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1. BBOAHASA YACTDH

1.1. ®oHa O1lIEeHOYHBIX CPEACTB PErIaMEeHTUPYET (HOPMBI, COJIepKaHne, BUABI OLIEHOUYHBIX
CPEJICTB AJI TEKYIIETO KOHTPOJIS U IPOMEKYTOYHOM aTTECTaI[uU, KPUTEPUH OLICHUBAHUS C TIOMOIIBIO
KOTOPBIX MOXHO OILI€HWBATh MMO3TATHOE (POPMUPOBAHHE KOMITETCHIINH.

1.2. ®oHA OUEHOYHBIX CPEACTB ONpeAessieT YpoBeHb (HOPMUPOBaHHS y OOyYaromuXcs
yctanoBieHHbIX B @I'OC BO u onpenieIeHHBIX B OCHOBHOM 00pa30BaTEIbHON MTPOTrpaMMe BBICIIIETO
oOpazoBanus 31.08.49 Tepanus (ypoBeHb OpAMHATYypa), HanpasieHHOCTH 02 3apaBooxpaHeHue (B
chepe Tepamnms), B chepe NpoheCCHOHATBLHON IESATEIBHOCTH COTJIACHO TPOEKTa MpHKa3a
MunuctepcTBa Tpyda W counmanbHOW 3ammuThl PD "OO yTBepkaeHHH NPOPECCHOHATBHOTO
crangapra "Bpau-tepanest" (ID mpoekra 01/02/01-22/00124550, moarorosieH Muntpynom Poccun
31.01.2022) https://requlation.gov.ru/Regulation/Npa/PublicView?npalD=124550

npodeccuonanbubIX (IIK) komnerenuii

HanMeHoBaHue kaTeropum Koa u HamMeHOBaHHe
(rpynmnsel) KOMIeTeHIUH KOMIIeTeHI{HH

HNHaukaTopbl 1OCTUKEHUS KOMIETEHIIUH

IpogeccuonaibHbIe KOMIETEHIIUH

MeauiHCKas AeITeIbHOCTD IIK-1
Criocoben MPOBOJIUTH u
KOHTPOJIMPOBATh 3¢ HeKTHBHOCTD
MCIUITMHCKHX MepOHpHﬂTHﬁ 10
IpoGHITI0 «Tepanus B3pOCIIOrO
HacCeCJICHUs npu Pa3InYHBIX

(DM3HONIOIMYECKUX COCTOSIHHAX (B TOM
gucie 'y OepeMEHHBIX) U IIePHOJOB
JKU3HI

NAK.ITK-1; — 3HaeT METOAMKH NPOBEICHHS (PU3UKAIBHOTO
00cIeI0BaHus MTALMEHTOB MPU Pa3IHIHBIX
(DU3HOJIOTMYECKUX COCTOSHUAX (B TOM YHUCIIE Y
OepeMEeHHBIX ) H IIEPHO/IOB XKU3HH, a TaK JKe JJabopaTopHEIe,
HMHCTPYMEHTAJILHBIC JIaHHBIC IIPU Pa3HbIX 3a00JICBAHUSX
TepaneBTHIECKOro MPOGISL U YMEEeT HHTEPIPETUPOBATH
TIOJTyYeHHBIE PE3yJIbTaThl;

NAK.IIK-1, — CHOCOOCH  ONpEenesaTh MEIUIUHCKUE
[OKa3aHWsA  HANpaBlCHWs  MalMeHTa s OKa3aHus
MEUIMHCKOM MOMOIIM B CTallMOHAPHBIX YCIOBHAX WIN
YCIOBUSIX JTHEBHOTO CTaloHapa, OKa3bIBAOIIUX
CIHEHUATH3UPOBAHHY O MEIUIIMHCKYIO MOMOIIIb [0 MPODILITIO
«Tepamus» TpU 3aTPyJHEHUM B JUAarHOCTUKE U TIPHU
OTCYTCTBUM BO3MOXHOCTH TPOBEICHUS JONOJHUTEIBHBIX
o0cneoBaHuii B aMOYJIaTOPHBIX YCIOBHUSX MPU Pa3IUYHBIX
(DH3HOTOTHIECKUX COCTOSTHUSIX

NK.IIK-13— ymeet onpenensTh MEAUIUHCKHE TOKa3aHHs
JUIs OKa3aHMsl CKOPOM, B TOM YHCIIE€ CKOPOH
CHELMATM3UPOBAHHOM, MEAUIIMHCKOI OMOIIY NTpH
Pa3INIHBIX (PH3UOJIOTHYECKUX COCTOSHUSX (B TOM YHCIIE Y
OEepeMEeHHbBIX) M NEPHOJIOB KU3HHU,

IK -2

CnocobeH nu¢depeHIIpOBaHHO
HOJXOINTD K Teparuu 3a00seBaHuii
BHYTPEHHHUX OPTaHOB C YUETOM
KIIMHIYECKOH (papMaKoJIOruu
JIEKapCTBEHHBIX MPENapaToB

UJAK.IIK-2, — 3HaeT KIMHAYECKYIO (hapMaKoJIOTHIO
OCHOBHBIX TPYHII NPENapaToB UL JICUCHUs 3a00JIeBaHUH
BHYTPEHHHUX OPraHOB

NJK.IIK-2;, - ciocoben nuddepeHIpoBaHHO OCYIIECTBHT
BEIOOp IIperapara B 3aBUCHMOCTH OT BO3pacTa IaIleHTa,
HaJIMYUsl COMYTCTBYIONIMX 3a00JI€BaHUH, OTHOCHTENIBHBIX U
a0COIOTHBIX MPOTHBOIOKA3aHUH.

WJK.IIK-2;— BnageeT alNropuTMOM OIpeIeTIeHUS
WH/IUBHUYJIbHOM JIeueOHOM TaKTUKY MAlUEHTY
TepaneBTHIECKOro MPOQHIIS, B COOTBETCTBHH C
HO30JIOTHYECKOH (opMOii 60JIe3HH, BO3PACTOM MAI[HEHTa,
HAJIMYUEM COIMYTCTBYIONIEH NaTOJIOTUH.

2. OCHOBHASA YACTbH

2.1. Buabl KOHTPOJISA U aTTeCTANMH, GOPMBI OLIEHOYHBIX CPEACTB

Ne OueHo4YHbIE CpeICTBA

n/ | Buasl KoHTpOJIA
o P ®opma

[N

Texyuuii KOHTPOJIb

IIpomeskyTouHnas
arrecraums

TecTBI



https://regulation.gov.ru/Regulation/Npa/PublicView?npaID=124550

3. Coz[epma}me OLICHOYHBLIX CPEACTB KOHTPOJIsA (Telcymero H HpOMe)KyTO‘{HOFO).

TCKYH_II/II;'I KOHTPOJIb OCYIICCTBIIACTCA NPCIOAABATCIIEM JUCIUIIIIMHBI TP ITPOBCACHUN
3aHsATU B hopMe: TecTUpoBanus. [IpoMexkyToUHAas aTTECTAIUS TPOBOIUTCS B BUJIC 3a4eTa B
dbopMe TecTUpOBaHHSI.

3.1 TecToBBIC 3a0aHUA

OuneHo4HOe CpeacTBo .
TecroBbiii koHTposib 1Mo B1.B.J3.01.01 Kiunmnudveckasi (apMako/jorusi B KJIHMHUKE
BHYTPEeHHHX 00Jie3Hel

KOJI TEeKCT  KOMIEeTeHUMU/HAa3BaHWe  TPYAOBOH  (YHKUIHUH/HA3ZBAHHE
TPYAOBOI0 J1€iiCTBHS/TEKCT TECTOBOI0 3aIaHUs
C 31.08.49 | Tepanusn

OT® | A. OkazaHue TNEpPBUYHOW MEIUKO-CAHUTAPHOM IMOMOIIM B3POCIOMY HACEICHUIO B
aMOyJIaTOPHBIX YCIIOBUSIX, HE MPEIyCMAaTPUBAIOUIUX KPYTJIOCYTOYHOTO MEIUIIMHCKOTO
HAOJIIOJICHUS Y JICUCHHSI, B TOM YHUCJIC HA JIOMY ITPH BBI30BE MEAMIIMHCKOTO paOOTHUKA
Td | A/I0L7 Jlnarmoctuka 3a00JieBaHui ¥ (MJIM) COCTOSTHUMN 110 mpoduitto "tepamnus"
TO AJ02.7 Hasnauenue nedeHus maueHTam ¢ 3a00JIeBaHUSIMU U (MITH) COCTOSTHUSMU

' 1o npoduitto "repanus” U KOHTPOJIb €ro 3P(HEeKTHBHOCTH M 0€30IMaCHOCTH
OT® | B. Oxa3zanue MEAMIMHCKOW MOMOIIM HACEICHUIO 1O Mpoduiio "Tepanus” B yCIOBHAX
CTallMOHApa U JHEBHOTO CTAaIlOHApa

Td | B/01.8 Jlnarnoctuka 3abo1eBaHui U (WJIKM) COCTOSIHUM 1o npoduutto "Tepanus”
TO B/02.8 Haznauenue nedenus nanueHTam ¢ 3a00JI€BaHUSAMU U (UJIM) COCTOSIHUSAMU
) 1o npoduito "repanus” U KOHTPOJIb €ro YPGHEKTUBHOCTH M 0€30MMACHOCTH
K IK-1 I[IK-1 CnocobeH mnpoBOAWTH UM  KOHTPOJUPOBaTh A(H(PEKTUBHOCTH

MEIULUHCKUX MEpONPHUATHHA MO MNpPOUII0 «Tepamus» B3pPOCIOTO
HACEJICHHS TPU PA3ITUYHBIX (PU3UOJIOTHIECKUX COCTOSHUAX (B TOM YHUCIIE Y
OepeMEeHHBIX) M MEePHOAOB KU3HU

K [1K-2 I[IK - 2 Cpoocoben muddepeHIUpOBaHHO NOAXOAUTh K TEepamuu
3a00JeBaHUN BHYTPEHHUX OPTaHOB C YYETOM KJIMHUYECKOH (apMaKoIoruu
JICKapCTBEHHBIX MPEMapaToB

1 OAPMAKOANMHAMUKA U3YYAET

*MeXaHU3MBI JICHCTBHS JICKAPCTBEHHBIX CPEIICTB

0COOEHHOCTH BBIBE/ICHUS JIEKAPCTBEHHBIX CPEJICTB

0CcOOEHHOCTH BCACBIBAHUS JIEKAPCTBEHHBIX CPEIICTB

0CcOOEHHOCTH paclipe/ielIeHus! JIEKAPCTBEHHBIX CPE/ICTB

2 OAPMAKOKMHETUKA U3YYAET

*3aKOHOMEpPHOCTH  TOIJIOIICHMsI, paclpeleNeHus, MpPeBpaleHuss |
BBIBEJICHHSI JICKAPCTBEHHBIX CPE/ICTB

MEXaHU3MBI JIeWCTBUS JIEKAPCTBEHHBIX CPEJICTB

0CcOOEHHOCTH B3aMMOICHCTBHS JIEKAPCTBEHHBIX CPEJICTB C PEHENTOPAMHU
B3aMMOCBSI3b  MEXKJY XHMHYECKOH CTPYKTYpOH U  OMOJIOTHYECKOil
AKTUBHOCTHIO OMOJIOTHYECKH AKTHBHBIX BEIIECTB

3 BUJI B3AMMOJEMCTBUII JIEKAPCTBEHHBIX IIPEITAPATOB,
[IPOUCXOJAIINN HA YPOBHE PELIEIITOPA
*(papmakoguHAMHUYECKOE

(hapmarieBTHIECKOe

¢buznonornueckoe

(hapMaKOKMHETHIECKOE

4 KOHIEHTPALIMIO TEOOUJIJIMHA TTOBBIIHAET




*3pUTPOMULITH

(henobapOuTan

MICHUTUJUTUH
HUude U=

OJITHOBPEMEHHBI IIPUEM AJIKOI'OJISI U TIAPALIETAMOIJIA
COITPOBOXIAETCA YBEJIMUEHMEM PUCKA PA3BUTHU A
*renaToTOKCUYHOCTH
He(POTOKCHUIHOCTH
OTOTOKCUYHOCTH

HENEPEHOCUMOCTH aJIKOTOJIS

JIEKAPCTBEHHBI  IIPEIIAPAT, CIOCOBHbBIM  CHMXATbD
SODEKTUBHOCTDH CEPIEYHBIX I''TMKO3U OB
*nuenun
CIIMPOHOJIAKTOH
aMUHO(DIUINH
XMHUIUH

OAPMAKOIMHAMUYECKOE B3AUMO/JIEMCTBUE
JIEKAPCTBEHHBIX CPEJICTB - 3TO
B3AUMOJIEMCTBUE HA PA3JIMYHBIX DTAIAX JIBUXKEHUSA
JIEKAPCTBEHHOI'O CPEACTBA B OPTTAHU3ME
*B3aMMO/ICICTBUE Ha ATale B3aUMOJAEHUCTBUS JIEKAPCTBEHHOT'O CPECTBA C
perentopamu
m000€ B3aMMO/ICIICTBHE JIEKAPCTBEHHBIX CPEJICTB

B3aMMO/ICIICTBHE JIEKAPCTBEHHBIX CPEJICTB JI0 BBEJICHHUS B OPraHU3M

[IPU B3AUMOJIEMCTBUU AJIKOI'OJISI U TUTIOTJIMKEMUYECKHX
CPEACTB
*YBEJIMUUTCS TUTIOTIIMKEMUYECKUH 2 exT
YMEHBIIIUTCS TUIIOTTTUKEMUYeCKUi dPPeKT
TUNOMIMKEeMUYECKUH 3 (EeKT He U3MEHUTCS
s dekT OyieT 3aBUCETh OT THIA AJTKOTOJISI

YIIOTPEBJIEHUE AJIKOT'OJIA HA ®OHE AHTUKOAI'VJIAHTOB
HEITPAMOI'O JEMCTBUSA IIPUBOJNUT K
*CHMKEHUIO MeTab0IM3Ma aHTUKOAryJITHTOB
YBEJIUYEHHUIO METa00IM3Ma aHTUKOATYJISIHTOB
YMEHBIICHHIO IEUCTBUS AIKOT OIS
YCUWJICHUIO JEHCTBUS aJIKOrOJIs

10

MNP  VIIOTPEBJIEHUN AJIKOT'OJIA HA ©®OHE TEPAIIMU
N30HUA3NI0M
*YBEITUYMBAETCS IeMaTOTOKCUYHOCTD
YMEHBILIAETCS T€NaTOTOKCUIHOCTh
CHIDKAeTCsl KIuHI4eckast 3 (pekTUBHOCTh N30HUA3UIa
YMEHbILAETCS IEHCTBUE AJIKOTOJIsI

11

OAPMAKHUHETUYECKOE B3AI/IMO)1EI>TCTBHE JJEKAPCTBEHHBIX
CPEJICTB - 3TO
*B3aMMOJICUCTBIE HAa Pa3JIMUHBIX JTarax JABMKCHHUS JIEKaPCTBEHHOTO
CpeICTBa B OPTaHU3Me: BCACHIBAHUU, OMOTpaHC(hOpMAIUH, STUMUHAIINH.
B3aMMOJICHICTBHME Ha DTale B3aUMOJECHCTBUS JICKAPCTBEHHOTO CpEJCTBA
peuentopamu
m000€ B3aMMOICHCTBHE JIEKAPCTBEHHBIX CPEIICTB

B3aMMO/ICHCTBHE JIEKAPCTBEHHBIX CPEACTB JI0 BBEJACHHS B OPTaHU3M

12

[IPU MCIIOJB30OBAHUM AHTHUJIETIPECCAHTOB-MHTMBUTOPOB
MAO HA ®OHE JUETHL, W3OBWIVIOIIEN TPOIYKTAMH,
COJIEP)KAILIMMU TUPAMMH (CBIP UYEJUIEP, MAPUHAJIBI U T.J1.),
BO3HUKAET




*CTUMYJISIIIVSI CHMITaTO-aJPEHATIOBON CHCTEMBI
YTHETCHHUE CHMITATO-a/IPCHATIOBOI CUCTEMBI
AHTUXOJIMHEPTUYecKuil 3pPexT

BaroTOHUS

13

PAITMOHAJIBHOU SIBJISIETCSI KOMBUHAIVS TUIIOTEH3UBHBIX
[TPEITAPATOB
*unruoutopel AII® ¢ + TUruApONMPUINHOBBIC AaHTArOHUCTBI MEJIIICHHBIX
KaJIbLIUEBBIX KaHAJIOB
unaruouropsl AIID + capranbl
HEJIUTUAPONMPHINHOBBIC aHTAT OHUCTHI MEUICHHBIX KaJTbIIUEBBIX KAHAJIOB +
- aApeHO0I0KATOPbI
HEIUTUAPOIUPUINHOBBIC aHTATOHUCTHI ME/IJICHHBIX KATbIIUEBBIX KaHAJIOB
+ B- agpeHobI0KATOPHI

14

HE VYBEJIMYUBAETCA PUCK TOKCHUYECKUX DPOEKTOB IIPU
KOMBUHAIIMN AMUKAIINMHA C
bypocemuiom
*3pUTPOMULITHOM
ampoTepurmaom B
BaHKOMHUITUHOM

15

AHTUBAKTEPUAJIBHBIM  TIPEIIAPAT, OTHOCSIIIMNCS K
MAKPOJIUJIAM

*Q3UTPOMUIIUH

HCTUJIMHUIIUH

CTPCIITOMHUIINH

KJIMHIAMUIUH

16

MEXAHU3M JEUCTBUS ®TOPXUHOJOHOB
*onoxana JIHK-rupa3zel u Tonouzomepasst 1V
6mokaga quruapodonarpeaykrasbl
0Ji0Ka1a enTuauaTpancdepas
610Kana cesi3biBanus D-Ala-D-Ala MOHOMEPOB MENTHIOTIMKAHA

17

OCOBEHHOCTb KAHAMUIINH

IpenapaT NeHUIWUIMHOBOW IPYIIIBL, Pa3pyIIAOIINNC NEHUIWIIITMHA30M

*XapakTepu3yercsl BBICOKONH HEPPOTOKCUUHOCTHIO

o0JaziaeT BICOKOH OMOAOCTYITHOCTBIO PH Ha3HAYEHU U BHYTPb
npenapaT U3 Ipynibl GTOPXHUHOJIOHOB

18

I[TPN  TOCIIMTAJIBHBIX  MH®EKIMAX, BO3HUKIINX B
PEAHUMAILIMOHHBIX OTHEJIEHUAX, ITPEITAPATAMU BBIBOPA
SABJIAIOTCA KOMBUHAIINN AHTUBAKTEPUAJIBHBIX
ITPEITAPATOB
*nedrazuaum + aMUKaIMH
AMITUIIAJIAH + TeHTaAMUIUH
1e(hypoKCUM + SPUTPOMHULIUH

KJIMHIAMHUIIMH + TeHTAMHUIIAH

19

AHTUBAKTEPUAJIBHBIN TIPEITAPAT, JIO3A KOTOPOI'O IIPU
XPOHUYECKOM [TOYEYHOI HEJOCTATOYHOCTU HE TPEBYET
KOPPEKIIUU

*MoKcH(DITIOKCAITNH

TeHTaMULIUH

BaHKOMMIINH

aMHKaIliH

20

IMNAIOUEHTY C ABCHECCOM JIETKUX IIPWU BBIAEJIEHWU W3
MOKPOTBI 30JIOTUCTOT'O CTA®UNIIOKKOKA, PESMCTEHTHOI'O
K METULIWVIMHY, PAITMOHAJIBHO HASHAYUTD

*IMHE30JIU]




KIIMHIaMUIIAH
METPOHUIA30IT
aMIULIWUIMH-CYJIb0aKTaM

21

OCHOBHOM  MEXAHU3M  JEHMCTBUA  HECTEPOWHbBIX
[MPOTUBOBOCITAJIMTEJIbHBIX ITPEITAPATOB
*aHTHIIPOCTATJIaH IMHOBBII
aHTHOaKTepUAIbHBIN
AHTUTUCTaMHUHHBIN
TOPMOXECHHUE PEaKIIMH aHTUT€H-aHTUTEIIO0

22

I1P1 OCTPOM OTPABJIEHUU HECTEPOU/IHBIMU
IMTPOTUBOBOCIIAJIMTEJIBHBIMU TIPEITAPATAMU TIOKA3AHO
ITPOBEJJEHUE ®OPCUPOBAHHOI'O INYPE3A

*MaHHUTOJIOM

CIIUPOHOJIAKTOHOM

bypocemuIoM

alleTO30JaMUI0OM

23

[TIOBOYHBIE D®®EKTHI HA I[IHC B BOJIBLIEN CTEIEHU
BBIPAKEHBI ITP1 HASHAYEHWU

*UHAOMETAIHA

ubymnpodena

nukiaodenaka

MMUPOKCHUKaMa

24

HE®POTOKCHUYHOCTH B BOJIBILIEN CTEITEHU BBIPAXKEHA IIPU
HA3HAYEHUUA
*HarnpokceHa
MUPOKCUKaMa
ubynpodena
alleTUICATMIIUIOBOH KUCIOTHI

25

DODEKT, HE XAPAKTEPHBIM )11 KOPTUKOCTEPOU]IOB
*npsiMOii OPOHXOIUTUYECKUI
MPOTUBOCHATUTETBHBIN
IIPOTUBOAIITIEPTUYECKUI
MPOTUBOLIOKOBBII
MMMYHOJENPECCUBHBIN

26

IIPEIIAPAT, OBJAJAIOIIMM  HAWBOJIBIIENA  CTEIEHBIO
BE3OITACHOCTH (ITO0 MTHAEKCY BE30ITACHOCTW)

*NpeHN30JI0H

THAPOKOPTHU30H

MCTUIIIIPEAHU30JIOH

TPUAMIIMHOJIOH

27

JIEKAPCTBEHHBII ITPEITAPAT, OTHOCSILHNCS K
AHAJIBTETUKAM-AHTUITMPETUKAM
*mapareTamon
aIeTHIICATUIIUIIOBAS KUCIIOTA
UKo eHaK
WHJOMETAIlUH

28

[TOBOYHOE JIEUCTBUE HECTEPOM/IHBIX
ITPOTUBOBOCITAJIMTEJIBHBIX ITPEITAPATOB MOXET
[MPUBECTU K MACCHUBHOMY XEJIYJOUYHOMY KPOBOTEUYEHMIO
N3-3A

*yJIbLIEPOT€HHOTO JIEUCTBUS

CIIOCOOHOCTH TIperaparoB MPOHUKATH 4Yepe3 reMaTodHIehaTnIecKuii
Oapbep

YTHETAIONIETO BIHSHUS HA OPTaHbI KPOBETBOPEHUS




TOPMOXKEHHUS arperay TPOMOOIIMTOB

29

K I'PYIIIIE BJIOKATOPOB M2-KAHAJIOB OTHOCATCA
*puUMaHTaAUH
03eJIbTAMUBHP
*aMaHTaIuH
apOuI0I

30

K MTHTUBUTOPAM HEMPOAMUHHWJIA3BI OTHOCSTCS
pUMaHTaIUH
*03ebTaMUBUD
*3aHAMUBUP
AIMKJIOBUDP

4, Conepma}me OLICHOYHBIX CPEACTB l'[pOMC)KyTO'lHOﬁ aTrecralnumn

HpOMe)KYTOLIHaH arrecranusd nNpoBOJUTCA B BUAC 3a4CTa

5. Kpurepun oneHuBaHuA pe3y/1bTAaTOB 00y4eHHs 10 IUCUUIUIMHE (MOIYJIIO)

IIo pe3yjibTaTaM 3a4€Ta BBICTABJIACTCA OLCHKA 10 CUCTEMC «3aUTEHOY»/«HE 3aYTCHOY

«3auTeHo» BBICTABIISICTCS O6y‘laIOH_[CMy'C$I, IIpHU OLCHKEC 110 TCCTUPOBAHUIO - 70% wu Oonee
IMPpaBUJIbHBIX OTBCTOB HA TCCTOBLIC 3aIaHUA.

«He 3a4TeH0» BLICTaBISICTCS 06yqa101ueMyc;I, IIpHU OLCHKE 110 TCCTUPOBAHUIO - 69 % u
MCHEC IMMPAaBHUJIbHBIX OTBETOB HA TCCTOBLIC 3aJIaHUSA




