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HanpassieHue NoAroToBKu: 33.04.01 NpombiwwieHHas Gapmauma (®roc 3++)

VueBHbIl naan: 33.04.01_01_2025 Fop, noctynnenua: 2025
Mbl KOHT Bcero 4acos 3T Pacnpegenenve 3ET no Kypcam v
B TOM yucne 1 Kypc 2 KypC 3
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51.0.1 emu_su:mmqs;mnxmn Sx:o:oqs» 36 10 4 6 dapmXud
51.0.2 dapmaLeBTUYECKan XMMUa (BKNtO4@A aHANW3 NIEKAPCTBEHHbIX cpencTs) 2 504| 126 42 84 342 36 14 6 8 dapmXud
51.0.3 Pernctpauua NeKapCTBeHHbIX npenaparos, MeAULMHCKUX W3Aenuit, KOCMETUYECKMX CPEACTB U BAflos 4 144 36 12 24 108 4 4 dapmXud
51.0.4 Banupauma v Bepupukauma 3 144 36 12 24 72 36 4 4 dapmXud
51.0.5 dapmakonorus 1 108 27 9 18 81 3 3 dapmXud
51.0.6 dapmaliesTuyeckan pa3paboTka ¢ 0cHoBaMu 6uodapmauum 4 288 72 32 40 180 36 8 4 4 dapmXud
51.0.7 Mukpobuonorus 1 108 27 9 18 81 3 3 dapmXud
51.0.8 dapmakoHaa30p U NOCTPEerncTpaLMOoHHbIe UCCNEA0BAHUA NleKapCTBeHHbIX NPenapaTos 3 144 36 8 28 108 4 4 dapmXud
51.0.9 MHOOPMALMOHHbIE TEXHOIOTNH B (apmaLLeBTMHECKMX UCCNIeA0BAHUAX 1 108 27 9 18 81 3 3 bapmXud
51.0.10 YnpasneHue XU3HEHHbLIM LMK/IOM NeKapCTBeHHOro npenapara 2 24 108 4 4 bapmXud
51.0.11 lMpasoBble OCHOBbLI ¥ ynpassieHue dapmaLeBTMYeCKUM NPOoM3BOACTEOM 2 24 108 4 4 DdapmXud
51.0.12 TOKCUKONOTMYECKAA XMMUA 4 4 dapmXud

:vomﬁsvomm:sm " qusﬂszm thsxo.emuzw.:qus;mnxsx anthmm:ss 5 DapmXud®
51.Y00.1 OCHOBbI A0Ka3aTENbHOM MeANLMHD! dapmXud
51.Y00.2 MpoeKTHbIN WNHHOBALMOHHbIA MEHEXKMEHT 2 DdapmXud

dapmaKkorHo3ua 3 DdapmXud

51.Y00.3.1.1 |Xpomatorpadpuueckve MeTOAb! aHams3a B KOHTPO/IE KaYeCTBa IeKapCTBEHHbIX CPEACTE
B51.Y00.3.1.2 |CnekrtpanbHble METOAbI aHanu3a B KOHTPOJIE Ka4eCTBa JIEKaPCTBEHHbIX CPE/ACTE
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HanpasneHne NoAroTOBKU: 33.04.01 NpombiwneHHas dapmauma (drocC 3++)

VueBHbIN naaH: 33.04.01_01_2025 o nocrynnenua: 2025

Konuuectso Hegenb
-
] =8 KOHTaKTH 1 kypc 2 Kypc 3 Kypc
UHaekc |Crpyktypa ON 5 S Hepenb | [AHe | 3a4.e Beero, an S
) PYKTYP S m A yac pabora | 1 2 3 4 | 5 6
° o pabora
x cem. | cem. | cem. | cem. | cem. | cem.
52.0.1 |Hapnexauwias peryiaTopHaa NPakTuka B cucteme GMP 6a3 3,33 20 5 180 36 108 3,33
52.0.2 |dPapmaiesTnHecKas TeXHOMOrMNA NPOMBILLNIEHHBIX npeanpuATHii 6a3 6,67 40 10 360 72




33.04.01_01_2025

UHaekc HaumeHoBaHue dopmupyemble KOMNEeTeHLUU
ONK-1 |OMNK-2 |ONK-3 |ONK-4 |OMNK-5 |ONK-6 [MK-3 |NK-4  |NK-5 NK-6 |YK-1|YK-2
3 [Oucumnautbl (mogyam)
YK-3 |VK-4 |VYK-5 [VK-6
61.0.1 dapmaveBTUYECKas TEXHON0IUA MNK-3 NK-5 MNK-6
51.0.2 dapmaueBTUYecKan Xumusa (BKNKOYAA @aHANU3 NIEKAPCTBEHHbIX cpeacTs) MNK-5 MK-6
51.0.3 Perucrpaums 1eKapCTBeHHbIX NPenaparos, MeAULIMHCKIX M34e11iA, KOCMETUHECKUX CPEACTB 1 bAos OnNK-2 |YK-1 YK-5
51.0.4 Banupaauma v BepudmKauma OnK-1 |NK-4 MNK-5 YK-1 YK-2 YK-3
61.0.5 dapmakosiorna OnK-4
51.0.6 dapmaleBTMYeckan pa3paboTka ¢ ocHoBamu 6uodapmauun OMK-3 |ONK-5 |ONK-6 |MK-3 |VK-1 YK-2 YK-3
61.0.7 Mukpobuonorusa MK-5
61.0.8 dapmaKoHaA30p U NOCTPErMCTPaLMOHHbIe UccneoBannA IeKapCTBEeHHbIX NpenapaTos OMNK-1 |ONK-2 |ONK-4 |YK-1 YK-5
51.0.9 WUHPOopMaLMOHHbIE TEXHO/IOTUM B $apmaLieBTUHECKUX UCCNeA0BAHUAX YK-4
51.0.10 YrpaB/ieHme }KU3HEHHbIM LIMK/IOM JIeKapCTBEHHOTO Npenapara NK-3  |VK-2 YK-3
51.0.11 MNpaBoBble OCHOBbI M ynpasaeHue $apmaLieBTM4ECKUM NPOU3BOACTBOM OMK-2 |YK-4 YK-5
61.0.12 TOKCUKONOrMYecKasn Xummsa MK-6
61.0.13 MpoeKkTUpoBaHUe 1 CTaTUCTUKA meamko-papmaLeBTU4ecKuX nccnepoBaHui VYK-2 YK-3
51.Y0O0.1 OCHOBbI A0Ka3aTe/IbHOV MeAULMHbI YK-4 YK-1 YK-6
51.Y0O0.2 MPOEKTHbI MHHOBALMOHHbIA MEHEYKMEHT YK-1 YK-2 VK-3 NK-3 |YK-6
61.Y00.3 dapMaKorHo3usa MK-5 MK-6
B1.YO0.3.1.1 |XpomaTorpaduueckue METOAbl aHann3a B KOHTpONE KayecTBa N1eKapCTBEHHbIX CpeacTB MNK-6
B1.YO0.3.1.2 |CnekTpanbHbie METOAbI aHa/M3a B KOHTPO/IE KauecTsa NIeKapCTBEHHbIX CPeaCTB MNK-6
B2 MpaKTUKMK, B T.4. HAY4HO-UCC/Ief0BaTE/IbCKaA pa6ora OMNK-1 |ONK-2 |ONK-3 |MK-1 MNK-2 NK-3 NK-4 |YK-1 YK-2 YK-3 YK-4 |YK-5
52.0.1 Hagnexaluan perynaTopHas NpakTuka B cucteme GMP OMK-2 |NK-3 |YK-4 YK-5
62.0.2 dapmaLieBTUYecKas TEXHONIOTUA NPOMbILLIEHHDIX npeanpuaTUin MK-1 OMK-1 |OnK-3 |NK-2 MK-3 MK-4 |YK-1 YK-2 YK-3
OMNK-1 |OnK-2 |onK-3 |OnK-4 |ONK-5 |ONK-6 |NK-1  [MK-2 NK-3 |NK-4 |MK-5|MK-6
B3 locyaapcTBeHHas MTOrosas arrecraums
VK-1 |VK-2 |VK-3 |VK-4 |VK-5 |VK-6
- ” OMNK-1 |onK-2 |onk-3 |onk-4 [onk-5 |ONK-6 |MK-1  [MK-2 MNK-3 NK-4 |NK-5|NK-6
63.0.1 MOAroTOBKA K 3alUuTe 1 33LLUTa BbiMYCKHOM KBaNMOUKALMOHHOM paboTbl
YK-1 YK-2 YK-3 YK-4 YK-5 YK-6
oTA ®daKyNbTaTUBLI YK-1
oTA1 BUOTEXHONOrMYECKMe npenaparbl 3aBOACKOro NpousBoACTBa YK-1
o102 CoBpeMmeHHble crnocobbl JOCTaBKM IeKapCTBEHHbIX CPEACTE YK-1
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Utoro 1 Kypc 2 Kypc 3 Kypc
ba3. % | Bap. % AB (ox SER Bcero | Cem1 | Cem2 | Bcero | Cem3 | Cem4 | Bcero | Cem5
Bap.) % | MwuH. | Makc. | ®Pakrt
Uroro no ON BO (c gakynbraTusamu) 0 0 123 61 26 35 38 18 20 24 24
Utoro no ON BO (6e3 dakynbTaTUBOB) 0 0 120 60 26 34 36 18 18 24 24
Ovcumnannbl (Mogynn) 92% 8% 22% 0 0 81 55 26 29 26 18 8
Bnok 1 |O6sasatenbHas yactb bioka 1 0 0 70 50 23 27 20 12 8
YacTb, bopmmpyemas y4acTHUKamu obpasosaTesbHbix OTHOLUEHWUM 0 0 11 5 3 2 6 6
/0K 2 MpaKTUKK, B T.4. HAY4HO-UCCNe0BaTe/IbCKaAA pabora 0 0 15 5 5 10 10
0O6sa3artesnibHasn 4acTb 0 0 15 5 5 10 10
Brok3 locyaapcTBeHHan UTOrOBas aTrecTauus 0 0 24 24 24
locyaapCTBEHHAs UTOroBas aTrecTauuma 0 0 24 24 24
Bnok 4 |®PakynbTaTuBbl 0 0 3 1 1 2 2
YacTb, bopmupyemas y4acTHUKaMu 0bpa3oBaTesibHbiX OTHOLWEHUM 0 0 3 1 1 2 2
0O6beM obs3aTenbHOM YacTu ot obuero o6bema nporpammo! 90.8%
[lons ... 3aHATUIA OT ayAUTOPHBbIX NEKUMOHHbBIX 27.4%
O BO, dakynbTatnssl (B nepuog, TO) - - -
NrieBiansrpyane (ac/ies) Or BO, dbakynbTaTMBbI (B NEPUOZ, 9K3. CeCCui) - 19 6 - 9 3 - 144
AyauTopHas (00M)(uucroe TO) - 238 257 - 162 144 - 72
Ayga. (0N BO) ¢ paccp. npakt. u HUP - 238 257 - 162 144 - 72
3auer (3) 7 4 3 3 2 1
ObaszaTtenbHbie GOPMbl KOHTPONA 3k3ameH (3) 5 1 4 4 2 2 1 1
Kypcosas pa6orta (KP) 5 5




