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3apeructpuposano B Musnrocte Poccun 8 mast 2019 r. N 54588

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOEPALNA

NMPUKA3
oT 28 cpeBpansa 2019 r. N 103H

Ob YTBEPXOEHUU NMOPAOKA N CPOKOB
PA3PABOTKMN KIIMHUYECKNX PEKOMEHOALIMA, UX NEPECMOTPA, TUMOBOW
®OPMbI KITMHUYECKUX PEKOMEHOALIUA N TPEBOBAHUU K UX CTPYKTYPE,
COCTABY U HAYYHOU OBOCHOBAHHOCTU BKITKOYAEMOW B KNUHUYECKUE

PEKOMEHOALUWUN NHO®OPMALIUU

B cooTtBercTBHHM ¢ yacThio 9 cTathu 37 denepanbHoro 3akoHa ot 21 Hos10ps 2011 r. N 323-03 "O6
OCHOBax oOXpaHbl 370poBbsi rpaxkgaH B Poccuiickoii ®enepanuu" (CoOpaHue 3aKOHOJATENIHCTBA

Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2015, N 10, ct. 1425; 2017, N 31, ct1. 4791; 2018, N 53,
cT. 8415) npukaspiBato:

YTBepAUTH:

MOPSAOK W CPOKH pa3pabOTKM KIMHUYCCKUX PEKOMEHIAIMH, WX TepecMoTpa COTJIACHO
npunoxeHuto N 1;

TUIOBYIO (POPMY KIMHUYECKUX PEKOMEHJAIUI COTJIaCHO MpuiioxkeHuto N 2;

TpeOOBaHUS K CTPYKType KIMHMUYECKUX PEKOMEHJIAIMi, COCTaBy M Hay4HOH OOOCHOBAaHHOCTH
BKITIOYa€MOM B KIIMHUYECKHE PEKOMEHIAIMN HH(OPMAIMH COTJIACHO MpuiioxkeHnto N 3.

Munnctp
B.N.CKBOPIIOBA

[Ipunoxxenne N 1
K IIpUKa3y MHUHUCTEPCTBA 31paBOOXPAHEHMUSI

Poccuiickoit ®enepanuu
ot 28 ¢espamnst 2019 r. N 103n

NOPAONOK N CPOKU
PA3PABOTKU KIIMHWYECKUX PEKOMEHAOALUWU, UX TEPECMOTPA

1. Hacrosmmii [lopsmgoxk ycraHaBiIMBaeT TMpaBWia W CPOKM Pa3pabOTKH  KIMHUYECKHX
PEKOMEHIALNN U UX IIEPECMOTPA.
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2. KiuHudyeckne peKOMEHAANWMW pa3padaThBAlOTCS MEIUIUHCKHUMH  TPO(ecCHOHATBHBIMA
HEKOMMEPUYECKUMHU OpraHu3alMsIMUd IO OTAEIbHBIM 3a00JIEBaHUSAM MM COCTOSHHUAM (rpynmnam
3a00JIeBaHUN WM COCTOSIHUN) C YKa3aHMEM MEIULUHCKUX YCIIYT, MPEeIyCMOTPEHHBIX HOMEHKIATypOou
MEIUIMHCKUX yCIyT <I>.

<1> Yactp 3 cratbu 37 PenepanbHoro 3akoHa ot 21 nHos6ps 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 3710poBbs rpaxnaaH B Poccuiickoit ®enepauun" (Cobpanue 3akoHonaTesnbcTBa Poccuiickoit
@eneparum, 2011, N 48, ct. 6724; 2015, N 10, ct. 1425; 2017, N 31, cT. 4791; 2018, N 53, cT. 8415)
(manee - denepanbHbiii 3akoH N 323-D3).

3. Kiunuueckue pekoMeHJaluuu pa3palaThIBalOTCSI B COOTBETCTBUM C THUIIOBOM (popmoit
KIIMHUYECKUX PEKOMEHAALMM, NMpeayCMOTPEHHOW npuioxkeHueM N 2 K HaCTOsIIEMY IIpUKa3zy, U B
COOTBETCTBUM C TpPeOOBAaHUSMH K CTPYKType KIMHHYECKMX PEKOMEHJAIMi, COCTaBy U Hay4HOMU
00OCHOBAaHHOCTH BKIIIOYa€MOM B KIMHMYECKHE PEKOMEHIAIMKd HWH(POPMALUHU, IMPeIyCMOTPEHHBIMH
npuioxeHueM N 3 K HaCcTOAIIEeMY MPUKa3y.

4. KnuHuueckue peKOMEHIAIUH pa3palaThIBAIOTCS MO TEepedHI0 3a00JIeBaHUM WM COCTOSHHMA
(rpynm 3a00JIeBaHUI WM COCTOSIHUM), hopMHupyeMoMy MUHHCTEPCTBOM 37paBooxpaHeHus: Poccuiickoi
®denepanyivi B COOTBETCTBUHM € 4acThio 3 cTaThu 37 PeaepanbHoro 3akoHa N 323-D3 (nanee - nepeyeHs).

5. MeauuuHckue npodeccuoHanbHble HEKOMMEPUECKUE OpraHu3aluy B Te4eHue 1 mecsua co JHS
pa3MmelieHust TepeuHss Ha oduuumanbHOM caiite MuHHCTEpCcTBa 3IpaBooXpaHeHHs Poccuiickoit
denepanuu B UHPOPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu "MHTepHeT" (najnee - opuiuaabHbINA CalT
MunucTepcTBa) HanpasisloT B MUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit denepannu yBe1oMieHue
0 Hayasie pa3paboTKU KIMHUYECKUX PEKOMEHAALNH.

6. MeauuuHckue npodeccuoHanbHbIe HEKOMMEPUYECKHE OpPraHM3allii pa3paldaThIBAIOT MPOEKTHI
KIIMHUYECKUX PEKOMEHJALUNA U OPraHU3yIOT UX OOIIECTBEHHOE OOCYXKIEHHE, B TOM YHUCIE C y4acTHEM
Hay4YHBIX OpraHM3alui, OOpa30BaTENbHBIX OpraHU3alMid BBICIIETO O00pa30BaHMS, MEIUIIMHCKUX
OpraHu3aiyii, MeIUIUHCKUX NPOPECCHOHATBHBIX HEKOMMEPYECKHX OpraHu3aluid, UX acCOIMallHii
(coro30B), ykazaHHBIX B 4acTh 5 ctaThu 76 denepanbHoro 3akona N 323-D3, a Takxke MOCPEICTBOM
pasmernieHuss B WHOOPMAIMOHHO-TEJIEKOMMYHUKAIIMOHHOK ceTn "MHTepHEeT" B TeueHHe 4 MecCsIeB CO
JHs HalpaBieHus B MUHHMCTEPCTBO 31paBooxpaHeHus Poccuiickoit denepanuy yBeJOMIICHHs O Hadae
pa3paboTKu KIMHUYECKUX PEKOMEHIAIU.

7. Ilo OKOHYaHMM CpOKa, YKa3aHHOro B MHyHKTe 6 Hactosdwero Ilopsaka, meauuMHCKas
npodeccroHalbHas HEKOMMEpUYecKasi OpraHu3alys HamnpaBiseT B MUHHCTEPCTBO 3/paBOOXpaHEHUS
Poccuiickoit ®enepaniii NUCBMEHHOE 3asBICHHE O pa3pabOTKe WIM TEPeCMOTPE KIMHUYECKUX
pexoMeHAanui (nanee - 3asBIEHHME) HAa OyMaKHOM HOCHUTENIE M B DJIEKTPOHHOM BHJIE, COAEprKallee
CJICAYIOIINE CBEICHUS:

HalMEHOBaHME pa3paboTunka (MOYTOBBIA ajapec, KOHTAKTHBIA TelaeoH, aapec 3IeKTPOHHOM
MIOYTHI);

HalMEHOBAHHUE IPOEKTOB KIMHUYECKUX PEKOMEHIALMH C YyKa3aHWeM Koja 3a00JeBaHUs WU
COCTOSIHUS (IpyMIIbI 3a00JI€BaHUS UM COCTOSIHUI) B COOTBETCTBUU ¢ MeEXIIyHApOAHON CTaTUCTHUECKON
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kinaccudukanueit 6one3Hei u mpo0IeM, CBSI3aHHBIX CO 3I0POBBEM;
BO3pacTHAs KaTeropus MaIleHTOB.
8. K 3asBriennto mpuiaratotrcs KIIMHUYECKHE PEKOMEH/IalliH.

9. HayuHno-nmpakTuueckuii coBeT MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit denepanyu
co3iaer paboure TPYIIbl U KOMHUCCHUU C TPUBICUEHUEM HHBIX MEIUIMHCKUX MpodheccrnoHaTbHbBIX
HEKOMMEPUYECKHUX OpraHu3alui, HMEIOIUX B CBOEM COCTaBE€ MEIUIMHCKUX pabOTHUKOB IO
COOTBETCTBYIOLLIEH CHEIHAJbHOCTH, B MLENAX pa3pabOTKU KIMHUYECKUX PEKOMEHAAIMA B clydyae
HEIpeICTaBICHUS KJIIMHUYECKUX PEKOMEHIaluii MEIULUHCKUMU npogecCHOHATBHBIMU
HEKOMMEPUYECKMMU OpraHM3alMsIMU B YKa3aHHbIM B IyHKTe 6 Hactoswmero llopsaka cpok, a Takxke B
cllyyae, €CH 10 OTACIbHBIM 3a00JI€BaHUSAM WM COCTOSHUAM (TpymraM 3a00JeBaHUNA WIIM COCTOSIHHMA),
BKJIIOYEHHBIM B IIEPEYEHb, B TEUECHHUE 2 MECSILEB CO JIHSA pa3MELICHUs MepedHs Ha OQHUIIUAIBHOM caiite
MuHuCTepCTBa HE MOCTYNMIIO YBEIOMIIEHHE O Haydajie pa3padOTKU KIMHMYECKHUX PEKOMEHAALUH HU OT
OJTHOM METUITMHCKOU MpodeCcCHOHATHFHOM HEKOMMEPUECKOW OpTraHu3aIiy.

10. Knuanueckne peKoMeHJaluu epecMaTpuBaroTcs He pexke 1 pasa B 3 roga u He yanie 1 pasa B 6
MECSIIIEB.

11. [Jns pa3paboTku W MepecMoTpa  KIMHUYECKUX  PEKOMEHIAUWHd  MEIUIUHCKUMHU
npodecCHOHAIbHBIMM ~ HEKOMMEPYECKUMH ~ OpraHu3auusaMu  (QopMHUpyIOTCsl paboune Tpymmbl 10
pa3paboTKe U mepecMOTpy KIMHUYECKUX PEKOMEH AWK (anee - pabouue TPpyIs).

12. B coctaB pabouux Ipynm MOTYT MNPUBJICKAThCS CHEIUAINCTBI, YYaCTBYIOIIUME B OKa3aHUU
MEJIMIMHCKOW TOMOIIM NpH 3a00JIeBaHUM WJIM COCTOSHUH (Tpyrie 3a00eBaHuil WM COCTOSIHHIA), IO
KOTOPBIM pa3pabaThiBalOTCSl KIMHUYECKHE PEKOMEHIAIMK, HaydHble paOOTHUKH, CIEHUATHCTBI B
o0JlacTH  J0Ka3aTeNbHOM MEAMIMHBI, COLIMAJbHbIE PAOOTHUKH, MPEACTABUTENN IMAUEHTCKUX
OpraHu3aluil, FOPHUCTBI, MPEACTABUTEIN CTPAXOBBIX MEIMIMHCKUX OpraHu3alui, CHENUaIUCThl B
o6acti MH(OPMAITMOHHBIX TEXHOJIOTHI U MEKTYHAPOTHBIE KOHCYIbTAHTHL.

13. Pemenust paboueil rpymnmsl NPUHUMAIOTCS MPHU MOJAECPKKE HE MEHEe ABYX TpeTeil OT uucia
roJI0COB IPUCYTCTBYIOLUX HA 3aCE€JaHUU YWICHOB paboyuell IpyIbl.

14. Pemenuss paboueit rpynmbl O(QOPMISIOTCS MPOTOKOJIOM, KOTOPBIA  MOJMUCHIBACTCS
pyKoBoauTeNeM paboueil TpyIIibl U WieHaMu paOoyeid Ipymiibl, IPUCYTCTBOBABIIMMU Ha 3aCEJaHUU.

[Ipunoxenue N 2

K IIpHUKa3y MUHUCTEPCTBA 3/1paBOOXPAHEHHS
Poccuiickoit ®enepanuun

ot 28 ¢espana 2019 r. N 103n

Tunosas Gpopma
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Kimanueckue pexomenganuu
I. TurynbHBIA TUCT
HanmMeHnoBanue KIMHUYECKON PEKOMEHAALNH.

KonmupoBanne mo MexayHapomHOW cTaTHCTHUECKOW Kiaccudukanuu Oone3Hedr W mpoliem,
CBSI3aHHBIX CO 3/I0POBBEM.

Bo3spactHas rpynmna.

Pa3zpaboTunk KTMHUYECKONH PEeKOMEHIAITHH.

Tl'ox yrBepxkeHus.

II. Ornasnenue

III. Cniucok cokpanieHuii

IV. TepMuHs! 1 onpeneneHus

V. Kpatkas undopmarus 1o 3a00J€BaHUIO WIIH COCTOSTHUIO (TpyNIie 3a00IeBaHUNA UITH COCTOSTHUMN )
1. OnpeneneHue 3a00JI€BaHUS LU COCTOSIHUS (TPYIIITBI 32001€BaHUI UM COCTOSTHHN ).

2. DTronorus U naToreHe3 3a00J€BaHUS WK COCTOSTHUS (TPYIMIbI 3200JI€BaHUIN WIIK COCTOSTHUI).
3. DnuneMuonaorus 3a00JeBaHUs WM COCTOSHUS (TPYIIBI 32a00JI€BaHUA WM COCTOSTHUR ).

4. OcoOeHHOCTH KOIUPOBaHUS 3a00JeBaHUS WM COCTOSAHMUSA (TpyIIbl 3a00ieBaHUM WM
COCTOSTHUI) TI0 MeXTyHapOTHOM CTATHCTUYCCKON KiaccupuKanuu 00JIe3HEH U MpoOsieM, CBI3aHHBIX CO
3I0POBBEM.

5. Knaccudukanus 3a007eBaHUs WIH COCTOSIHUS (TPYIIITBI 3a00JIEBAHUN WIIA COCTOSHUM ).
6. Knnunnueckast kapTrHa 3a00J€BaHUS WM COCTOSIHUS (TPYIMIbI 3200JIeBaHUN MIIM COCTOSTHUI).

VI. [unarHoctuka 3a0ojieBaHUs WIM COCTOSHUS (Tpynnbl 3a00sieBaHM WM COCTOSIHUM),
MEJMLMHCKHUE NT0Ka3aHMsI U IPOTUBOIOKA3aHUs K IPUMEHEHHIO METO/I0B IMarHOCTUKU

1. Kanob6s! u anamHe3.

2. ®u3uKanpHOE 00CIe0BaHNUE.

3. JJabopaTopHble AUATHOCTUYECKUE UCCIICTOBAHUS.

4. UncTpyMEHTANIbHBIE TUAarHOCTUYECKUE UCCIIeTOBaHUS.

5. lHple mMarHoCTUYECKUE UCCIIEIOBAHUS.
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VII. Jleyenue, BKIrO4Yas MEIUKAMEHTO3HYI0 M HEMEIMKAMEHTO3HYIO TEpaluy, IUETOTEPAINHMIO,
00e30011BaHNe, MEAUIIMHCKUE IOKA3aHU U IPOTUBOMNOKA3aHUs K IPUMEHEHHUIO METOI0B JICUEHHUS

VIII. MeauuuHcKkas peabmintanus, MEIUIUHCKNE TOKAa3aHUs U MPOTUBOINOKA3aHUS K TPUMEHEHHUIO
METO0B PeadUIUTALUN

IX. Tlpodunaktruka u gUCTIaHCEPHOE HAOIIOJEHNE, MEAUIIMHCKAE TTOKA3aHUSI U MPOTHBOTIOKA3AHUS
K IPUMEHEHHUIO METO0B MPO(DUIAKTUKU

X. Opranu3zanus oKa3zaHus METUIIMHCKON TTOMOIITN

XI. TononuutenbHas nHGopManus (B TOM urcie (pakTopsl, BIUSAIOIUE HA UCX0 3a00JI€BaHUS WU
COCTOSIHUS)

XII. Kputepun oLleHKH KauecTBa MEAUIIMHCKON IOMOIIH
XIII. Ciucok nuTepartypsl

XIV. Ilpunoxenue Al. CoctraB pabGoueil rpynmsl MO pa3paboOTKE M MEPECMOTPY KIMHMUYECKUX
pEeKOMEH I

XV. Ilpunoxenue A2. Merononorusi pa3pab0oTKH KIMHUYECKUX PEKOMEH AL

XVI. Ilpunoxenue A3. CnpaBouHble MaTepuayibl, BKIIOYas COOTBETCTBUE IOKAa3aHUM K
MPUMEHCHUIO W TPOTHBOIOKA3aHMM, CIOCOOOB MPUMEHEHUS H J03 JICKaPCTBEHHBIX TIPErapaToB
MHCTPYKIUU 10 MPUMEHEHUIO JIEKApCTBEHHOIO Mpernapara

XVIL [Ipunoxxenue b. Anroputmsl AeiicTBUi Bpaua
XVIIL. Ilpunoxenne B. Madopmanus s manueHTa

XIX. Ilpunoxenne I'l - I'N. Illkansl oueHKH, BONPOCHUKU U IPYTHe OLIEHOYHbIE MHCTPYMEHTBI
COCTOSIHUS NALMEHTA, IPUBEJCHHBIC B KIMHUUECKUX PEKOMEHAALMAX

[Tpunoxenue N 3

K IIpHKa3y MUHHCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoii ®enepanuu

ot 28 ¢eBpanst 2019 r. N 103u

TPEBOBAHUA
K CTPYKTYPE KITMHUYECKNX PEKOMEHOALUA, COCTABY U HAYYHOM
OBOCHOBAHHOCTU BKITIOYAEMOMN B KNMHUYECKUE
PEKOMEHOALUWUN UHOOPMALIUU
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1. CtpyKTypa KIMHUYECKUX PEKOMEHAAINN BKIIOYAET CAEAYIOUINE pa3Ieibl:

I. TutynbHBIM JIHCT.

II. OrnaBnenue.

I1I. Cniucok cokpalleHu.

IV. TepmuHsbI U onpeneneHusl.

V. Kpatkas uadopmarus no 3a0601eBaHUI0 MU COCTOSTHUIO (IpyIine 3a00JIeBaHUI WM COCTOSIHUN).

VI. [unarHoctuka 3a0ofieBaHUs WJIM COCTOSHUS (Tpynmbl 3a00JIeBaHMA WM COCTOSIHUM),
MEUIMHCKHUE MOKAa3aHMsI U MPOTUBOIOKA3aHUS K IPUMEHEHNIO METOI0B THArHOCTUKHU.

VII. Jleyenue, BKJIOYas MEIUKAMEHTO3HYI0O M HEMEIMKAMEHTO3HYIO TEpanuu, AUETOTEPAIlUIo,
O6C36OHI/IBaHI/Ie, MCIUIIMHCKHUC TTOKa3aHHW U IPOTUBOIIOKA3aHHUA K IPUMCHCHUIO MCTOZI0B JICUCHUS.

VIII. MenunuHCKas peabuiauTaius, MEIUIIMHCKHAE MTOKa3aHUs ¥ TIPOTUBOIIOKA3aHUS K IPUMEHECHUIO
METOIOB PEadMIUTALINY.

IX. [IpodunakTuka 1 JUCHaHCepHOE HAOJIOIEHNE, MEIUIIMHCKUE MTOKAa3aHHs U NMPOTUBONOKA3aHUS
K IPUMEHEHHUIO METOOB MPO(HIAKTUKH.

X. Opranu3zaius oKazaHusi MEAUIIUHCKON ITOMOIITH.

XI. JlononHuTenbHas uHGopmarws (B TOM 4uciie (aKkTOphl, BIUSIONINE HA UCXO 3a00JIeBaHUS WU
COCTOSITHHS ).

XII. Kputepun OLEHKM Ka4yeCTBa MEIULUHCKOU ITOMOILIH.
XIII. Ciucok auTepaTypsl.

XIV. Ilpunoxenne Al. CoctaB paboueill Ipynmbl 1Mo pa3padOTKe U NEPECMOTPY KIMHUYECKUX
pEeKOMEH 1.

XV. Ilpunoxenune A2. Merononorus pa3padoTKi KIMHUYECKUX PEKOMEHIAIUH.

XVI. TIlpunoxenue A3. ChopaBouHble MaTepualbl, BKJIIOYas COOTBETCTBUE IIOKA3aHUU K
MPUMEHEHUIO U TPOTHUBOIOKA3aHUM, CIMOCOOOB NPUMEHEHUS M 03 JIEKAPCTBEHHBIX IPEnapaTos,
MHCTPYKIMU 10 TPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara.

XVII. Ipunoxenue b. Anroputmsl 1eHCTBHN Bpaya.
XVIII. punoxenue B. Mndopmarus 1u1st manueHra.

XIX. Tlpunoxenne I'l - I'N. Illkansl oneHkH, BOMPOCHUKH U JPYTHe OLICHOYHBIE MHCTPYMEHTHI
COCTOSIHMS MIALIUEHTA, [IPUBEICHHBIEC B KIMHUYECKUX PEKOMEHIaLHAX.

2. Kiunuueckne pekOMEHIAlMH pa3pabaThIBAlOTCA C yKa3aHWEM MEIMULMHCKUX  YCIYT,
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MPEyCMOTPEHHBIX HOMEHKJIATYPON MEIULIMHCKUX YCIYyT <1>.

<1> VTBepxaeHa mnpukazoM MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepanuu ot 13
okta6pst 2017 r. N 804n (3apeructpupoBan MunucrepcrBoM toctuuuu Poccuiickoit deneparyu 7
HOs10pst 2017 1., peructpaumonssiii N 48808).

3. B xiImHHMYECKHX PEKOMCHAAIUAX MTPUMCHACTCA MCKIAYHAPOAHOC HCEIMATCHTOBAHHOC WIIN
rpynmupoBOYHOC, HWIW XHUMHUYCCKOC HAMMCHOBAHHUC JICKAPCTBCHHOTO IIpCIiapaTa IJisI MCEAUIHUHCKOI'O
IMPUMCHCHHUA, a B CIIy4asaX HMX OTCYTCTBHUA - TOProBOC HAMMCHOBAHHUEC JICKAPCTBCHHOI'O IIp€riapaTta IJId
MCIUIUHCKOI'O NPUMCHCHHUS.

4. Ilpu dopMupoBaHUN KIMHUYECKUX PEKOMEHIAMA HEOOXOAMMO COOIOATh CIICIYIOITHE
TpeGoBaHuUs:

BCE PEKOMEH/IAIMH 110 MPUMEHECHHUIO METUITMHCKUX BMEIIATEIIbCTB M3JIaratoTcs B GopMaTe KpaTKux
TE€3UCOB-PEKOMEH AN}

B KJIMHHYECKHE DPEKOMCHJAIIMM BKIIFOYAIOTCS PEKOMEHJAIMK 10 MPUMCHCHHIO METUITMHCKUX
BMCHIATCIbCTB (MGTO,Z[OB HpO(bI/IJIaKTI/IKI/I, JUArHOCTUKH, JICUCHUA U pea6I/I.HI/ITaI_II/II/I), B TOM 4YHUCIIC
MTO3BOJISIOIINE OIEHUTH A (PEKTUBHOCTH U OE30MACHOCTH MPOBOAUMOTO JICUCHHS,

B KIIMHUYCCKUC PCKOMCHAAIIMN BKIIHOYAKOTCA JICKAPCTBCHHBIC NIPCIapaTbl, MCAUIUHCKHUC U3CIINA U
CIICHUAIM3UPOBAHHBIC IIPOAYKTHI J1e4eOHOTr0 IMUTaHUA, UMCIOIUE I'OCYAAPCTBEHHYIO PErUCTPalUIO,

B pasleie KIMHWYECKHX pekoMmeHnanui "/luarHoctuka 3a00ieBaHUS WM COCTOSIHHS (TPYIIIBI
3a00JIeBaHUN WJIM COCTOSIHUI), MEIUIIMHCKHUE MTOKa3aHUs M MPOTUBONOKA3aHUs K IPUMEHEHUIO METOOB
JMAarHOCTUKHU" YKa3bIBAIOTCA: >KAJIOObI M aHamHe3, (HU3UKaIbHOE O0cienoBaHHue, JabOpaTOpHBIE U
WHCTPYMEHTAJIbHBIE JIMarHOCTUYECKUE HCCieNoBaHus, AuddepeHuranbHas AUarHoCTUKa W HWHBIE
ANArHOCTUYCCKHUEC UCCIICAOBAHUSA, 4 TAKKC KPUTCPUN YCTAHOBJICHUA 3a00JIEBaHUS WU COCTOAHUA,

B paszliefie KIMHUYECKUX pekomeHpauuid "OpraHnuzamusi oOkKazaHusd MEIUIMHCKOW moMoIu"”
YKa3bIBAIOTCS ATAllbl OKa3aHUS MEAUIIMHCKON MMOMOIIM, MEIUIIMHCKUE MOKAa3aHUsl K TOCMUTAIU3AlNHA B
MEUIIMHCKYIO0 OpraHU3alMI0 U OCHOBAHUS BBIMKUCKH MAIIMEHTA U3 MEAUIIMHCKOW OpraHU3alliH;

BCE IIKaJbl OIEHKH, 3a HMCKIIOYEHUEM IIKaJl OLICHKH, HWCIOJIb3YyEMBIX ISl OLICHKH YpPOBHEH
JIOCTOBEPHOCTH JoKa3aTenbcTB (manee - Y/IJ) u ypoBHell yOeIUTENbHOCTH peKOMEHAalud (manee -
YVP), BONpOCHUKH U JpYrue OILICHOYHBIE HHCTPYMEHTHI COCTOSIHUSI TAIlMEHTa YKa3bIBAIOTCS B
[Mpunosxenusix I'l - N (mpumnosxenue N 1 x HacTosmmum TpeboBaHusam);

mkansl oueHkn YJJI m YVP ykaspBatorcs B llpunoxenun A2. Metononorus pa3paboTKu
KIMHUYECKUX peKoMeHanui (nmpuinoxenue N 2 k HacTosmuM TpeGoBaHUIM).

5. Uudopmanus mo Bompocam TpOHUIAKTHKYA, ITUATHOCTHKH, JICUCHHS W peaduIuTaIluu
BKJIIOYAETCS B KIMHUYECKUE PEKOMEHAALMU Ha OCHOBE IIPUHLMIIOB I0KA3aTENbHON MEIULIMHBI.

6. Ilpu hopMupoBaHUM T€3UCOB-PEKOMEH AL COOII0Ial0TCA CiIeNyIolIne TpeOOBaHUS:
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KQKJIbIM TE€3UC-PEKOMEH/IAIMs OTBEYAET Ha CIICIYIOIINE BOMPOCHL: "4To Aenarh?", "koMy nenats?",
"¢ xakoi nenpr?";

B TE3UCE-PEKOMEHAINHN YKA3bIBAETCS, YTO MEIUIIMHCKOE BMEMIATENIbCTBO "pEeKOMEHAYyeTCs" WiH
"He pekoMeHayeTcs";

TE3UC-PEKOMEHIAllMU MPEACTABISAIOTCA B paszzaenax "/luarHoctuka 3a00j€BaHUS MM COCTOSIHHS
(rpynmbl 3a00J1€BaHUM MIIM COCTOSIHUIM), MEUIIMHCKUE TTOKA3aHUS U MPOTUBONOKA3aHUS K MPUMEHEHHIO
MeTo/l0B AuarHocTuku'", "JledeHue, BKItOYas MEIUKAMEHTO3HYI0O M HEMEIMKAaMEHTO3HYIO Tepalluu,
aueToTepanuio, 00e300MBaHNe, MEIUIMHCKUE IMOKa3aHUs W MPOTHBONOKA3aHMA K IPUMEHEHUIO
MeTonoB JedeHus", "MeaunuHcKas peaduiIuTamus, MEIUIUHCKUE TMMOKa3aHWUs M MPOTUBOIOKA3aHUSA K
IpUMEHEHHI0 MeTo0B peabunuranuu”, "[Ipodunaktuka 1 AucnaHcepHOE HaOMIOJIEHUE, METUIIMHCKHIE
MOKAa3aHUs U IPOTUBOIIOKA3aHUsI K MPUMEHEHUIO METOJ0B MPOQPHUIAKTUKH'";

TC3UCBI-PCKOMCHAAIIUN COTTPOBOKIAAOTCA MMOACHAIOIIUMHA KOMMCHTApUSIMU;

Ha3BaHUs (hapMaKOTepaleBTUUYECKMX TIPYNI JICKAPCTBEHHBIX IIpeNapaToB B COOTBETCTBUU C
aHaTOMO-TEPANEBTUYECKO-XUMHUYECKON KilaccupuKaIei, pekoMeH10BaHHOH BeemupHoi opranuzanueit
3/IpaBOOXPAHEHMs, WM MEXIyHapOAHbIE HEMATEHTOBAHHBIC WM TPYNIUPOBOYHBIC, WM XUMHUYECKUE
HAaMMEHOBAHMS JIGKAPCTBEHHBIX IMPENApaToB il MEIUIMHCKOrO MpPHUMEHEHHsA, a B CIydasx HuX
OTCYTCTBMsSI - TOPrOBbl€ HAaMMEHOBAHMS JIEKAPCTBEHHBIX IMPENapaToB ISl MEIULMHCKOTO NMPUMEHEHUs
YKa3bIBAIOTCS B 3aBUCUMOCTH OT JIaHHBIX 00 3((HEKTUBHOCTH U 0€30IaCHOCTH WX MPUMEHEHUS B CiIydae,
€CJIU T€3UC-PEKOMEHIAIMSI OTHOCUTCS K IPUMEHEHUIO JIEKAPCTBEHHBIX NIPENapaToB;

HAUMEHOBAHHE JIEKAPCTBEHHOTO Tperapara BBIACISACTCS IBYMs 3Be3foukamu (**) B ciyuae, ecnu
TE3UC-PEKOMEHIAIST OTHOCUTCS K JIEKApCTBEHHOMY IIpenapary s MEOULUHCKOIO IIPUMEHEHUS,
BHECEHHOMY B TEpPEYCHb >KU3HCHHO HEOOXOIMMBIX W BaXKHEHIIMX JICKAPCTBEHHBIX IPENapaToB s
MEIUIMHCKOI'O IPUMEHEHU <2>:

<2> [IlepeueHb JKU3HEHHO HEOOXOJMMBIX W BaXKHCWINNX JICKAPCTBEHHBIX MPEMapaToB s
MeIuIMHCKOro npuMenenus Ha 2019 ron, yrBepxaeHHbIN pacnopsbkenueM lIpaBurensctBa Poccuiickoit
®enepanuu ot 10 gexadps 2018 r. N 2738-p (Cobpanne 3axkoHomarenbcTBa Poccuiickoit denepanyu,
2018, N 61, cT. 8075).

HAaUMEHOBAHHME MEIUIIMHCKOTO M3JIEIHs BRIICISIETCS TpeMs 3Be3qoukamu (***) <3> B cinygae, ecnu
TE3UC-PEKOMEHIAIIUST OTHOCUTCS K MEIUIIMHCKOMY H3/CIHI0, UMILIAHTHPYEMOMY B OpPraHHU3M 4YeIOBeKa
IIprU OKa3aHUU MCI[I/IIIHHCKOﬁ IMOMOIIIM B paMKax NporpaMMbl roCyaapCTBCHHBIX FapaHTI/Iﬁ OecCILIaTHOrO
OKa3aHHs IpakJaHaM MEJIUIUHCKOW TTOMOIITH;

<3> IlepedyeHb MEIMLMHCKHUX HW3JENIHMNA, UMIUIAHTUPYEMBIX B OPTaHHU3M 4YEJIOBEKA IPHU OKa3aHUU
MEJUIIMHCKOM TMOMOIIM B paMKax IPOrpaMMbl TOCYAApCTBEHHBIX TapaHTHH OECIUIaTHOTO OKa3aHMs
rpakJaHaM MEIMIMHCKON ITOMOIUHM, YTBEPKICHHBIN pacnopsbkeHueM llpaBurensctBa Poccuiickoi
®enepanun ot 31 gexadpst 2018 r. N 3053-p (Cobpanne 3akonomarenbctBa Poccuiickoit deneparnmu,
2019, N 2, cT. 196).
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HAaUMEHOBAaHHE CIEIUATM3UPOBAHHOTO MPOAYKTa J€4eOHOTrO MHUTAHUS BBIIEISETCS YETHIPHMS
3Be3mouKkamMu (****) B ciywae, eciim TE3MC-PEKOMEHJAIMsSI OTHOCUTCS K CHEIUAIU3UPOBAHHOMY
MPOJYKTY JIe4eOHOTO MUTAHUs, BKIIOYUEHHOMY B NIepeUeHb CHEIUANTU3UPOBAHHBIX MPOIYKTOB JIEUEOHOTO
MMATAHUS TS JeTeH-UHBATUI0B <4>;

<4> [lepeueHb cHeNUANTU3UPOBAHHBIX MPOAYKTOB JIEUEOHOrO0 MUTAHUS JUIsS JE€TEeH-MHBAIMIOB Ha
2019 roa, yrBepxkaeHHbIN pacniopsikeHueM [IpasurensctBa Poccuiickoit @enepannu ot 22 oktsa6ps 2018
r. N 2273-p (Cobpanue 3akononarenscTBa Poccutickoit @enepamnun, 2018, N 44, ct. 6786).

nepesl HaMMEHOBAHMEM JIEKApCTBEHHOTO Ipemnapara CTaBUTCS 3HaK "#", a TakKe yKa3bIBaIOTCS
CBEJICHUSI O CHoco0e MPUMEHEHMs JICKapCTBEHHOIO Ipernapara U J103€, JJIUTEIBHOCTH €ro INpHeMa C
yYKa3aHUEM CCBUIOK Ha KIMHMYECKHE HuccienoBaHMs 3()p(PeKTUBHOCTH M 0€30MaCHOCTH IPUMEHIEMOIo
pekuMa JI03UpOBaHMS TNPH JaHHOM 3a00JIeBaHUM JMOO CCHUIOK Ha COOTBETCTBYIOIIME HCTOUHUKHU
JUTEpaTyphl B CIIydae, €CIIM TE3UC-PEKOMEHJAlMs OTHOCUTCA K JIEKapCTBEHHOMY IIpenapary s
MEUIMHCKOTO IPHUMEHEHUs, MCIOJIb3YyEMOMY B HECOOTBETCTBUU C IOKA3aHUAMHU K IPHUMEHEHUIO U
IPOTUBOIOKA3aHUAMH, CIIOCOOAMU TPUMEHEHUS M J03aMH, COJEp)KAIlUUMHUCS B HWHCTPYKLUUH 10
IIPUMEHEHHIO JIEKAPCTBEHHOr'O IMpenapara. YKa3aHHE JEKapCTBEHHBIX IMPENapaToB ISl MEAULMHCKOIO
IIPUMEHEHHMS, UCTIOJIb3YEMbIX B HECOOTBETCTBHHM C MIOKA3aHUAMH K IPUMEHEHUIO M IPOTHUBOIIOKA3aHUSIMH,
crocobaMy MPUMEHEHUS U J103aMH, COJEPKALIMMUCS B MHCTPYKLIMU 10 NPUMEHEHHUIO JIEKAPCTBEHHOI'O
npemnapara, 0e3 yKa3aHHbIX BbIIIE CBEJICHUH U CCHUIOK Ha KIMHUYECKHUE UCCIeIoBaHUs () (PEKTUBHOCTH U
0€30IacHOCTH JAaHHOTO pEKUMa IpU JaHHOM 3a00JIeBaHMU JHOO CCBHUIOK HAa COOTBETCTBYIOLIHE
UCTOYHUKH JINTEPATyphl HE JOMYCKAETCs;

TE3UCBHI-PEKOMEHJIALIMA B KJIMHUYECKUX PEKOMEHJIAIMAX COMPOBOXKIAIOTCS CChUIKAMHU  Ha
WCTOYHUKHU JIUTepaTypbl U ykazanueM Y|/l u YVYP nanHoro tesuca-pekoMeHIallMd B COOTBETCTBUU C
enuHbIMU mKanamu oueHku Y/ u YYP (npunoxenue N 2 k HactosmuM TpeOoBaHUSIM), ONHMCAHHBIMU
B IIKaJIaX OIICHKM;

npu pa3paboTKe WM MepecMOTpe KIMHUYECKHX pekoMeHmamnwii onenka Y/l u YYP npoBoautcs
Ha OCHOBAaHUM €JJMHBIX IIKaJ OLEeHKH (rpuioxenue N 2 k HactodaummM TpeGoBaHusAM);

TE3UCBHI-PEKOMEHIAIIMA HOCAT KaK MOJIOKHUTENIbHBIN XapakTep (peKOMEHI0BaTh BMEIIATEIHLCTBO),
TaK U OTPUIIATENbHBIN XapakTep (He peKOMEHI0BaTh BMEIIATEIbCTBO).

[Tpunoxxenne N 1

Kk TpebGoBaHUsAM K CTPYKTYype
KIIMHUYECKUX PEKOMEHIallnH,

COCTaBy M HaAY4HOU

000CHOBAaHHOCTHU BKJIFOYaEMOM

B KIIMHUYECKHE PEKOMEHAAINN
UH(POPMALINH, YTBEPKICHHBIM IIPHUKA30M
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MuHHUCTEpPCTBA 3PAaBOOXPAHEHUS
Poccuiickoit denepanun
ot 28 ¢espans 2019 r. N 103n

PexomMenyemslii 0Opaserl

Mabson
BKJIOUEHMS KJIMHMYUECKMX WKAaJI OLIEHKM, BOINPOCHMKOB U IOPYIMUX
OLIEHOUHBEIX MHCTPYMEHTOB COCTOSHMA IMalMeHTa

HaszBaHme Ha pPyCCKOM H3HIKE:
OpuIMHaJbHOE Has3BaHUE (eCJM eCThb) :
VcTouHuk (OodMUMAJIBHEINM CaUT paspaboTuMkKoB, NOyOIMKALMSa C BaluIaluueM) :

Tun (NOOYUEPKHYTH) :

— mKajla OLIeHKU

- UHIEKC

- BOIIPOCHUK

- Opyroe (yTOYHMTBH) :
HasHaueHue:
ConepxaHue (wabJoH) :
Kmou (MHTepnpeTaums) :
[loacHeHusa :

[Tpunoxxenue N 2

K TpebGoBaHUsAM K CTPYKType
KJIINHUYECKUX PEKOMEHIallui,

COCTaBy U HAY4HOU

000CHOBAaHHOCTH BKJIFOYaeMOM

B KJIIMHUYECKHE PEKOMEHAALINN
nHbOpMaliH, YTBEPKIECHHBIM MTPUKA30M
MunucTepcTBa 31paBOOXpaHEHUs
Poccuiickoit @eneparun

ot 28 ¢espans 2019 r. N 103n

PexomMenyemslii 00pasell

LUKAbI
OLIEHKM YPOBHEN OCTOBEPHOCTU OOKA3ATENbLCTB (YAN)
AnAaA METoOAO0B ANATHOCTUKHU, MPODPUNAKTUKN, NEYEHUA
N PEABUITUTAUUUN (ANATHOCTUYECKUX, MPOPUITAKTUHECKUX,
NEYEBHbIX, PEABUIIUTALUMOHHbLIX BMELUATEJIBCTB) U LUKAJIA OLIEHKU
YPOBHEWN YBEOAUTENIbHOCTU PEKOMEHOALUNA (YYP) ONA METOOOB
NMPOPUNAKTUKU, ANATHOCTUKWN, NEYEHUA U PEABUNTUTALIUUA
(MPODPUNAKTUYECKUX, AMATHOCTUYECKUX, NEYEBHbIX,
PEABUIIUTAUMNOHHbLIX BMELWIATEJIbCTB)

Kouncyabrantlliroc
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1. lUkana oueHKu ypoBHeN AOCTOBEPHOCTU AokKka3aTtenbcTB (YAO)
ANns MeToAoB ANArHOCTUKMU (AMarHOCTUYECKMX BMeLlaTeNnbCTB)

YA PacumdpoBka

1. |Cucrematuueckue 0030pbl UCCIIEIOBAHUIA C KOHTPOJIEM pePepeHCHBIM METOJAOM WU
CUCTEeMATHYECKU 0030p paHJAOMU3MPOBAHHBIX KIWHUYECKUX HCCIEIOBAHUA C
IPpUMCHCHUCM MCTa-aHajin3a

2. OTI[CJ'ILHLIC HUCCIICAOBAHUA C KOHTPOJIEM pe(pepeHCHBIM METOJOM HIJIM OTACIIBHBIC
PAaHOIOMU3UPOBAHHBIC KIIMHUYCCKHUEC HCCICAOBAHHUA W CHUCTEMATUUYCCKHC 0630pBI
HCCIIeJOBaHUI JI000r0 ,[[I/I3aI>'IHa, 3a HCKIIIOYCHHUEM PaHAOMU3UPOBAHHBIX
KIIMHUYECKUX HCCHGHOB&HHﬁ, C IPUMCHCHUEM METa-aHalln3a

3. |UccrnenoBanuss 0e3 MOCIENOBATEIBHOIO KOHTPONIS pPEe(EPEeHCHBIM METOJOM WU
UCCIIEZIOBAaHUS € pPe(EepeHCHBIM METOAO0M, HE SBISAIOLIMMCA HE3aBUCHUMBIM OT
HCCJIElyeMOT0 METO0/1a UJIM HEPAHJOMU3UPOBAaHHBIE CPAaBHUTENIbHBIE HCCIEA0BAaHNUS, B
TOM YHCJI€ KOTOPTHBIE UCCIIEI0BaHUS

4. HCCpaBHI/ITeHBHBIC HUCCIICA0OBaHUsA, OIMUCAHUC KIIMHUYCCKOro Cliydas

5. HmeeTcs muIb 000CHOBAHUE MEXaHM3Ma JIEHUCTBUS WU MHEHUE OKCIICPTOB

2. llikana oueHKN ypoBHEN AOCTOBEPHOCTN Al0OKa3aTenbCTB
(YAA) ana metoaoB NpodunakTukn, nevyeHns n peabunmrtauum
(npodmnakTnyeckmx, nevyebHbIX, peabunnTaumMoHHbIX BMeLlaTesbCTB)

Y1 Pacmmdposka

1. |Cucremaruueckuii 0030p pPaHIOMH3UPOBAHHBIX KIMHUYECKUX MCCIEIOBAHUNA C
MPUMEHEHHEM MeTa-aHallnu3a

2. OT}IGJ’IBHBIG PAHOIOMU3UPOBAHHBIC KIIMHUYCCKHUE HCCICAOBAHUA W CUCTCMATUYCCKUC
063013]:1 I/ICCJ'ICIIOBaHI/Iﬁ 1100010 HHBaﬁHa, 3a HUCKJIKOYCHUCM PAHAOMU3IUPOBAHHBIX
KIIMHUYECCKUX HCCHCHOB&HHﬁ, C IPUMCHCHUCM MCTa-aHaJIn3a

3. HepaH,Z[OMI/BI/IpOBaHHBIe CpPaBHHUTCJIbHBIC HCCJIICAOBAHUA, B TOM YHCIIC KOTOPTHBIC
HUCCIICAOBAaHUA

4. |HecpaBHUTEIbHBIE HCCIIEIOBAHMS, OIMHCAHHE KIMHUYECKOrO Clydas WM CEepUH
CJIy4aeB, UCCIIEIOBaHME ""ClTyq4ail-KOHTPOIb"

5. |HNmeetcs nummbs 000CHOBaHME MEXaHW3Ma JICHCTBHS BMEIIATEIbCTBA (JOKIMHUYECKUE
HCCIIEIOBaHUS ) WUIH MHEHHE DKCIIEPTOB

3. lUkana oueHKn ypoBHen yoeamTenbHOCTU peKoMeHaauum
(YYP) ana metonoB npodunakTUKu, AMarHOCTUKU, NievYeHus
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n peabunurtauum (npochnnakTMyeckux, AMarHoCTUYECKnX,
ne4yeb6HbIX, peabMNMTauMOHHbIX BMELaTeNbCTB)

yvyp

Pacmmmdposka

CunbHas pekoMeHaanus (Bce paccMaTpuBaeMble KpUTepHH 3 (HEKTUBHOCTH (MCXOJIbI)
ABJIAIOTCA BaXXHBIMHU, BCC HUCCIICAOBAHUA HMCIOT BBICOKOC WJIM YAOBJICTBOPHUTCIBHOC
METOJI0JIOTMUECKOE KaueCTBO, MX BBIBOJBI IO MHTEPECYIOIUM HCXOAAM SIBISIOTCS
COTJIaCOBaHHBIMH)

VYcnoBHas pexkoMeHAanus (HE BCE paccMaTpUBaeMble KpUTepud 3PPEeKTUBHOCTU
(ucxonpl) SBISIOTCS BaXXHBIMH, HE BCE MCCIEIOBAaHUS MMEIOT BBICOKOE WU
YJIOBJICTBOPUTEIBHOE METOAOJIOTHYECKOE KayecTBO W/MIM HUX BBIBOABI IO
HMHTEPECYIOIINM UCX0J1aM HE SIBJISIFOTCS COIIACOBAHHBIMN)

Cnabast pexomeHmanus (OTCYTCTBHE JOKA3aTEIIbCTB HAICXKAIETO KadecTBa (BCE
paccMaTtpuBaeMbie KpUTepuH 3P PEKTHBHOCTH (MCXOJIbI) SBISIOTCS HEBAXKHBIMHU, BCE
WCCJICIOBAaHUS UMEIOT HU3KOE METOJOJIOTUYECKOE KA4eCTBO M WX BBIBOJBI TIO
WHTEPECYIOIINM UCXO0JIaM HE SIBJISFOTCS COTJIACOBAHHBIMHU )
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