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O6 yTBepKIeHHM
NOpsiIKa H CPOKOB pa3paloTKH KJIHMHHYECKHX PeKOMEHIAIMid,
HX NepecMOoTpa, THIIOBO# (POPMBbI KIHHHYECKHX
pexoMenganuii 1 TpeGOBaHHI K HX CTPYKTYpe, COCTABY H HRYUHOMH
000CHOBAHHOCTH BKJIIOYaeMOli B KJIMHHYeCKHe peKOMeHIalHH nHopManun

B cootBeTcTBUM ¢ yacTeO 9 cTtaTthu 37 ®PenepanbHoro 3akona ot 21 HosOps 2011 r.
Ne 323-®3 «O6 ocHoBax OXpaHBI 3H0pOBbs rpaxigaH B Poccuiickoit ®enepanym»
(Cobpanue 3akoHomatensctBa Poccuiickoit ®enepaunn, 2011, Ne 48, cr. 6724; 2015,
Ne 10, ct. 1425; 2017, Ne 31, c1. 4791; 2018, Ne 53, cT. 8415) mpHu K a3 BB ao:

YTBepauTh:

NOPSAOK M CPOKM pa3pabOTKH KIMHUYECKUX PEKOMEHJAIWii, WX IepecMoTpa
COTJIACHO NpHIIOXKEeHUIo Ne 1

THIIOBYIO (POpMY KIMHUYIECKUX PEKOMEHAAIMI COTJIACHO MPHIOXKEHHIO Ne 2;

TpebOBaHUA K CTPYKTYpe KIMHHYECKHMX PEKOMEHIAlWi, COCTaBy M Hay4yHOM
000CHOBAaHHOCTH BK/IIOYaeMOH B KIMHHUYECKHE pEeKOMEHAalMH HHGOpMAIMH COTIIACHO

npuinoxeHuto Ne 3.

Munuctp ) B.A. CkBopiioBa




ITpunoxenue Ne 1
K IpHKa3y MHHHCTEPCTBA 3paBOOXPaHEHUS
Poccniickoit @enepanuu

ot «of» /:a;upu 2019 1. Ne ﬂju

Ilopsinok n cpoku pa3paboTku
KJAMHHYECKHX peKOMeHAANHil, HX HepecMoTpa

1. Hactosmuii ITopsmoK yCTaHaBIMBAaeT MpPaBHIa U CPOKH pa3pabOTKH
KJIIMHAYECKUX PeKOMEHAANMMI U UX IEPECMOTPA.

2. KnuHuYeckue  peKOMEHAALMU  pa3padaThiBAlOTCS ~ MEIULMHCKUMH
npodecCHOHANBHEIMA ~HEKOMMEPYECKHMMHM  OPraHM3alMsMH [0  OTICIIbHBIM
3a00JIeBaHMSIM HIM COCTOSHHSAM (Tpymnmam 3a0ojieBaHdil WM COCTOSHHMH) C
yKa3aHHEM  MEIUMUMHCKHUX  YCIyr,  IPeAyCMOTPEHHBIX  HOMEHKIATypOoH
MEUIUHCKAX YCIyr .

3. KnimHu4eckde pEKOMEHJAlMU  pa3pabaThiBalOTC B COOTBETCTBHH
c TunoBoil  (GOpMOIl  KIMHHYECKHX PEKOMEHAAlMH, IpelyCMOTPEHHOH
npunoxenreM Ne 2 K HACTOSIIEMY NPHKa3y, H B COOTBETCTBHH C TpeOOBaHHUAMH K
CTPYKTYpe KIMHHYECKMX PEKOMEHAAlHWi, COCTaBy M Hay4yHOH OOOCHOBaHHOCTH
BKJIIOYaeMOM B KIMHHYECKHE PEKOMEHIAIUN HH(POpMalMH, IPEeAYCMOTPEHHBIMA
npuioxeHrneM Ne 3 K HacTOsAWIEMY NPHKa3y.

4. KnuHuYecKne  pEeKOMEHJAlWd  pa3padaThlBAIOTCd IO IEPEYHIO
3aboneBaHMii WM cOCTOAHMM (rpymm  3aboneBaHuii HMIM  COCTOSHUM),
dopmupyemomy MunucrepcTBoM 3apaBooxpaHenus Poccuiickoit ®epepaunuu B
COOTBETCTBUH C 4acThio 3 crathi 37 DemepanpHoro 3akoHa Ne 323-D3 (manee —
HepeyeHb ).

5. MenuuuHckue npodeccuoHaNbHbIE HEKOMMEPYECKHE OpraHM3allHd B
TedeHHe 1 MecsAla cO JHA pa3MEIlEeHHS TMepedHs Ha O(HIHUAIBHOM caiTe
MunucTepcTBa 3paBooxpanenust Poccuiickoii ®enepanvu B MHGOPMALHOHHO-
TeJIeKOMMYHHKAllMOHHOH cetd  «HHTepHET» (mamee — oduUIUANBEHBIA CaWT
MHUHHCTEPCTBA) HAMPAaBIAIOT B MHHHCTEPCTBO 3[paBoOXpaHeHHs Poccuilckoi
Menepanuy yBeOMIIEHHE O Havae pa3paboTKU KIMHHUYECKUX PEKOMEH JAIAH.

6. MenuuuHckHe MNPOPECCHOHANBHBIE HEKOMMEPUYECKHE OpraHH3aluu
pa3pabaThEIBAIOT TMPOEKTHl KIMHWYECKHX PEKOMEHTAUMA W OpPraHu3yloT HX
00IIecTBEHHOE OOCYXKIEHHE, B TOM YHCIE C y4aCTHEM HAay4HBIX OpraHW3alu,
00pa30BaTeNbHEIX ~ OpraHM3aluii  BBICIIETO0  00pa3OBaHHs,  MEIUIMHCKUX
OpraHu3anui, MEIULUHHCKAX MPOPeCcCHOHATBHBIX HEKOMMEPYECKMX OpraHu3alum,

' Yacte 3 cratsu 37 denepansroro 3akoHa ot 21 Hosbps 2011 r. Ne 323-@3 «0O6 ocHOBax OXpaHBl
30poBBsi rpakiaH B Poccuiickoit ®enepammm» (CoGpanue 3akoHomatensctBa Poccuiickoii ®enepammu, 2011,
Ne 48, c1. 6724; 2015, Ne 10, ct. 1425; 2017, Ne 31, cr. 4791; 2018, Ne 53, cr. 8415) (manee — ®expepanbHblii 3aKOH
Ne 323-@3).
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UX accouuanuii (Cor30B), yKa3aHHBIX B 4acTH 5 ctathd 76 DenepanbHOro 3aKoHa
No 323-®3, a Takke TIOCPEICTBOM pa3MelleHHs B HHPOpPMaLUOHHO-
TeNeKOMMYHUKaIHOHHOM cetn «MHTepHeT» B TedeHHe 4 MecANeB CO [HA
HanpaplieHus B MUHHCTEpCTBO 3apaBooxpaHeHus Poccuiickoii ®enepanuu
yBEIOMIICHHS O HaJyaje pa3paObOoTKU KIMHAYECKHX PEKOMEHIALIHIA.

7. Tlo oKoHYaHWHM CpOKa, yKa3aHHOro B HMyHKTe 6 Hacrosmero Ilopsnka,
MeAMIMHCKas mpodecCHOHalbHas HEKOMMepYecKas OpraHu3allMs HampaBisieT B
MunucTepcTBo  3apaBooxpaHeHus  Poccuiickoii  ®enepaiid  MHCEMEHHOE
3asBIIEHHE O pa3pabOoTKe WM MEPECMOTpe KIMHHYECKUX peKOMEHIaluh (nanee —
3agBjieHHe) Ha OYMaXHOM HOCHTENle U B 3JIEKTPOHHOM BHJE, COJAEpKaiiee
CJIEyIOIUE CBEACHHUS:

HanuMeHOBaHWe pa3paboryuka (MOYTOBBIA ajgpec, KOHTAKTHBIH TenedoH,
azpec 3JeKTPOHHOU MOYTHI);

Ha¥MEHOBaHME IPOEKTOB KIMHUYECKUX PEKOMEHAAUHUM ¢ yKasaHMEM Kojaa
3a00NeBaHUs MIM COCTOSHHUA (rpynmel 3a0ojieBaHHS WM COCTOSHHUH) B
COOTBETCTBHH ¢ MexIyHapOIHON CTATHCTHYECKO!N Kiaccudukauuell 6onesHel u
po0JieM, CBS3aHHBIX CO 3OPOBEEM;

BO3pacTHas KaTeropus Nal¥eHTOB.

8. K 3asBieHHIO IPUIIAraloTCs KIMHUYECKUE PEKOMEH ALHH.

9. HayyHo-mpakTu4eckuii coBeT MHUHHUCTEPCTBA  3APABOOXPAaHEHHSA
Poccuiickoit ®eneparuu co3maetr paboune rpynnsl 1 KOMUCCHU C IMPHBICYCHUEM
WHBIX MEIWLIUHCKMX [pO(PEeCCHOHATBPHBIX HEKOMMEpUYECKHMX OpraHU3allui,
UMEIOIIAX B CBOEM COCTaBE MEAMIUHCKHX PAOOTHHKOB IO COOTBETCTBYIOLIEH
CHELHANLHOCTH, B IEIIX pa3paOdOTKH KJIMHHUYECKHX DEKOMEHJIAIMi B Cloydae
HeMpeCTaBICHHUS KIIMHUYECKUX pexoMeHIanui MeAUIHHCKUMHU
npoheCCHOHALHBIMA HEKOMMEPYECKAMU OPraHH3alUsIMM B YKa3aHHBIA B MYHKTE
6 wuacrosmero Ilopsmka cpok, a Takxke B CiydYae, €CIM [0 OTHCIBbHBIM
3a00JIeBaHUAM MM COCTOSHMSAM (rpymmaM 3a0ojieBaHMH WM COCTOSHHH),
BKJIIOUYEHHEIM B II€PEeUYEHb, B TEUYCHHE 2 MECALEB CO AHS pa3MEIIEHHs IEPeYHs Ha
opuIHANLHOM caiiTe MHUHHCTEpPCTBA HE IOCTYNMJIO YBEJOMIICHHE O Hadvaie
pa3paboTKH KIMHHYECKHX pEeKOMEHJalui HH OT OJHOM MEIUIUHCKOH
npodeccHOHANbHON HEKOMMEPUECKOH OpraHu3aluu.

10. KnuHu4eckue peKOMEHAAINH IepecMaTpuBalOTCs He pexe 1 pasa B 3
roja d He Jaiie 1 pasa B 6 MecsLe€B.

11. lna pa3paboTkm ¥ mepecMOTpa KIMHHYECKHX PEKOMEHIaIMid
MEJMUIMHCKUMH  IPO(GECCHOHAIBHBIME ~ HEKOMMEPYECKMMH  OpraHM3alusMu
dopMmupyoTca paboyme TpYHmIBl O pa3paboTKe M IEPECMOTPY KIMHUIECKHX
pexkoMeHaIuil (1anee — pabo4ne rpynmsl).

12.B coctaB pabouumx TIpynm MOTYT TPHUBIEKATHECA CHENHMATMCTEI,
y4acTBYIOIIME B OKa3aHWH MEIULIMHCKOM IOMOLIM TIpu 3a00J€BaHMH HIH
COCTOSHHY (TpyIe 3a60JIeBaHMUil MM COCTOSIHKIN), IO KOTOPEIM pa3pabaTeIBaroTCA
KJIMHHYEeCKHe PEKOMEH[ALMM, HaydyHble PaOOTHUKH, CIEHHUANUCTHI B 00JacTH
NOKa3aTelnbHON  MEQUIMHEL,  COLUANbHblE  paOOTHUKHM,  IPEICTaBUTEIIH
MALMEHTCKAX OPraHu3alMii, IOPUCTHI, MPEICTABUTEIM CTPAXOBBIX MEIHIUHCKHX




OpraHM3aluii, COeHUaTUCTHI B O0ONACTH HMHQPOPMAIMOHHBIX TEXHOJOTHH U
MEXIyHapOJHbIE KOHCYJIbTAHTHI.

13. Pemenns pabouedl rpynmsl DPUHAMAIOTCS IPU MOANEPKKE HE MEHee
ABYX TPETE OT 4HCIia roJiocoB MPUCYTCTBYIOIUX HA 3aCE€JaHHU WICHOB paboyeit
TPYTIIBIL.

14. Pemenus paboueil rpynmbl O(QOPMILIIOTCA IPOTOKOJIOM, KOTODBIA
IOMUCHIBAETCA PYKOBOAMTENEM paboduell rpynnsl M WieHaMH pabouel rpymbl,
IPHCYTCTBOBABIIMMU Ha 3aCENaHHUH.




[Tprnoxenne Ne 2
K IpHKa3y MUHHCTEPCTBA 3IpaBOOXPAHEHH
Poccuiickoit @enepanuu

ot «o» /49@4&(?14 2019 1. Ne {p;:gf{

Tunosas ¢popma

Kananyeckne peKoMeHIaNH

I. TutynbHBIA TUCT

HammeHnoBaHne KIIMHUYECKOW PEKOMEHIAIUH.

KonupoBanue 1o MexaIyHapoAHOW CTaTHCTHYECKOH KilacCHpHKaIMu
Oose3Hei 1 mpobiieM, CBA3aHHBIX CO 30POBLEM.

Bospacthas rpynna.

Pa3paboTYnK KIHHHYECKOH PEKOMEHIAINH.

I'ox ytBepxaeHus.

II. OrnaBnenue

III. Cniucok cokpalleHui

IV. TepmuHBI 1 OonpeeIEHUS

V. Kpatkas wurpopManus mno 3a00JeBaHHIO HIHM COCTOSHHIO (TpyIme
3a00JIeBaHH# MM COCTOSHUIM)

1. Onpenenenre 3a60NE€BaHus WM COCTOSHUS (IPYNINbl 3a00I€BaHHH WU
COCTOSIHHH).

2. Drhojorud M TnartoreHe3 3aboyieBaHHS WM COCTOSHHS (TPYIIIBI
3a60JIeBaHMUH UM COCTOSHMI).

3. DmuneMuoorus 3a00MeBaHus UM COCTOSIHUS (TPYyIIIBI 3a001eBaHHH HITH
COCTOSIHHH).

4. OCOBEHHOCTH KOIUPOBAHUA 3a00NeBaHHs WM COCTOSHHS (IpYIIBI
3a00NeBaHMii WIH  COCTOSHHM) 10  MeXIyHapoqHOH  CTaTHCTUYECKOM
knaccubukanuy 6one3Held 1 mpobiieM, CBI3aHHBIX CO 30POBBEM.

5. Knaccugukanus 3a60€BaHus UK COCTOSHHUS (TPYIIIBI 3a00/1€BaHUA WITH
COCTOSIHHIA ).

6. KiuHmueckas xapTuHa 3a00NeBaHMS WM COCTOSHHS  (TPYIIBI
3a001€BaHUN HIIH COCTOSHUH).

V1. JluarHocTuka 3a0oneBaHus WM COCTOSIHHS (TPYIIBI 3a00/€BaHUA WM
COCTOSHMH), MEIMI[MHCKHE IOKa3aHWs U IPOTHUBONOKA3aHMSA K IPUMEHEHHIO
METOAOB AHATHOCTUKH

1. XXano6s1 n aHamHe3.

2. ®usukaipHOoe 00CcIeqOBaHueE.

3. JJabopaTopHBIe AUArHOCTUYIECKUE UCCIIEIOBAHHA.

4. IacTpyMeHTAJIbHBIE IUAarHOCTHYECKHE UCCIIEIOBAHHS.

5. IHple IUarHOCTHYECKHE UCCIIeTOBaHu.



VII. Jleyenwe, BKIIOYas MEIUKAMEHTO3HYI0O M HEMEIMKAMEHTO3HYIO
Tepanuy, [IHeToTepamuio, o00e300nMBaHME, MEIMUMHCKAE [OKa3aHUA |
IIPOTHUBOMOKAa3aHUs K IPUMEHEHUIO METOIOB JICUCHHUS

VIII. Meguuuuckas peaOuiuranus, MEIUIMHCKHAE IOKa3aHHA U
NPOTUBONOKA3aHHs K IPUMEHEHHIO METOJIOB peabMITHTallHH

IX. IIpodunaktika U QUCIIAHCEPHOE HAOMIOJEHAE, MEULIMHCKAE [TOKA3aHUs
¥ TIPOTUBOIIOKA3aHKs K TPUMEHEHHIO METOI0B MPOMHIAKTHKH

X. Opranmn3anms OKa3aHus MEIUIUHCKOHN IMOMOIIH

XI. JlononuuTtensHas uHpopManus (B TOM 4ucie (GakTopsl, BIUAIONIME HA
ucxoj, 3ab0eBaHUsd UM COCTOSHUSA)

XII. KpuTepru OLEHKH KauecTBa MEJULIMHCKOM ITOMOLIH

XIII. Ciucok nmuTepaTypel

XIV. TIlpunoxenume Al. CocrtaB paboueif rpymmel mo paspaboTke H
HEPECMOTPY KIMHUYECKUX PEKOMEHAAUN

XV. [Ilpunoxenne A2. Merononorus pa3spabOTKu  KIMHHYECKHX
peKOMeHaanui

XVI. Ilpunoxenne A3. CnpaBoYHBIE MaTepUalibl, BKIOYas COOTBETCTBHE
HOKAa3aHUH K NPHMEHEHUIO W MPOTHBOMOKA3aHMH, COCOOOB NPUMEHEHHSA U 103
JIEKApCTBEHHBIX MpPENaparoB MHCTPYKIMHM II0 MPUMECHEHHIO JIeKapCTBEHHOIO
mpernapara

XVII. Ipunoxenne b. AmroputMel AeicTBUi Bpaya

XVIIL. Ipunoxenue B. Undopmanys 11 nanyeHTa

XIX. Tlpunoxenwe I'I-I'N. IlIkanel OIEHKM, BOIPOCHHUKH H Jpyrue
OIICHOYHBIE MHCTPYMEHTBHI COCTOSHUS NMAUHMEHTA, NPHBEJCHHBIE B KIMHUYECKHX
PEKOMEHIALUAX



ITpunoxenue Ne 3
K Mpuka3zy MUHHCTEpPCTBA 3paBOOXpPaHEHHUS
Poccuiickoit @eaepanuu

ot «lf» VQO@WN 2019 1. No :/&5’)”

Tpe6oBanus
K CTPYKType KIHHHYEeCKHX PeKOMEHAA UM,
COCTABY H HAY4HOH 000CHOBAHHOCTH BKJ/II04aeMOil B KIHHHYECKHE
peKOMeHIauHu HHPOpMALHH

1. CtpykTypa KIMHHYECKMX pEKOMEHAAUMH BKIIOYAeT  CleAyloIue
pazzensl:

I. TuTynbHBIA THCT.

II. OrnaBnenue.

III. Cucok cokpammeHui.

IV. Tepmunsb! u onpeneneHus.

V. Kparkaa unbopManus mo 3a00JE€BaHUIO HIIM COCTOSHHIO (TpyIiie
3a00€BaHUN HITH COCTOSTHMIA).

VI. JluarHoctrka 3a00J€BaHUs WK COCTOSAHHS (IpYNIbl 3a00NeBaHUN WK
COCTOSIHMI), MEIHUIMHCKAE TOKa3aHUs M INPOTHBOIOKa3aHUs K IPHUMEHEHHIO
METOJIOB TUArHOCTUKH.

VII. JleyeHnue, BKIIOYas MEJUKAMEHTO3HYIO U HEMEIUKaMEHTO3HYIO
Tepanud, JWeTOTepanulo, o00e300MMBaHKME, MEAMIMHCKHAE [OKa3aHUA |
IPOTHBOIOKA3aHUS K IPUMEHECHHUIO METOJIOB JICYEHHS.

VIII. Menuuuuckad peaOunuTanusd, MEIUNWHCKHE [OKa3aHHs M
IPOTHBOIIOKAa3aHUA K IPUMEHEHHUIO METOOB PeaOUIUTAIIHH.

IX. TIpodunakTrka U AUCIIAHCEPHOE HAOIIOACHUE, MEIUIIMHCKUE MOKa3aHUs
¥ [IPOTHUBOIIOKA3aHUA K MIPUMEHEHHIO METOJI0B IPOPUIAKTHKH.

X. Opranu3anus OKa3aHHs MEIULIUHCKOMN ITOMOIIH.

XI. Tononuurensuas uHGopManus (B TOM 4ucie (QaKTOPHL, BIHMIOLUIHE HA
UCXoJ1 3a00JIeBaHHUs HITH COCTOSHUA).

XII. Kputepru OrieHKH KadyecTBa MEAMLIMHCKON IOMOIIH.

XIII. Cnucok muTeparypsl.

XIV. TIlpunoxenue Al. CocraB pabouell rpymmel IO pa3paboTke H
EPECMOTPY KIMHUYECKUX PEKOMEHAALIUH.

XV. [Ilpunoxenue A2. Merogonorus pa3paboTKu  KIMHUYECKHX
pEeKOMEHTaLu.

XVI. IIpunoxenue A3. CopaBo4yHble MaTepualbl, BKIIOYas COOTBETCTBHE
NOKa3aHM# K NMPUMEHEHHUIO W TPOTHBOMOKA3aHUH, CIIOCOOOB NMPUMEHEHUS M JI03
JIeKapCTBEHHBIX MpPENapaToB HMHCTPYKIMHM IIO TPHMEHEHHIO JIEKApCTBEHHOI'O
mpemnapara.

XVIL. Hpunoxenune b. AnropuT™Msl A€lCTBUI Bpaya.

XVIIL. Ipunoxenne B. Unpopmanusg n1g nanuedTa.
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XIX. Ilpmmoxenune I'1-I'N. IlIkamel OneHKH, BONPOCHMKM H JpYyrue
OLIEHOYHEIE HHCTPYMEHTBHI COCTOSHUS MAIMEHTa, MpPHBEICHHBIE B KIMHHYCCKHX
pEKOMEHJalugX.

2. Knmmauyeckne  peKOMEHOaUWW  pa3padaThlBalOTCA € YKA3aHHEM
MeIHUIUHCKUX YCIIYT, IPeIyCMOTPEHHBIX HOMEHKIATYpOH MeIUIIUHCKIX yeyr .

3. B KiIMHHYECKMX pEKOMEHAAIUAX MPUMEHIETCI MEXIYHApOIHOE
HEMAaTEeHTOBAHHOE MM TPYIIHPOBOYHOE, WM XUMHYECKOE HaMMEHOBaHHE
JIEKapCTBEHHOr0 TpemapaTa AN MEOULNUHCKOrO NPUMEHEHHS, a B Clydasx UxX
OTCYTCTBHS — TOPrOBO€ HAMMEHOBAaHHE JIEKAPCTBEHHOIO Ipemapara [Uid
MEINIIMHCKOT0 TPUMEHEHUS.

4. Tlpu  GOpPMHPOBAaHMM KIMHAYECKHX pPEKOMEHAalMHd HeoOXomuMo
cobroaath cienyromue TpeOoBaHuS:

BCE peKOMEHJalM{ 1O MPUMEHEHUI0 MEAMIUHCKHX BMEIIATEIbCTB
U3IaraloTcsa B GopMare KpaTKUX T€3UCOB-PEKOMEHJALIMIA,

B KJIMHHYECKHE pEKOMEHJAlMN  BKIIOYAIOTCI  PEKOMEHJAIHMM IO
NPUMEHEHHIO  MEIMIMHCKHX  BMEIIATeNbCTB  (METOZOB  NPOGHIAKTHUKY,
IUATHOCTHKHM, JICUeHHS W peaOUHMTalH{), B TOM YHCIE TO3BOJIAIONIHE OLEHUTH
3¢ PeKTUBHOCTH U 6€30M1aCHOCTh IPOBOAMMOTO JIEYEHHUS,

B KIMHHYECKHE PEKOMEHIAIMH BKIIIOYAIOTCS JIEKApCTBEHHBIE IPEMaparthl,
METULUHCKAE M3AEIHS M CIEeNHaIM3HPOBAHHBIE MPOLYKTHI JIEYEOHOrO MUTAaHHS,
HMEIOLINE TOCYAapCTBEHHYIO PErHCTPALHIO;

B pasjelle KIMHHYECKMX peKoMeHmanui «J/luarHoctuxa 3abomeBaHus HIIH
cocTosiHMs (rpynmbl 3a00JieBaHUN MIIM COCTOSHMI), MEIHIMHCKHE IOKa3aHHs W
NPOTHBOIIOKA3aHUA K TPUMEHEHHIO METONOB JHArHOCTHKH» YKa3bIBAIOTCH:
Kanobpl ¥ aHaMHe3, (U3MKaIbHOe oOOCleqOBaHHE, JAaOOpaTOpHBIE U
HHCTPyMEHTAJbHBIE  JMArHOCTHYECKHE HCCIefoBaHMS, AU epeHuunansHas
IVArHOCTHKA M HHBIE JUAarHOCTHYECKHUE HCCIECNOBAaHMSA, a TaKkKe KpHUTEPHH
yCTaHOBJICHHs 3a00JIEBaHUS NI COCTOSHUS;

B pasjgelne KIMHHYECKHX pexomeHAanmi «OpraHusands OKa3aHHs
MEIULMHCKON IOMOINM» YKa3bIBAIOTCSA 3Tallbl OKa3aHUS MEAMIUMHCKOM ITOMOIIH,
MEIUIMHCKHAE IOKa3aHUsA K TOCHUTAJIM3AlMd B MEIULHUHCKYIO OpPraHH3aIldi0 H
OCHOBAHH BBITHCKH MAIHEHTa U3 MEIUIUHCKON OpraHu3anuu,

BCE IIKANIbl OLIEHKH, 3a MCKIIOYEHUEM IIKAJT OLEHKU, MCIOIb3YEMBIX I
OLIEHKH YDPOBHEW [OCTOBEPHOCTH JOKa3aTenbcTB (gamee — Y]IJI) u ypoBuei
yOeUTENBHOCTH peKoMmeHIamuit (manee — VYVYP), BompocHWkKd © [Apyrue
OI[CHOYHBIE MHCTPYMEHTHI COCTOSIHHS MaIMeHTa yKa3blBatoTCsd B IIprimoxkeHusx
['1-I'N (npunoxenue Ne 1 k HacTosmmuM TpebGoBaHUAM);

mkanel omeHku YJJI u YVP ykaseBatorcs B [lpunoxenunm A2.
Metogonorus pa3paboTKd KIMHUYECKUX peKOMeHpaauui (mpunoxenue Ne 2 K
HacrosmuM TpeGoaHUsM).

! VrBepxaena mpukasom MmuHucTepcTBa 3apaBooxpaneHus Poccuiickoit ®epepamun ot 13 OkTAOps 2017 r.
Ne 804n (3aperucTpupoRaH MunuctepetBoM toctdumu  Poccuiickoif ®enmepaumu 7 Hos6ps 2017 r.,
perucTparmoHHbi Ne 48808).



5. Undopmarust mo BompocaM NPOGHIAKTUKH, JHArHOCTHKM, JICYCHHSA H
peabunMTaIUK BKIFOYAEeTCS B KIMHUYECKHE PEKOMEHIAIlMU Ha OCHOBE IPUHIIUIIOB
JIOKa3aTeJIbHOW MEIULIUHEI.

6. ITpu popMHUpOBaHKH TE3UCOB-PEKOMEHAALMI COOMIONAIOTCS ClEAYIOMHe
TpeOOBaHHS:

KaXIBIH Te3uC-peKOMEHAAs OTBEYaeT Ha CIIEAYIOIIUE BOIPOCEHL «YTO
I€NaTh?», KKOMY JeNlaTh?», «C KaKoi Lenbo?»;

B Te3MCe-pEKOMEH/IAIIMU yKa3bIBAaeTCs, YTO MEAMLIUHCKOE BMEMIATELCTBO
«PEKOMEHIYETCS» U «HE PEKOMEHYETC»;

Te3UC-PEKOMEHAIMY  TPENCTaBIAIOTCS B pasgenax  «JlmarHoctuka
3a00/leBaHMS MM COCTOSHMS (Tpynmbl 3a0ojieBaHMii WM  COCTOSHHIA),
MEOUIMHCKHE I[IOKA3aHWs M IPOTHBOMOKA3aHWs K IIPUMEHEHHIO METOIOB
IUArHOCTUKH», «JleyeHne, BKIIOYAas MEIHKAMEHTO3HYIO U HEMEAUKAMEHTO3HYIO
Tepandy, OUeTOTepamuio, o00e3001uBaHKME, MEIULMHCKHE IIOKa3aHUA H
IPOTUBONOKA3AHUS K MPUMEHEHHIO METOAOB JIEYeHHus», «MenuuHcKas
peabuIuTaN¥s, MEAUUMHCKUE ITOKa3aHHWs M NPOTHBONOKAa3aHMA K MPUMCHEHHUIO
METOJ0B peabumuranum», «lIpodunakTuka M IHUCIIAHCEPHOE HaOIIOIeHME,
MEIULUHCKHE IIOKa3aHHsA M TPOTHBONOKAa3aHWs K IPUMEHEHHIO METONOB
PO UITAKTHKIY;

TE3UCHI-PEKOMEHAAIIMH COMPOBOXKIAIOTCS MOSACHAOMMMHA KOMMEHTAPUAMHU;

HasBaHUA (papMaKoTepaneBTUYECKUX IPYII JIEKAPCTBEHHEBIX MPENaparoB B
COOTBETCTBHM C  aHATOMO-TEPAIIEBTHYECKO-XMMHYECKOH  KiacCHHUKalued,
pekoMeHoBaHHON  BcemupHO# ~ opranmusanmedi = 3IpaBOOXpaHEHHS,  HIIH
MEXIyHAPOIHbIE HENAaTCHTOBAaHHBIE MJM TPYNIUPOBOYHBIC, MM XUMHYECKUE
Ha¥MEHOBaHMS JIEKAPCTBEHHBIX MPENapaToB AJI MEAUIMHCKOrO MPUMEHEHHS, a B
CIIy4asiX MX OTCYTCTBHS — TOPTrOBbIE HaMMEHOBAHHU: JIEKAPCTBEHHBIX MPENapaToB
A1 MeOUIMHCKOTO NPMMEHEHHs YKa3BIBAIOTCS B 3aBUCHMOCTH OT JAHHBIX 00
3>pdekTHBHOCTH ¥ O0€30MACHOCTH HMX INPHMEHEHHMS B Cllyyae €Cld Te3HC-
pPEKOMEH IaIKsi OTHOCUTCS K IPUMEHEHHMIO JIEKaPCTBEHHEIX IIPENapaTos;

Ha¥MEHOBAHHWE  JIEKAPCTBEHHOI'0  Mpemapara  BBIACIIETCS  OBYMs
3Be3qoukamMu  (**) B cilydae eclli  TE3UC-PEKOMEHJAlMs OTHOCHUTCS K
JIEKapCTBEHHOMY [perapary A MEIUIHUHCKOrO NPUMEHEHHWsS, BHECEHHOMY B
nepevyeHb XHU3HEHHO HEOOXOMWMBIX M Ba)KHEHINMX JIEKAPCTBEHHBIX IMPENapaToB
JUT MELMHCKOrO IPHMEHEHHS

HAaNMEHOBAHUE MEIMIIMHCKOTO M3JIENNS BBIACIACTCA TPEMs 3Be30YKaMH
(***¥)® B ciyuae  eCHM Te3MC-PEKOMEHIAUMS OTHOCHUTCA K MEIUIMHCKOMY
M3/eNHI0, IMIUIAHTHPYEMOMY B OPTaHH3M YelloBeKa IPU OKa3aHMM MEIMIMHCKON
IOMOIX B paMKaX MPOrpaMMbl TOCYNApCTBEHHBIX TapaHTHH OeCIIaTHOro
OKa3aHHUA IpaxkIaHaM MEIULHUHCKON IIOMOIIIH;

? [epedetn KU3HEHHO HEOGXOTUMBIX M BAXKHEHIINX TEKAPCTBEHHBIX [PENapaToB ATA MEIMUMHCKOrO MPUMEHEHHS
Ha 2019 rog, yreepxieHHsIH pacniopskenuem Ilpasutenscrsa Poccuiickoit ®enepaman ot 10 pexabps 2018 r.
Ne 2738-p (Cobpanme 3axonomaTenscTa Poccuiickoit denepauuu, 2018, Ne 61, cr. 8075).

* [epeyeHs MEIVIIMHCKUX W3€/HH, AMIUIAHTUPYEMBIX B OPTaHH3M YENOBEKA NPH OKa3aHUH MEeIMUMHCKOM TOMOLIM
B pamMKax MpOrpamMMbl [OCYHAPCTBEHHBIX FapaHTHH GECIUIATHOrO OKa3aHHA TPaKJaHAM MEIULMHCKOH MOMOIMIH,
yTBEp)KIeHHHI pacnopsokeHueM Ilpaeurenscrsa Poccmiickoii ®enepauun or 31 nexabps 2018 r. Ne 3053-p
(Cobpanue 3axononarenscTsa Poccuiickoii ®eneparmn, 2019, Ne 2, ct. 196).
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HalMEHOBaHME CIENMAIM3HPOBAHHOTO TPOAYKTa JiIeyeOHOro NHTaHML
BBIZENIAETCS YETHIPEMS 3Be3oukamu (****) B cioydae eci Te3MC-pEKOMEHIANMS
OTHOCHTCS K  CIHENUaIM3HPOBAHHOMY MNpPOAYKTy  Je4eOHOro  IHUTaHu,
BKJIFOYEHHOMY B IIEPEUYEHD CIIEIHATH3HPOBAHHBIX IIPOAYKTOB JIEUeOHOrO NUTaHU
IS HeTeﬁ-HHBaHHHOB4;

nepel HaMMEHOBaHMEM JIEKAPCTBEHHOrO Mpelapata CTaBHTCA 3HAK «#», a
TaKXKe YKa3bIBAIOTCS CBEJEHHS O CIocoO0e NpPHUMEHEHHs JIEKapCTBEHHOIO
npemnapata # [103€, [UINTENHHOCTH €ro IpHEMa C YKa3aHWeM CCHUIOK Ha
KJIMHAYECKHE HCCIeNoBaHud 3(PQPEKTHBHOCTH U 0€30MacCHOCTH IPUMEHIEMOrO
pexuMa J03MpPOBaHHMSA TpPH JaHHOM 3aboleBaHMM JUOO  CCBUIOK — Ha
COOTBETCTBYIOI[HE MCTOYHHKH JIUTEPATYyphl B CIy4ae €CIH TE€3HUC-PEKOMEHIAINS
OTHOCHTCA K JIEKapCTBEHHOMY TMpenapaTry s MEIHIHUHCKOTO INPUMEHEHHS,
HCIIONIL3YyEMOMY B HE COOTBETCTBUM C IIOKA3aHMAMH K IPUMECHEHHIO H
IPOTUBOIIOKA3aHUAMH, CIIOCOOaMHU TNPUMEHEHHMS U J03aMH, COAEPKAUIMMHUCS B
MHCTPYKIMM [0 INPHMEHEHHIO JIEKAPCTBEHHOTO  IIpemapara.  YKaszaHue
JIEKaPCTBEHHBIX MPENapaToB AJI MEJULUHCKOro IPUMEHEHMs, HCIOJIb3YEMBIX B
HE COOTBETCTBHM C IIOKa3aHHUAMH K IPUMEHEHHIO U IPOTHUBONOKA3aHUAMH,
Croco0aMy INpHMEHEHHs U J03aMH, COAEpXKAIUUMHCA B HHCTPYKIHH IIO
NPHMEHEHHIO JIEKAPCTBEHHOro MpenapaTa, 0e3 yKa3aHHBIX BBIIIE CBEACHHH U
CCBUIOK Ha KJIMHUYECKHE HCCleNoBaHus 3P PeKTHBHOCTH U 6€30IacHOCTH JaHHOIrO
pexXuMa Ipd [JAaHHOM 3a00JIeBaHUM NHMOO CCBHUIOK Ha COOTBETCTBYIOLIHE
HUCTOYHHUKH JIATEPATYPHI HE JOMYCKAETCS;

TE3UCHI-PEKOMEHIAIMA B KIMHUYECKAX PEKOMEHIAIMAX COMPOBOXKIAIOTCS
CCBUIKAMM HA UCTOYHHKH JUTEPATypHl U ykasanueMm Y/l u YVYP nannoro resuca-
PEKOMEH/AIMK - B COOTBETCTBHH C CAMHBIMH IKanamu oueHkd YJJI u YVP
(npunosxenre Ne 2 k HacTosaumM TpeGoBaHUAM), ONIMCAHHEIMH B IIKaJIaX OLICHKH;

npu pa3paboTKe WM NepecMOTpe KIMHUYECKHX DEKOMEHJIAlU# OlleHKa
VT u YYP npoBoanTCsS HAa OCHOBaHWH €AMHBIX KA OIEHKU (IpHioxeHHne Ne 2
K HacTosamuM TpeOoBaHUAM);

TE3UCHLI-PEKOMEHIAMH  HOCAT  KaK  IOJIOXKHTENBHBIH  Xapaktep
(PEKOMEHIOBATh  BMEIIATENbCTBO), TaK M  OTPUIATEBHBIA  XapakTep
(He peKOMEH/IOBATh BMEIIATENILCTBO).

4 [lepedeHb CEUHANM3UPOBAHHBIX MPOAYKTOB JIEUeGHOrO NHTaHHA UIA [ETeH-MHBAIMAOB Ha 2019 rog,
yTBEPX/ICHHBI pacnopskeHuem IIpaeurenbctsa Poccuiickoii ®enepamun or 22 oktsbpsa 2018 r. Ne 2273-p
(Cobpanue 3akoHonaTenscTBa Poccuiickoit ®enepauuu, 2018, Ne 44, 1. 6786).



[Tpunoxxernue Ne 1
K TpebGoBaHUAM K CTPYKTYpE
KIIMHUYECKUX PEKOMEHIaLNM,
COCTaBy M Hay4YHOH 00OCHOBAaHHOCTHU
BKJIIOYa€MOH B KIIMHUYECKUE
pekoMeHIaIKu HHGOopMaLyH,
YTBEPKACHHBIM NIPUKA30M
MuHnCcTepCcTBa 3IpaBOOXPAHECHUS

Poccuiickoit ®enepannu

oT «ozp»yﬁeééav&ﬂ 2019 r. Neo %0_3#

PexomenayeMElit 0Opazen

[HIaos0oH
BIJIIOYEHHS KIHHHYECKHX IKAJ OHEHKH, BONPOCHHKOB H IPYrHX
OI€HOYHBIX HHCTPYMEHTOB COCTOSIHHS NMANHEHTA

Ha3paHune Ha pyCCKOM S3BIKE:

OpuruHanbHOe Ha3BaHHUE (€CIU €CTh):

Wctounnk (opuimanpHBIi caldT  pa3pabOTYMKOB, MyOnMKamus C
BajMIanueil):

Tumn (mog4epKHyTH):

- [IKaJja OI[eHKU

- HHJIEKC

- BOIPOCHHUK

- apyroe (YTOYHUTB):

Haznauenwue:

Coneprxanue (11abJIoOH):

Kimou (uHTEpIpeTanus):

[loscHenus:




Ipunoxenune Ne 2
K TpeboBaHHAM K CTPYKTYpE
KJIIMHHYECKUX PeKOMEHAIUMI,
COCTaBy H HayJYHOH 00OCHOBAaHHOCTH
BKJIFOYaeMOH B KIIMHHYECKHUE
peKoMeHauu HHGOpMaIUH,
YTBEPKIEHHBIM IPUKA30M
MuHucTepcTBa 31paBOOXPAHEHUS

Poccuiickoit Penepaunu

OT « D%»_%WM 2019 1. Ne @f{

PexoMeHnmyemblit 0Opazen

M kanbi
OLIEHKH ypoBHeii 1ocToBepHOCcTH A0oka3aTeabcTB (Y /) ans meTonos
AHATHOCTHKH, NPOPHIAKTHKH, JeUeHHS H PeaOHIHTANHH (IHATHOCTHYECKHX,
npodHIaKTHYECKHX, JIe4eOHbIX, Pea0HIHTAINHOHHBIX BMELIATE/ILCTB) H
IIKAJIa OlEeHKH ypoBHeii yoeauteabHocTH pekomenaannii (YYP) nas merogos
NpoQpMIAKTHKH, THATHOCTHKH, JIeYeHHAS H PeaOHIuTANHH
(npodmIaKTHYECKHX, AHATHOCTHYECKHX, JT€9eOHbIX, PeaOHIHTAIHOHHBIX
BMeIIATe/IbCTB)

1. IIkana
OIIEHKH YpOBHel mocToBepHOCTH AoKa3arenscTs (Y )
U1 METOAOB AMArHOCTHKM (IMArHOCTHYECKHX BMEIIATEILCTB)

YA Pacmu¢poBka

1. | Cucremarnueckue 0030pBI KMCCIECNOBAHUH C KOHTpOJIEM pedepeHCHBIM
METOIOM  HJIM  CHCTeMaTHdecKuil  0030p  paHAOMU3HUPOBAaHHBIX
KIMHMYECKUX HCCIIEIOBAHUH ¢ IPUMEHECHHEM METa-aHaIn3a

2. | OtmenbHBIE HCCIENOBaHHS C KOHTponeM pedhepeHCHBIM METOIOM HIIH
OTAENbHBIE  PaHAOMH3MPOBAaHHBIE  KIMHUYECKHE  HCCIECJOBaHHS H
cUCTeMaTH4yecKHe 0030pel  HMCCleNoBaHWiT  moboro  nu3aiiHa, 3a
ACKIIOYEHNEM PaHIOMH3UPOBAHHBIX KIMHUYECKUX HCCIEIOBaHMM, C
IpHMEHEHHEM METa-aHaJInu3a

3. | Uccnenosanus 6e3 mOCIe€I0BaTENLHOr0 KOHTPOJIA pedepeHCHBIM METOAOM
WIM MCCIEAOBaHHS C pedepeHCHHIM METOAOM, HE SABIIOIUMCS
HE3aBHCHMBIM OT HCCIIEAYEMOr0 MeETOoJa WM HEPaHIOMHU3UPOBAaHHBIE
CpaBHHUTENIbHBIE UCCIIEIOBAHMUS, B TOM YHCJIE KOTOPTHBIE MCCIIEOBAHUA

4. HCCpaBHI/ITeJ'[LHI:Ie HCCJICJOBAaHMs, OTUCAHUEC KIIMHUYCCKOro ciry4dasa

e

HUmeerca e 0O0OCHOBaHHE MEXaHHW3Ma JCHCTBUS HIM MHEHHE
OKCHEPTOB
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2. Illkana
OLIEHKH yPOBHE# mocToBepHOCTH HokazaTenbeT (V)
IJIS METOZ0B MPOQHUIIAKTHKH, JiedeHHs M peabumtanun (IpoQUIaKTHYECKHX,
NeueOHBIX, peadUIMTAIHOHHBIX BMEIIATEILCTB)

N0 PacmmdpoBka
1 Cucremaruyeckuit 0030p PaHAOMH3UPOBAHHBIX KJIMHAYECKUX
HCCJIeIOBaHUH C MPIMEHEHNEM METa-aHaIN3a

2. | OrnensHBle  PaHIOMHU3UPOBAHHBIE  KIMHHUYECKME  MCCIEIOBaHHA H
CHCTEMaTHYeCKHe O0030pEl  HCCIeNOBaHWi Jmoboro  gusaiiHa, 3a
UCKIIIOYEHHEM PpaHIOMH3UPOBAHHBIX KIMHUYECKAX HCCICJOBaHMMH, C
IpUMEHEHHEM METa-aHaju3a

3. HepaHI[OMI/IBI/IPOBaHHLIe CPpaBHUTCIIBHBIC HCCJIICIOBaHUSA, B TOM YHCIIC
KOTOPTHEIC HCCIIEOBAHUS

4, HeCpaBHI/ITeJIBHBIe HUCCIICA0OBAHUA, OIIMCAHUC KIIMHHYCCKOro ciy4das HIIH
CEPHH CJ1y4acB, HCCJICHJOBAHNUC ((Cﬂy‘{aﬁ-KOHTPOHB))

5. HNmMeeTcs auimmp OOOCHOBAaHME MexXaHH3Ma JEeHWCTBHS BMENIATEIbCTBA
(HOKIMHUYECKHE HCCIIIOBAHNUS) MIIX MHEHHE SKCIIEPTOB

3. Illxana
OLIEHKH ypOBHE# yOenurenpHocTH pekoMeHganuii (YYP)
IJIS. METOLOB NPOMUIIAKTHKH, TUATHOCTHKH, JICYSHUS U peabHIINTanuu
(MpodHIAKTHYECKUX, TUATHOCTHICCKHX, JT€I€OHBIX, PeaOUIUTAlld OHHBIX

BMEIIATEIBCTB)
YyP Pacmn¢poBka
A | CunbHas peKoMeHAanus (Bce paccMaTpuBaeMble KpHTEPUHU

s deKTHBHOCTH (MCXOIBI) SBIIOTCS BaXKHBIMH, BCE HCCIIEMOBAHUSA HMEIOT
BBICOKOE HJIM VIOBJIETBOPUTEIFHOE METOAOIOTMYECKOE KadecTBO, HX
BBIBOZIBI 10 HHTEPECYIOIUM HCXO01aM SIBJISFOTCS COTIaCOBAHHBIMH)

B | VcnoBHas pekoMeHpaius (HE BCE pacCMaTpUBacMble  KPHTEPHH
5 GEKTUBHOCTH (MCXO[BI) SABISIOTCS BaXHBIMH, HE BCE HCCIIEIOBaHUS
MUMEIOT BBICOKOE WM YIOBIIETBOPUTENBHOE METONOJOTMYECKOE Ka4yeCTBO
W/MIIA WX BBIBOABI II0 MHTEPECYIOUIAM KMCXOJaM HeE  SBIIIIOTCS
COIJIACOBAHHBIMH )

C |Cnabas pexkoMeHpaamus (OTCYTCTBME [JOKa3aT€NbCTB  HaJIexXaulero
KayecTBa (BCE paccMaTpHBaeMble KpuTephH 3(QEKTHBHOCTH (MCXOIBI)
ABNIAIOTCS  HEBAXXHBIMH, BCe  HCCIEJOBaHMA  HMMEIOT  HH3KOE
METOJOJIOTHYECKOE KAYECTBO ¥ MX BBHIBOJIBI 10 HHTEPECYIOIIMM HCXO/aM He
SBJISIOTCS COTJIACOBAHHBIMH)




