu 16 @enepanbHoro 3akoHa oT 12 anpens 2010 r. Ne 61-03 «O6 obpaleHHH
JIEKapPCTBEHHBIX CPENICTBY.




2. CoflepxaHue NpeCTaBIeHHbIX Ha DKCIePTH3y KadecTBa (apMaleBTHIecKoH
cy6CTaHIMHY, I BETEPHHAPHOTO IPUMEHEHMS, MPOM3BEACHHOMU IS peain3aliu
(M371araloTCs OCHOBHBIE TIOJIOKEHHS IIPEICTABIEHHOMN JIOKyMEHTAL|H):

3. IlepeyeHs NPOBENEHHBIX JKCIEPTAMH HCCIENOBaHUI C yKasaHHeM o0beMma
BBITIOJTHEHHBIX KaXBIM 3KCIIEPTOM paboT U yCTaHOBJICHHBIX (HaKToB:

4, DkchepTHas OIEHKa JOKYMEHTOB H 00pasuoB QapMmaleBTHIecCKON
CyGCTaHIMM, IpPE[CTaBIEHHBIX Ha SKCIIEPTH3y KauecTBa (papMareBTHYeCKOH
cyOCTaHLIMM IS BETEPHHAPHOTO NPHMEHEHH s, IPOM3BEACHHOM IS pealn3alllHu:
4.1. obuMe cBeneHus 0 papManeBTHYECKOH CyOCTaHIUH:

a) HAUMEHOBAHME H A[PEC MPOM3BOAUTENS (papMalleBTHIECKOH CyOCTaHIMH _

.
Y

6) cTpyKTypa ¢apManeBTHIECKOH CyOCcTaHIIMH

.
b

B) OCHOBHbIE (pM3NKO-XMMHUECKHE CBOMCTBA hapMalleBTHIECKON CyOCTaHIMy _

s
42. OueHKka ONHCAHUA TEXHOJOTHYECKOro IIpolecca IPOU3BOJACTBA
dapmaneBTHUECKOM CYOCTaHIMHM, BKIOYas KOHTPOJB HCXOAHOTO CHIPbA,
KPUTHYECKUX CTAAUH IPOM3BOJICTBA U IIPOMEKYTOYHBIX IPOAYKTOB

;
43. OieHKka MeETOJOB, MpPENJIOKEHHBIX 3asgBUTENeM JUIsl OOBACHEHUS
XAMHKO-(apMaLEeBTAYECKUX CBOHCTB hapMalleBTUYECKOH CyOCcTaHInK

>
4.4, OueHKa METoJioB, NPEJIOKEHHBIX 3asBUTENIEM [UL ONIpEeNICHHs TPUMeCceH

.

]

4.5. OueHka METOIOB, TMPEIJIOKECHHBIX 3ajABHTENEM U1  ONpPeNeNCHUS
AMMYHOJIOTMYECKMX CBOMCTB (papMalieBTUYECKOH CyOCTaHIINK

5
4.6. OuneHka METONOB, TMNpPENTIOXKEHHbIX 3asgBUTEJEM Ul ONpeleNeHUs
MMMYHOXMMHYECKHX CBOHCTBA (apMalleBTUIECKHUX cyOcTaHiuit

>
4.7. OueHKa MpPeMIOKEHHBIX 3ajBUTEIEM METONOB KOHTPOJA KaveCTBa
¢dapmalieBTHUECKOH CyOCTaHIIUH

5
4.8. OleHKa MpPeNCTAaBICHHBIX 3asBMTEJIEM MAaTepHaloB II0 BalHMAalMH
AHAIMTHYIECKUX METOZOB KOHTPOJIA Ka4ecTBa (papMalleBTUUECKOH cyOcTaHuu _

5
4.9. Hanuuume wWIHM OTCYTCTBHE COOTBETCTBHS MeXIy pe3yibTaTaMHu
;1aGOPaTOPHOTO aHAM3a PECTABICHHbIX 3aABHTEIIEM Ha SKCIIEPTH3y 00pa3lioB
dapMmaneBTHUECKOM CyOCTaHLMM H IIOKa3aTelssMH KadeCTBa, BKIIOYCHHBIMH




B HOPMATUBHYIO OKYMEHTALHIO

;
4.10. OueHka [aHHBIX, TPEJCTABICHHBIX 3ajABUTEIEM O CTaGHUIBHOCTH
dbapManeBTHUeCKOH CyOCTaHUME BO BCEX 3afBISEMBIX BHJAX [EPBUYHOM
yIIaKOBKH ;
4.11. OueHka AAaHHBIX II0 YCTAaHOBJIEHHIO 3ajIBUTEIEM CPOKOB TIOJHOCTH
dapManeBTHUecKol CyOCTaHWMM BO BCEX 3afBISEMBIX BHJAAX IMEPBUYHOH
yITaKOBKH ;
4.12. OueHka 060CHOBaHHS 3ajdBUTEIEM YCTaHABIUBAEMBIX YCIOBHHA XpaHEHUS
(apmarneBTHIECKOH CyOCTaHLIUH
5. BeiBoABI 3KCIIEPTU3HI:

5.1.
(BBIBOJIBI IO Pe3Y/bTATaM KCIIEPTU3HI KaueCTBa (papMaleBTUIECKON
CyGCTaHIMH sl BETEPUHAPHOTO MPUMEHEHMUS, IPOM3BEAeHHON
JUTS peau3alium)
5.2.

(o611Ke BBHIBOABI O BO3MOXKHOCTH HJIM HEBO3MOXHOCTH BETEPHHAPHOTO
IpUMeHeHHUs dapMalleBTHYeCKOH CyOCTaHIMM, IPOU3BeIEHHOH
IJIS peaTn3aliiu)

Komuccus 3KCHEPTOB B COCTABEC.

(momkHOCTB)  ((haMuIIHsL, HMS, OTUECTBO (TIPH HANHYKMM) (OAMHKCE)

(nomkHOCTB)  ((amumus, HMs1, OTYECTBO (TIPH HAIAYHH) (moxnmch)

(momkHOCTD)  (baMuins, WMs, 0TIECTBO (MPH HAIMYNH) (moxnuch)

Jata opopMIICHHS 3aKIIOYEHUSA «___ » 20 r.




