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1 [IpoeKT METOIMYECKUX PEKOMEH/IAIIMI IO OIICHKE JOCTOBEPHOCTHU J0KA3aTeIbCTB U YOS AUTEIIBHOCTH PEKOMEHIAITHI

N3menenust tpeboBaHui 1o pa3padoTke U 0GOPMIICHUIO KIMHUYECKUX PEKOMEHAIUI C YYETOM BCTYILICHUS B CUITY
[Tpukaza Munszapasa Poccun ot 28 despasiss 2019 r. Nel1031 no cpaBuenuto ¢ [Ipoekrom MeToan4ecKux peKoMeH A 1Mo

pa3pa60TKe H aKTyaJn3alilmid KIIMHUYICCKUX peKOMeHI[a]_[I/Iﬁ 4 | HpOGKTOM METOAUICCKHUX peKOMeHIlaHI’Iﬁ 0 OII€CHKE
AOCTOBECPHOCTH TO0KA3aTEJIbCTB U yﬁe)]l/ITeJILHOCTl/I peKOMeHI[aIIHﬁ

1. U3meHeHus1 MOPSIAKA Pa3padOTKH KIMHHUYECKUX PeKOMeHIanuii

B IIpoexTe MeTOoAMYEeCKUX peKOMEHAALMM, 10
IIpuka3za

B IIpuxa3e, neiicTBUTEILHOE TPeOOBaHHE

Onucanye H3MeHEeHU

Kimanyeckne peKkoMeHIalu epecMaTpUBAIOTCS
He pexe 1 paza B 3 roga

Kinanueckue pekoMeHAau MepecMaTpUBaIOTCA

He pexe 1 paza B 3 roga u He yaiie 1 pazaB 6

MECSILIEB

TpeboBaHne pacmmpeHo

1.

Knuandeckne pexoMeHzanuu pa3padaTbIBaroTCs
10 TIEpevHI0 3a00JIeBaHUN UJIM COCTOSHUHN (TPyTI
3a00JICBaHUI WJIM COCTOSIHUM), (OpPMUpYyEeMOMY
MuHuctepcTBOM 3ApaBooxpaHeHus: Poccuiickoit
®denepanuy B COOTBETCTBUH C YaCTHIO 3 CTaThu 37
@®enepanpHoro 3akoHa Ne 323-®3 (manee -

HCKOMMCPUYCCKHUEC OpraHuvsalvi B TCUYCHUC 1
MECiala CO JOHA pasMCUICHHA TICPEUHSA Ha

PernameHTHpOBaHBI HOPSIIOK U CPOKU Pa3padOTKU
U TIEpECMOTpa KIIMHUYECKUX PEKOMEH IAIHil.

BeeneHno HOBOE TpeOOBaHUE, OJHAKO, HEOOXOIUMO
OTMETUTH, UTO MCIHUIIMHCKHUEC HpO(beCCI/IOHaJ]LHI)Ie

[IEPEUCHD). HEKOMMEPUYECKUE OpraHu3aluy UMEIOT IIPaBO
2. I[J'[;{ paBpaGOTKI/I A IIepecMOTpa KIMHUYECKUX p33pa6aTLIBaTb KIIMHUYECKNE PCKOMCHAIINU T10
peKoOMeHauii MEIMLIMHCKUMU | 3a00JI€BaHUAM, COCTOSHUSIM (TpyTIIamM
poeccHOHAIBHEIMU HEKOMMEPYECKHMH | 336051eBaHUH, COCTOSHUI ), HE BKIIFOUCHHBIM B
OpraHM3aLAMI OPMHPYIOTCS paboune Tpyme! repedeHb 3a00JIeBaHNN, COCTOSHUH (TPYTII
mo pa3paboTke ¥ TEPEeCMOTPY KIMHUYECKUX . .
N 3a00J1eBaHuM, COCTOSHUH). Takue KIMHHYSCKHE
peKkoMeHanui (nanee - pabouue TPyIIbI).
3. MeaunuHcKue npoeccuoHaIbHBIE PEKOMERIALIN NOUTEHKAT OZ00PEHMIO 1

YTBEPKJICHUIO B MOPSAKE, YCTAHOBICHHOM
HaCTOSIIEN CTaThbeH.
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B IIpoexTe MeToan4ecKux peKkoMeHAalMi, 10
IIpuxasa

B IIpuxa3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanye H3MeHEeHU

. MenunuHckue

opHUITHATEHOM caiite MunucrepcTBa
3npaBooxpaHeHus: Poccuiickoit @Depepanuu B
nH(OPMAITMOHHOTEIEKOMMYHHUKAIIHOHHOW ~ CEeTH
«uatepuer» (mamee - OQHUIIHANBHBIA  CalT
MuHHUCTepCTBa) HANPAaBISIOT B MUHHUCTEPCTBO
3npaBooxpaneHusi  Poccuiickorr ~ deneparuu
yYBeZIOMJICHHE O Hadaje pa3paboTKH KIMHIUYECKUX
peKOMeHaauui

npodeccuoHaIbHbBIC
HEKOMMEpPUYECKHEe OpraHu3alliu pa3padaThIBalOT
MPOEKTHl  KIMHUYECKUX  PEKOMEHIAINA U
OpPraHM3YIOT HMX OOIIECTBEHHOE OOCYXICHHE, B
TOM YHCIIE C y4acTHEeM Hay4YHBIX OpTaHH3aIlHid,

00pa3oBaTeIbHBIX opraHuzauui BEICIIIETO
oOpa3oBaHus, MEIUITMHCKUX OpraHu3alui,
MEIUITHCKHX po(decCUoHaIbHBIX

HEKOMMEPUYECKUX OpTaHM3allid, WX acCOIHaIui
(coro30B), yKazaHHBIX B YacTH 5 cTatbu 76
OepnepanpHoro 3akoHa Ne 323-D3, a Takke
MTOCPEACTBOM pa3MelieH!us] B HH(POPMAIMOHHO
TEJeKOMMYHHUKAIIMOHHONH cetn  «MHTepHET» B
TeueHne 4 MecsdleB CO JHA HampaBieHUd B
MuHnuctepcTBO 31paBooxpaHenus Poccuiickoit
Qdenepanuy yBeIOMIICHHS O Hadaie pa3paboTKu
KJIMHUYECKUX PEKOMEHIAIUH.

. [lo oxoH"aHuMM cpoka, yKa3aHHOTO B IYHKTE 6

HaCTOSIIIETO [Topsaxa, MEJIHUITMHCKasS
npodeccuoHaIbHAS HEKOMMepUecKas
OpraHu3anus HampaBiieT B  MUHHCTEPCTBO
31paBOOXPAHEHHUS Poccuiickoi Oenepauuu
MMMCbMEHHOE 3asBJICHHE O pa3padOTKe WIH
MIepECMOTpe KIIMHNIECKIX PEKOMEHIAINH (J1arnee -
3asBJICHUE) Ha OyMaKHOM HOCHUTEIe U B
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B IIpoexTe MeToan4ecKux peKkoMeHAalMi, 10
IIpuxasa

B IIpuxa3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanye H3MeHEeHU

JNIEKTPOHHOM BHZE, COJEpJKallee CJexyroline
CBE/ICHUS:

— HauMEHOBaHHE pa3padoTduKa (TMOYTOBBIH
ajpec, KOHTakTHBIA TenmedoH, afapec
3JICKTPOHHOH TOYTHI);

— HaWMEHOBaHHWE TPOEKTOB KIMHHYECKUX
pPEeKOMEHJaluMi ¢  yKa3aHueM  KoJa
3a00JICBaHUSl WM COCTOSHHS (TPYIIIIBI
3a00J1€BaHUs  WIM  COCTOSHHH) B

COOTBETCTBUU c MexayHaponHOI
CTaTUCTUYECKOH KJaccupuKaruen
Oone3Heil m mpoOieM, CBS3aHHBIX CO
3I0POBBEM;

— BO3pacTHAas KaTeropus NalueHTOB.
6. K 3asgBieHWI0O mpuUIararoTCs — KIMHUYECKUE
PEKOMEH/IAINH.
Hayuno-npaktuueckuit coer MuHHCTEPCTBA

3apaBooxpaHeHust Pocculickoit @enepaiiiu co3aaer
paboyrie TPyIIBl 1 KOMUCCHH C TIPUBJICUEHUEM
HHBIX MCOUITUHCKHUX HpO(l)eCCI/IOHaJII)HBIX
HEKOMMCEPUYCCKUX OpFﬂHH?,&HHﬁ, HUMCIOIIIUX B CBOEM
COCTaBe MEIUIIMHCKUX PAOOTHHUKOB 10
COOTBETCTBYIOIICH CITEITUATHHOCTH, B TEIIX
pa3paboTKu KIMHUYECKUX PEKOMEHIANNN B CITydae
HETPEACTABICHUS KIMHUYECKUX PEKOMEHAALIMIA
MEAUIINHCKUMH HpO(l)eCCI/IOHaHI)HBIMI/I
HEKOMMEPUYECKUMHU OPTaHU3alMSIMHU B YKa3aHHBIN B
myHKTe 6 Hactosero [lopsiaka cpok, a Takke B
cilydae, €CIiv TI0 OTACILHBIM 3a00JICBaHUSAM HITH
COCTOSIHUSIM (TPYIINaM 3a00JICBaHHIA WITH




B IIpoexTe MeToan4ecKux peKkoMeHAalMi, 10
IIpuxasa

B IIpuxa3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanye H3MeHEeHU

COCTOSIHHH ), BKITFOUCHHBIM B TIEPCUCHB, B TCUCHHE 2
MECSLEB CO JHS pa3MeIleHus epedHs Ha
odunmansHOM caiite MUHHCTEpCTBA HE TIOCTYITHIIO
yBEJOMJICHUE O Havajie pa3paboTKu KIMHUIECKUX
peKOMEHJalUi HU OT OAHOM MEAUITUHCKOMN
npoeccnoHaIbHONH HEKOMMEPUYECKOi
OpraHH3alNY.

Bce pemenus npu noaroroske KP PI" npunumaer
Ha OCHOBE corJiacus (KOHCEHCyca).

Pemenwust pabodeit TpyIIIBI MPUHUMAIOTCS TIPH
MO/IIEPXKKE HE MEHee JIByX TpeTel OT uucnia
roJI0COB IIPUCYTCTBYIOIIUX HA 3aCEaHUU WICHOB

pabodeii TpyIIbI

W3MmeHeH noaxo K MPUHSITHIO PeleHU pabounMu
rpynIamMy 1o pa3paboTke KIMHUIECKUX
peKOMeHaauui

2. U3MeHeHMs] THTYJIbHOM CTPaHUIIbI

B IIpoekTe MeToaMYeCKMX PEKOMEHIALMA, 10
Ipuka3za

B IIpuxa3e, neiicTBUTeIbHOE TPeOOBaHHE

Onucanmue N3MeHEeHUH

T'on yTBepKIeHUS KIMHUYECKUX PEKOMEHIAIAN
(dacTora mepecMoTpa)

T'ox yrBepxkaenus

HckiroueHa yacTora nepecMorpa

[IpodeccnonanbHbie acconnanyuu

Pa3paboTunk KIMHUYECKON peKOMEH TN

N3menena GpopmynnpoBKa

3. U3MeHeHUs CTPYKTYPbI KINHHYECKHX PeKOMeHAauui

B IIpoexTe MeToau4yecknx peKoMeHIaAUM, 10
IIpuka3za

B IIpuxa3e, neiicTBUTeIbHOE TPeOOBaHME

Onucanmue N3MeHEeHUH

KiroueBrle ciioBa

Pa3nen nckimrouen

Kparkas undopmanms

Kpatkas uapopmanms mo 3a00I€BaHUI0 W
COCTOSIHMIO (TpyIIe 3a00JICBaHMIA UITH COCTOSTHHI)

Wzmenena GpopmynnpoBka

Ormpeznernenne — KpaTKoe ONpe/eIeHue
3a00J1€BaHUs/COCTOSHUS/CUHAPOMA

- Omnpenenenne 3a001eBaHUS WU  COCTOSHHS

(rpynmbl 3a007€BaHUI WM COCTOSTHUINA).

YTouHEeHBI 00s3aTENBHBIC PA3ACITbI
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B IIpoexTe MeTonnm4ecKuX peKoMeHAaUM, 10
IIpuxasa

B IIpuxka3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanne N3MeHEeHHH

DTHOJOTHSA 1 TIaTOTeHE3 — KpaTKas HH(opMarus o
MeXaHU3Max MaTorenesa
3a0011eBaHUS/COCTOSHHSI/CHHIPOMA
ONUAEeMHONOrus — KpaTkasi uHpopManus o
AMUAEMHOJIOTHYECKOH PacTIpoCTpaHEHHOCTH
3a005IeBaHus/COCTOSHIS/CHHAPOMA Ha TEPPUTOPUN
Poccuiickoii @enepanuu u B MUpPE

Komuposanne mo MKb 10 — ykazanne xonoB MKb
10 3a00neBaHUs/COCTOSHUS/CHHAPOMA
pacmmdpoBKO# uepe3 ATUHHOE THPE B CTOJIOHK.
[Tpu koMpoBaHNK HEOOXOJMMO UCIIOIH30BaTh
TMATUHCKUH andaBuT

Knaccudukamms — kparkast nabopMaIus o
JIEHCTBYIOMIEH KiTacCu(pUKaIuu
HO30JIOTUH/CUHIPOMA

Knauanueckas KapTuHa

- DOruoyorusi W TAaToreHe3 3a00JeBaHHA WIH
cocTosiHUS (TPYIIBI 3200JI€BaHUN HITH COCTOSIHUH).
OnuaeMHONIOTHS 3a00JI€BAHIS UITH COCTOSHUS
(Tpynmbl 3a007€BaHU WM COCTOSTHHUIA).

- OcoOeHHOCTH KOAMPOBAHUS 3a00JCBAHUSA WIIH
cocTosiHUS (TPYIITBI 3a00JI€BaHUA WIIM COCTOSIHHNA)
o MexyHapoaHOH CTaTUCTUYECKOM
Kiaccuukanun Oone3Held M mpobiaeM, CBSI3aHHBIX
CO 3JI0POBBEM.

- Knaccudukanus 3a0o0jieBaHUS WM COCTOSHUS
(Tpymiet 32005I€BaHUI HITH COCTOSTHUH).

- Kiinnndeckast kapTiuHa 3a00JICBaHUS HITH
cocTosiHUS (TPYTITHI 32a00JIEBaHUI HITH COCTOSIHUR ).

Jlnarnoctuka

Juarnoctrka 3a00JieBaHHS MITH COCTOSIHUS (TPYTIITBI
3a00JI€BaHUI WM COCTOSHUI ), MEAUIIMHCKHE
[TOKa3aHus ¥ MPOTHBOIIOKA3aHNA K IPUMEHEHUIO
METOAOB IUArHOCTUKHI

W3menena GpopmyaupoBKa

Kputepun ycTaHOBICHHS AUATHO3a
JKanoOb1 n anamue3

dusukaipHOE 00CIIeI0BaHNE
JlaGopaTopHast TMarHOCTHKA
HucTpymeHTanbHas TUarHOCTUKA
Wnas nuarnoctuka
OHKOHACTOPOKEHHOCTD.

2KanoOkI u anaMHe3.

®du3ukapHOE 00CIeI0BaHuE.

JlaGopaTopHble AMATHOCTUYECKHUE UCCIICAOBAHUSI.
HHcTpyMeHTaIbHBIE TUATHOCTHUECKUE
HCCIIEIOBAHUS.

HHble TMarHOCTUYECKUE UCCACIOBAHMS.

YTouHEHEI 00s13aTeILHBIC pa3aciibl




B IIpoexTe MeTonnm4ecKuX peKoMeHAaUM, 10

B IIpuxka3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanne N3MeHEeHHH

IIpuxasa
Jleuenue Jleuenue, BKJIIOYas MEJIMKAMEHTO3HYO u | U3amenena gpopmynupoBka
HEMEUKAMEHTO3HYIO Tepaluy, JUETOTEPaIluio,
o0e30onmMBaHUe, MEAWIWHCKAE TIOKAa3aHWs U
MPOTHBONOKA3aHUsI K NPUMEHEHHUIO  METOJOB
JICYEHUSI.
Peabmnmaris MenumuHCcKass ~ peabunuranus, — MeaunuHcKkue | MizmMeHeHa GopMmynupoBka

MOKa3aHusA MW HNPOTHUBOIIOKA3aHUA K IMPUMEHCHUIO
METOJIOB peabHITUTaINN

[IpodunakTika u qUCIaHCEPHOE HAOIIOICHNE

[IpodunakTka W HAUCHaHCEpHOE HAOIIOJCHHUE,
MCIUIIMHCKHEC IIOKa3aHusd W MPOTHBOIIOKA3aHUA K
MPUMEHEHUIO METOI0B PODMIAKTHKN

Nsmenena ¢popmynupoBka

JononuurensHas wuHGOpMaNus, BIUAIOMIAs Ha

MCX0]1 3a00JIeBaHUS/CHHAPOMA

HononautensHast wHQOpManusa (B TOM 4YHCIe
(bakTOpBI, BIMSAIONIME HA UCXOMA 3a00JICBaHHS WU
COCTOSTHHSA )

N3menena GpopmyaupoBKa

A3.
BKJIFOYasi COOTBETCTBHUE ITOKA3aHUN K MNPUMCHCHUIO U

IIpunoxenue CrpaBouyHblE  MaTepHUabl,

HpOTHBOHOKaBaHHﬁ, CII0CO00B MNPpUMCHCHHUSA U 103

JIGKAPCTBEHHBIX  IIPENApaToOB, HWHCTPYKLIHH IO

MNPUMCHCHUIO JICKAPCTBCHHOTI'O IIpCIiapaTa

BBenien HOBBIN pa3zen

[Ipunoxenue b. Aroput™sl BeeHUS HallUEHTA

[Ipunoxenue b. Aaropurmsl n1eicTBUl Bpaua

W3menena GpopmyinpoBka

[punoxenue I'1-I"... IlIkass! OLIEHKH, OIPOCHUKH U
T.A.,
peKOMEH AN

HpI/IBe,I[éHHLIG B TCKCTC KIIMHUYCCKUX

[punoxenue I'1 - I'N. [lIkans! o1ieHKH, BOMPOCHUKH

W JpYrue OLICHOYHBIE WHCTPYMEHTBHI COCTOSHMS
nanueHTa, MIPUBE/ICHHbBIE B KIIMHAYECKUX
pEeKOMEHAIUSIX

N3menena GpopmyaupoBKa

4. I3MeHeHMs B coiep:KaHUHM M PaBHJIaxX 0(hopMJIeHHA




B IIpoexTe MeTonnm4ecKuX peKoMeHAaUM, 10
IIpuxasa

B IIpuxka3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanne N3MeHEeHHH

Kimmangeckue pekoMeHIaIm pa3padaThIBAIOTCS C
yKa3aHHUEeM MEAUIIMHCKUX YCIIYT,
MIpeIyCMOTPEHHBIX HOMEHKIATYPOIl METUITTHCKIX

yCIyT

Breneno HoBoe TpeboBaHme

B KJIMHUYECKHE PEKOMEHJAIMHU BKIIOYAI0TCS
JICKapCTBEHHBIE NPENapaThl, MCAULIMHCKUE U3ETHUS
U CTIeUaTN3UPOBAHHBIE POAYKTHI JIEYEOHOTO
MUTAHUS], UMEIOILUE FOCYJapCTBEHHYIO
perucTpanuio

BBeneHo HOBOe TpeOOBaHME — YKa3bIBAIOTCS TOJIBKO
3apEerucTpUpOBaHHbIE HA TeppuTopun PO
JICKApCTBCHHBLIC MpCHapaThbl, MCIUIITUHCKUC U3CIINA
U CTICLATIM3UPOBAHHBIC IPOAYKTHI JIEUEOHOTO
IUTaHUsA

HaumenoBanue MEIUIITHCKOTO HU3ACITHS
BBIETISIETCSL TpeMsl 3Be3moukamu  (***) <3> B
CIy4yae, €Ciu TEe3UC-PEKOMEHIAIUSI OTHOCHUTCS K
MEIUIIMHCKOMY U3ENNI0, WMIUTAHTUPYEMOMY B
OpTaHM3M 4YeJIOBEKa IMPH OKAa3aHWH MEIUIIMHCKON
IIOMOINA B paMKaxX MPOrPaMMBI TOCYJAapPCTBEHHBIX
rapaHTuii  OeCIUTaTHOTO OKa3aHWA TpaKIaHAM
MenuuuHckor momomntn (IlepeueHs METUITMHCKUX
W31, UMIUTAHTHPYEMBIX B OPTaHU3M YeJIOBEKa
MIpH OKa3aHWW MEIUIIMHCKOH TOMOIMM B paMKax
MIPOTPaMMBI rOCyJapCTBEHHBIX rapaHTHii
OecIIaTHOTO OKa3aHWs TpaKAaHaM METUIIMHCKON
TTOMOIITH, YTBEPKICHHBIIH pacropspKeHueM
IIpaBurennctBa Poccuiickoit ®enepammm ot 31
nexabps 2018 r. N 3053-p
3aKoHomaTenscTBa Poccuiickoit @enepammm, 2019,

N 2, ct. 196)

(CoOpannue

BBeneHno HOBoe TpeOOBaHUE

HaumenoBanue CIICHUATIM3UPOBAHHOIO MPOAYKTaA

J1e4e0HOr0 nUuTaHuA BBIACITACTCA YCTBIPbMA

Bseneno HoBoe TpC6OBaHI/IC




B IIpoexTe MeTonnm4ecKuX peKoMeHAaUM, 10
IIpuxasa

B IIpuxka3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanne N3MeHEeHHH

3Be3goukamMu  (****) B cmyuae,
PEKOMEHIAIUSI OTHOCUTCS K CIICIUATH3UPOBAHHOMY

€CJIn  TE3HC-

MIPOAYKTY JE€4eOHOro MNWTAaHUS, BKIIOUYEHHOMY B

MepEUCHb CIIeLMATU3UPOBAHHBIX MIPOTYKTOB
J1e4yeOHOr0  IHUTAaHWA I JeTeH-WHBAINIOB
(TTepeueHb  CHEIHUATM3UPOBAHHBIX  HPOIYKTOB

JIe4eOHOro MUTAHKS IS AeTel-uaBanuaos Ha 2019

rof, YTBEPKICHHBIH pactopsbKeHuEM
[IpaBurensctBa Poccuiickoit denepammu oT 22
2018 r. N 2273-p
3aKkoHonatenscTBa Poccuiickoit @enepaunn, 2018,

N 44, cT. 6786).

OKTSIOps (CoOpanue

B ciyuae, eciiu Te3uC-peKOMEH AT OTHOCUTCS K
JICKApCTBCHHOMY TPENapaTy, UCIONIb3yeMOMY BHE
3apeTUCTPUPOBAHHBIX MTOKA3aHWUI, HAUMEHOBAHHE
JICKApCTBEHHOTO Tpernapara JIOJKHO OBbITh
BBIJICJICHO 3HAKOM <.

[Tepen HanMeHOBaHHEM JICKAPCTBEHHOTO TIperapaTa
CTaBUTCS 3HAK «#», a TAK)KE YKa3bIBAIOTCS CBEICHUS
0 crioco0e NPUMEHEHUs! JIEKApCTBEHHOT' 0 Ipernapara
U J103€, JUIMTEIBHOCTH €ro NnpuemMa C yKa3aHHeM
CCBIIOK Ha KIIMHAYECKHE UCCIIeIOBAHUS
3¢ ekTUBHOCTH W 0E30MaCHOCTH TPUMEHSIEMOTO
peKMMa JO3UPOBAHMS IPH JTAHHOM 3a00JIeBaHUH
00 CCBIJIOK HAa COOTBETCTBYIOLIME HWCTOYHUKH
JUTEpaTypsl B CiIydae, €ClIU TEe3HC-PEKOMEHIAIMS
OTHOCUTCS K JIGKAPCTBEHHOMY TIpemapary Juist
MEJIMIIUHCKOTO TPUMEHEHHsSI, HCIOIb3YyeMOMY B
HECOOTBETCTBUHU C TMOKAa3aHUSMHU K NMPUMEHEHHIO U
MPOTHBOTIOKA3aHUSIMH, CIIOCOOaMU TNPUMEHEHHS U
J103aMH,

CoACpXKallUMHUCAd B  HUHCTPYKIUH 110

MIPUMCHCHUIO JICKApCTBEHHOT'O mperapara.

YKazaHue  JIGKAPCTBEHHBIX  IIpENaparoB  JUIS

Pacmmpeno TpeboBaHue — B cy4ae, €CIH Te3HC-
PEKOMEHIAIHSI OTHOCUTCS K JIEKAPCTBEHHOMY
npernapary Jjisi MeIUIIUHCKOrO TPUMEHEHUS,
HCTOJIb3YEMOMY B HECOOTBETCTBHU C MOKA3AHUAMHU
K IPUMEHEHUIO U MPOTUBOIOKA3aHUSIMH,
criocobaMu IPUMEHEHHSI U JT03aMHU,
COJICPKAIMMHUCS B HHCTPYKIIUH 1O TPUMEHEHHUIO
JIEKapCTBEHHOTO TIpeTapara, KpoMe 3HaKa «#»
HEOOXOIUMO TaKKE YKa3aTh:

- C1oco0 MPUMEHEHHUSI JIEKaPCTBEHHOTO IperapaTa;
- 103y ¥ JTUTEINBHOCTh €T0 PUeMa;

- CCBUIKY Ha KIIMHUYECKUE UCCIICIOBAHUS

3¢ (HeKTUBHOCTH U 0€30MTaCHOCTH MPUMEHIEMOT0
peKHMa JO3UPOBAHUS NIPU JTAHHOM 3a00JIeBaHUU
JIM0O CCBUIKM Ha COOTBETCTBYIOIINE UCTOYHUKH
JIUTEPaTypPhl




B IIpoexTe MeTonnm4ecKuX peKoMeHAaUM, 10
IIpuxasa

B IIpuxka3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanne N3MeHEeHHH

MCIUIIUHCKOrO ITPUMCHCHUA,
HECOOTBCTCTBUU C INOKAa3aHUAMHU K MNPHUMCHCHHUIO U

HCIIOJIB3YEMBIX B

[IPOTUBOMOKA3aHUAMH, CIOCO0aMHU IPUMEHCHHS H
WHCTPYKIIUM  T10
oe3

J03aMH, COJECPKAIIUMHUCS B
NPUMEHEHUIO JICKapCTBEHHOTO Mperapara,
YKa3aHHBIX BBIIIE CBEICHWH M CCBUIOK Ha
KIMHUYECKHE HCCIeqoBaHUsT A(PPEKTUBHOCTH |

0e301MacHOCTH JAHHOTO PEXXUMa TP JAHHOM

B ciygae, ecnu Te3uc-pexoMeHIaIMs OTHOCUTCS K
HCIIOJIb30BAaHUIO JIEKAPCTBEHHBIX IIPEapaToB, B
3aBHCHMOCTH OT JaHHBIX 00 3(PeKTUBHOCTH U
0e301acHOCTH MPUMEHEHHS YKa3bIBAIOT WIIN
HasBaHue Tpymisl o ATX knaccnukanuu, wim
MEXIyHapOIHOE HEITaTeHTOBAHHOE HAUMEHOBAHUE
(MHH), unu 3amensromiee ero HaMMEeHOBaHNE
JIEKApCTBEHHOTO CPEACTBA, yTBEPKAEHHOE B
YCTAaHOBJICHHOM TOPSJIKE, B COOTBETCTBUH ¢ ATX
KJIACCU(UKAIUEH.

HasBanus (hapMakoTeparneBTUICCKIX

IrpynI
JICKApCTBCHHBLIX IMpC€rapaToB B COOTBCTCTBUU C
AHATOMO-TEPANEBTUYECKO-XUMUUYECKOM

KJIacCU(pUKAIUCH, PEKOMEHIOBaHHOW BcemupHoii
31paBOOXpaHEHMUS,

opraHu3anuen W

MEKITyHapOIHBIE HeTlaTeHTOBAHHbIC WITH
TPYNITUPOBOYHBIC, HIIM XUMUYECKUE HAMEHOBaHUSI
JIEKapCTBEHHBIX TIPENapaTtoB Uil MEAUIMHCKOTO
MIPUMEHEHUSI, @ B CIIy4asiX HX OTCYTCTBUS - TOPTOBEIE
HaMMCHOBAHUS JICKAPCTBEHHBIX IIPENapaToB IS
MEIUIMHCKOTO  NPUMEHEHUs]  yKa3bIBAIOTCS B
3aBUCUMOCTH OT JaHHbIX 00 3dQdexkTuBHOCTH U
0e30MacHOCTH WX NPUMEHEHUs B Cllydae, ecliu
TE3UC-PEKOMEHJIAIMSl OTHOCUTCSI K TPUMEHEHHIO

JIEKapCTBEHHBIX MPENapaToB

N3menena GpopmyaupoBKa

5. I3menenust MmetoaoJioruu ounenkn Y/l u YYP

B IlpoexTe MeToaM4YeCKUX peKOMEHAALMM, 10
IIpuxa3za

B IIpuxas3se, neiicTBUTeIbHOE TPeOOBaHHE

Onucanne N3MeHEeHHUH

GPP (cnoxuBascs KTMHUYECKas MPAKTHKA)

GPP ucxkiroueno




[Ixana onpeaenenus YYP nus quarHocTuyeckux
BMEIIATEILCTB

[llkana onpenenenus YYP mis neueOHbIX,
peadMIMTAIHOHHBIX, TPOMUIAKTHICCKUX,
BMEIIATEILCTB

Ixana

OIICHKH YPOBHEH yOeIUTEIIbHOCTH PEKOMEHAAIINH
(YVP)

JUTSL METOZIOB MTPOUIIAKTHKH, TUATHOCTHKH,
Jie4yeHHs U peadmInTannu

(mpo¢unakTH4ecKuX, TMarHOCTHYECKHX, JTeUeOHBIX,
peadMITHTAIIHOHHBIX

BMEIIaTEIbCTB)

W3menena metogosorust onieHku Y YP— BBeseHa
enuHas mKaja ouneHku Y YP kak ays
JMHUArHOCTHYECKUX, TAK U JUIS JIEUeOHBIX,
peabUIUTAIMOHHBIX, TPOPHIAKTUICCKUX,
BMEIIATEILCTB

6. I3mMeHennst mkajabl oueHku Y1/ 1jis MeTO10B THATHOCTUKH

B IIpoexTe MeToau4yeckux peKOMeHIaAUM, 10
IIpuka3za

B IIpuxa3e, neiicTBuTeIbHOE TPeOOBaHME

Onucanme N3MeHEeHUH

YJJ1 = CucremaTudeckue 0030pbl HCCIICIOBAHUIMA
C KOHTpoJieM peepeHCHBIM METOZIOM

YIJ11 = CucremaTudeckue 0030pbl HCCICIOBAHUIMA
C KOHTpoJIeM pedepeHCHBIM METOIOM HITH
CUCTEMAaTHYECKH 0030p PaHIOMU3UPOBAHHBIX
KIIMHUYECKHUX HCCIICIOBAHUI ¢ IPUMEHEHUEM MeTa-
aHaJn3a

J100aBJIeHO: «CUCTEMAaTHYECKHIA 0030D
PaHIOMHU3UPOBAHHBIX KIMHUYECKHX MCCICIOBAHUI
C IPUMEHEHNEM MeTa-aHaIn3a

Y2 = OtnenbHbIE UCCIETOBAHUS C KOHTPOJIEM
pedepeHCHBIM METOIOM

Y2 = OtaenpHbIE UCCIETOBAHUS C KOHTPOJIEM
pedepeHCHBIM METOIOM WITH OT/ICITbHBIC
PAaHAOMU3SUPOBAHHBIC KIIMHUYCCKUEC UCCIICAOBAHUA
U CHCTEMAaTHYECKUEe 0030pbl UCCIIEIOBAHUH JTFOOOT0
JIM3aiiHa, 32 UCKJIIOYCHUEM PaHJOMU3UPOBAHHBIX
KIIMHUYECKUX HCCHGJIOBaHHﬁ, C IPpUMECHCHUEM
MeTa-aHaIHu3a

Jlo6GaBieHo: «cucTeMaTHYecKue 0030pbl
UCCIIEZIOBaHUI JTF000T0 M3aiiHa, 32 UCKIIOUCHUEM
PaHAOMU3UPOBAHHBIX KIIMHUYCCKUX HCCHCZ{OB&HHﬁ,
C MPUMEHEHHEM MeTa-aHaI3a»

Y1 /13= UccnemoBanus 6e3 IMocaeq0BaTeIbHOTO
KOHTPOJIS peepeHCHBIM METOIOM HJIU
HCCIIeIoBaHUsA C pe(hepeHCHBIM METOJIOM, HE
ABJIAIONIUMCS HE3AaBUCUMBIM OT UCCIIEAYEMOT'O
MeToJ1a

YIA3 = HccnenoBanus 0e3 IOCIEAOBATEILHOIO
pedepeHcHbIM
C pedepeHCHBIM METOIOM, He

KOHTPOJIA METOAOM NI

HUCCICa0BaHUA
ABJIAIOMIMMCA  HE3aBUCHUMBIM  OT HCCICAYEMOI'O

METOda nin HEPaHAOMH3NPOBAHHBIC

JloGaBieHO
CpPaBHHUTCIIBHBIC HCCIICOBaHUsA, B

CHEPAHAOMHU3NPOBAHHBIC
TOM  YHCJIC
KOTrOpTHBIC UCCIICAOBAHUA
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B IIpoexTe MeToamuecKkuX peKoMeHAaui, 10
IIpukaza

B IIpuxka3e, neiicTBUTEeIbHOE TPeOOBaHHE

Onucanne N3MeHeHH |

CpaBHUTCIBHBIE HUCCIECAOBAHUA, B TOM YHCIIC
KOTOPTHBIC UCCJIICAOBAHUA
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