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MWHWCTEPCTBO CEJIbCKOIO XO35MCTBA POCCUNCKOW ®ELEPALIN
MPUKA3
MOCKBA

21 ceHTs6ps 2020 . Ne 556

O BHeceHUN n3MeHeHui B [opALOK aTTecTalmnmn yroJHOMOYEHHOr0 LA NPOU3BOANTENSA JIEKAPCTBEHHbIX
CPenCTB A1 BETEPUHAPHOrO MPYMEHEHNS, YTBEPXAEHHBIN NPpUKa3oM MuHcenbxo3a Poccum oT 20 anpens
2017 r. Ne 192

3apeructpupoBaH MuHioctom Poccum 30 ceHTsabps 2020 r.
PernctpauunoHHbin Ne 60166

B uensix peanunsaumm ctatbh 45 GenepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 "06 obpaleHun
NneKapcTBeHHbIX cpencTs" (CobpaHume 3akoHofaTenbCcTBa Poccuinckon depepauun, 2010, Ne 16, ¢T. 1815;
2019, Ne 52, cT. 7799) NnpukKa3biBato:

BHeCTn n3meHeHns B Mopsfok aTTecTaunm ynoaHOMOYEHHOr0 iMla NPON3BOANTENS NIeKaPCTBEHHbIX
CPeLCTB ANs BETEPMHAPHOIO NPUMEHEHUS, YTBEPXXAEHHbIA Npuka3omMm MuHcenbxo3a Poccum oT 20 anpens
2017 r. Ne 192 (3apernctpupoBaH MuHiocTom Poccnn 29 aBrycta 2017 r., peructpaumoHHbin Ne 48002),
COrNacHO MPUNOXKEHUIO K HAaCTOSLLEMY NPUKA3Y.

MuHucTp O.H.MaTpywes
MNpunoxeHune
K npuka3sy MuHcenbxo3a Poccum o1 21 ceHTabpa 2020 r. Ne 556

N3MEHEHWA,
BHOCKMbIe B [Topsaok aTTecTaumm yrnosHOMOYEHHOI0 nLa NPOU3BOLUTENSA IEKAPCTBEHHbIX CPeacTB AN
BETEPMHAPHOIr0 MPUMEHEHUS, YTBEPXXAEHHLIN Npuka3oM MunHcenbxo3a Poccum ot 20 anpens 2017 r. Ne 192

1. NyHkT 10 nocne cnosa "BeTepuHapus," LONONHUTL CJlI0OBaMK "BeTepuHapHO-CaHUTapHasa 3KcnepTm3a,"”.
2. MyHKTbI 12, 26, 31 Npyu3HaTb yTPaTUBLUUMU CUITY.

3. Ab3aL BTOpoM NyHKTa 13 nocne cnoBa "cBefeHni," OONOAHUTL C/I0BaMM "a TakXKe Hanyune Ha
LOKYMeHTax nognucein (cornacoBaHmm), nevyaten (Npm Hanmymm), NpeayCMOTPEHHbIX NyHKTOM 11
HacToswero lMNopsaka,".

4. B nyHKTe 17 cnoBa "npencenatenieM ATTeCTaUMOHHON KOMUCCUN" 3aMEHUTb C0BaMM "NINLLOM,
npeacenaTesibCTBOBABLUMM Ha 3acefaHnn ATTeCTaLWMOHHON KoMumccmm',

5. MyHKT 20 U310XXUTb B CAedyoWwen pegakumm:

"20. PewweHne 06 oTKase B NpmMeme NpeayCMOTPEHHbIX MYHKTOM 11 HacToswero Mopaaka AOKYMEHTOB
3a9BUTENA NPUHUMAETCS B C/lydae NX NpeacTaBieHns B HEMOJHOM 06beMe, YCTaHOBEHNS
He4O0CTOBEPHOCTUN COAEPXKALLMXCS B HAX CBEAEHWA, OTCYTCTBMA B HUX NOANMUCEN (COrnacoBaHmm), nevyaten
(Mpn Hann4uK), NpeayCMOTPEHHbIX MYHKTOM 11 HacToswero Mopsaka, HECOOTBETCTBMA 3aaBMTENS
TpeboBaHMAM, yCTaHOBEHHbIM NYHKTOM 10 HacTosAwero Mopagka, 1mbo B Ciy4ae HenpenCTaB/eHNs
3as8BUTEsNIEM B ATTECTaLMOHHYI0O KOMUCCUIO YBEAOMIEHNS O BO3MOXKHOCTUN MPOX0XKAEHNA TECTOBOr0
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KOHTPOS 3HaHWIA, NpeayCMOTPeHHOro ab3auem BTopbiM NyHKTa 21.1 HacTosiwero MNopaaka, B TeyeHne
wecTngecatn paboymx AHEN C AaThbl HaNpaBAeHWs YBEAOMAEHNS O HEBO3MOXHOCTY SIBKM Ha MPOXOXXAEeHMe
TeCTOBOro KOHTPOS 3HaHWI, NpeayCMOTPeHHoro ab3auem nepsbiM NyHKTa 21.1 HacTosAwero Mopsaka.

6. oNONHUTL NyHKTOM 21.1 cnefylowero CoaepXaHns:

"21.1. lonycKaeTcs NepeHoC BpeMEHU NPOXOXKAEHNS aTTECTYEeMbIM JIMLLOM TECTOBOr0 KOHTPOS 3HaHWUA B
C/lyyqae npefBapuTesibHOro (He No3gHee Yem 3a 0AuH paboymin AeHb) yBeLOMIEHUS aTTeCTyeMbIM JNLOM
ATTECTaUNOHHON KOMUCCMMN O HEBO3MOXXHOCTM SBKU Ha NMPOXOXAEHNE TECTOBOr0 KOHTPOJIA 3HAHUI C
yKa3aHVeM NpuYuHbl. B 3TOM cnyyae npouenypa NpoBefeHns aTTecTauny NpuoCcTaHaBINBaETCS.

B cnyyae yCTpaHeHUs OCHOBAHW, MOCAY)XMBLUMX NPUYNHON NEepeHoca BPeMEHUN NPOXOXKAEHNS
aTTeCcTyeMbIM NNLOM TeCTOBOro KOHTPOIA 3HaHWIA, 3a9BUTEb LOJKEH HanpaBuTb B ATTECTaLNOHHYIO
KOMUCCUIO yBEAOMJIEHMNE O BO3MOXHOCTY NPOXOXKAEHNS TECTOBOr0 KOHTPOJIA 3HaHWIA. B 3ToM cnyvae
ATTecTaLMOHHas KOMUCCUS B CPOK, HE MPEeBbILIAOWMNA NATK paboymx AHEN CO AHA NpoBeLeHUs 3acefaHns
ATTecTauMOHHON KOMUCCUK, HanpaBfiseT aTTecTyeMoMy nuuy yBeLoMJIeHNe 0 HOBOM BPEMEHUN N MecTe
npoBefieHns TeCTOBOr0 KOHTPONSA 3HAHUA NOCPeACTBOM 3JIEKTPOHHOW MOYTbI M MNOYTOBOr0 OTMPaBIeHUS.
YBegomneHus, npefycMoTpeHHble ab3aLamu NepBbIM 1 BTOPbIM HAaCTOALLEro NyHKTa, HanpaBAsoTCs
aTTeCTyeMbIM NNLOM B ATTECTALMOHHYIO KOMUCCUIO Ha ByMa)kHOM HOCUTENE 1 NPU HAaZIMYNN TEXHNYECKON
BO3MOXXHOCTMW B 3NE€KTPOHHON hopme.".

7. MyHKT 22 nocne ¢/ioB "KOHTPOS 3HAHMI" JONOJHUTL C/0BaMUN "MAn yBeAOMJIEHNS O HOBOM BPEMEHU U
MecTe NpoBeAeHNs TECTOBOIO KOHTPOS 3HAHUI B CJlyvae NepeHoCca BPEMEHMN NPOXOXAEHNS aTTeCTyeMbIM
JIMLLIOM TEeCTOBOr0 KOHTPOS 3HaHMI".

8. MyHKT 23 N310XUTb B Cnefylolen pegakumm:

"23. TeCTOBbIN KOHTPO/b 3HAHUI NpeayCcMaTpUBaET BbINOJIHEHNE TECTOBbLIX 3a[laHN B Te4YeHue CTa
ABajLaTV MAHYT W MPU3HAETCA NPONAEHHBLIM MPU YCI0BUMW BbIMOJHEHUS HE MeHee CEMUAECATU NPOLEHTOB
oT obLiero obbema TeCTOBbIX 3aflaHuin 1 cobnogeHus TpeboBaHWIN, YCTAHOBAEHHbIX HACTOALLMM MYHKTOM.
Mpn NPOX0XAEHUM TECTOBOr0 KOHTPOJIS 3HAHWU He AOMYCKAeTCa NCMOJIb30BaHWe aTTeCTyeMbIM INLOM
cneunansHON, CNPaBOYHOM U MHOM NUTEPaTypbl, MUCbMEHHbIX 3aMeTOK, CPeACTB MOBUALHON CBA3M, hOTO-,
ayavo- v BuaeoannapaTypbl, MOPTAaTUBHbLIX NEPCOHANbHbLIX KOMMbIOTEPOB N NHbLIX CPEACTB XPaHEHUA 1
nepegayv nHgopMaLummn. PasroBopbl MeXay aTTecTyeMbIiMy JiMLiaMun B MpoLecce NpoXoXAeHUs TeCTOBOrO
KOHTPONS 3HAHWIN He AOMyCKaloTCs.

Mpu HapyLweHnn 0JHOMO UM HECKONbKMX NepeYynCieHHbIX B HacTosALWweM NyHKTe TpeboBaHMin aTTecTyemoe
U0 yAanaeTcsa U3 ayauTopum, 0 YeM BHOCMTCS 3anncb B MPOTOKON 3acefaHns ATTeCTaUnOHHON
KOMWCCMU, @ TeCTOBblE 3aJaHns aTTeCcTyemMoro inua Bo3BpaLlalnTCs YieHaMm ATTeCcTalMOHHOW KOMUCCUn, B
NPUCYTCTBMM KOTOPbIX MPOBOAWSICA TECTOBbIM KOHTPO/b 3HAHUA. TeCTOBbI KOHTPOJIb 3HAHUN
aTTeCcTyeMoro anua B 3TOM CJiydae Npu3HaeTCsa He NPoNAeHHbIM.".

9. B nyHKTe 25:

ab3au BTOpOW Nocse cioBa "3agaHuin" 4ONoAHNUTL cnoBamMu "1 cobnoaeHns TpeboBaHUN, yCTaHOBNEHHbIX
NyYHKTOM 23 HacToswero MNMopagka"“;

ab3aL TpeTun nocne cnosa "3afaHuin" [ONOAHNUTL COBaMu "nnun HecobnoaeHus TpebosaHmn,
yCTaHOBJ/IEHHbIX MYHKTOM 23 HacToswero MNopsaaka, nan HesBKW aTTeCTyeMoro anLa Ha TeCTOBbIN
KOHTPO/b 3HaHU 6e3 NpeaBapuTEbHOro yBeaoMAeHNA ATTeCTaLMOHHOW KOMUCCUN, B TOM YMCAe Noche
nepeHoca BpeMeHU NPOXOXKAEHNS aTTECTYEMbIM JINLLOM TECTOBOIO KOHTPOS 3HaHMRA".

10. B nyHkTe 30:

ab3au nepBbIN Nocse CNOB "pacCMOTPEHNS anennaumMm" 4onojaHNTbL CIoBaMn "ATTeCTalnOHHON
Kommuccuen";

ab3aL TpeTun n3noXnTb B CNefyiowen pegakumnm:

"06 yLoBNETBOPEHWUM anenasaummn, oTMeHe nprkasa MuHcenbxo3a Poccum 06 oTkase B aTTecTauum B
KayecTBe yrnoJHOMOYEHHOr 0 AnLa Npon3BOANTENS, N3[aHUN NpuKa3a MuHcenbxo3a Poccum 06 aTTecTaumm
B Ka4yecTBe YNoJIHOMOYEHHOr0 nLa NPOM3BOANTENS, pa3MeLLeHnn cBefeHn 06 aTTecTaumm Ha
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oduLManbHOM canTe B ceTu IHTEpPHET 1 HanpaBieHnn (BblAaye) KOMUN yKa3aHHbIX NPuka3oB MnHcenbxo3a
Poccum 3asaBUTeNI0 B CPOK, YKa3aHHbIN B NyHKTe 27 HacToswero MNopaaka.”.

11. Ab3aL TpeTuin NyHKTa 32 M3N0XNTb B CledyIOLEN peaakumm:

"nogaya aTTeCTOBAHHbLIM YMOJHOMOYEHHbBIM IMLOM NPOU3BOAMTENS B ATTECTALNOHHYIO KOMUCCUIO
3aaBneHuns 06 aHHYIMPOBaHWM ero aTTecTalny B Ka4yeCTBe YNOJHOMOYEHHOr 0 inlla NPon3BOAMTeNs;".
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