ITpukas Munuctepctsa 3npaBooxpaneHus PO ot 28 derpans 2019 r. N 1031 "OO6 yTBep kK IeHUN TOPSAKA H CPOKOB. ..

[Ipuka3z Munucrepctpa 3npaBooxpanenusi PO ot 28 ¢espansg 2019 r. N 1031 "OO0 yTBepKAeHUH MTOPAIKA
U CPOKOB pa3padOTKH KIIMHUYECKUX PEKOMEHIALUM, UX IIEPECMOTpa, TUIIOBOM (POPMBI KIIMHUYECKHUX
peKoMeH1anuii ¥ TpebOBaHUM K UX CTPYKTYpE, COCTaBYy M Hay4yHOH 0OOCHOBAaHHOCTH BKIIIOYaeMOM B

KJIMHUYECKHE PEKOMEH1allui HHpopMmauu'"

IIpuka3z MunucrtepcrBa 3apaBooxpanenusi P® or 28 ¢espans 2019 r. N 103u
"O0 yTBep:KIeHUN MOPSAIKA U CPOKOB Pa3padoTKN KIMHUYECKUX PeKOMEH/Ialuii, UX mepecMoTpa,
THINOBOM (POPMBbI KIMHUYECKUX PEKOMEHIAUI U TPeOOBAHUI K UX CTPYKTYpe, COCTABY M HAYYHOM
000CHOBAHHOCTH BKJIIOYaeMOii B KIIMHUYeCKHe peKoMeH1anuu nupopmanun'

B cootBerctBuu ¢ vacthio 9 crateu 37 ®enepanbHOoro 3akoHa oT 21 HosOps 2011 r. N 323-03
"O0 ocHOBax oOxpaHbl 370poBbsi rpaxkgaH B Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2015, N 10, ct. 1425; 2017, N 31, cT.4791; 2018, N 53,
cT. 8415) npuka3spiBato:

YTBEpAUTH:

HNOPAJOK M CPOKM pa3padOTKM KIMHUYECKUX PEKOMEHJALUNA, HUX MEePecMOTpa COIJIacHO
npuioxeHuto N 1;

TUTIOBYIO (POPMY KIIMHUYECKUX PEKOMEHAANNI COTTIacCHO MPMIIoKeHnio N 2;

TpeOOBaHUSI K CTPYKTYpe KIMHUYECKUX PEKOMEHJIAlUd, COCTaBy M Hay4HOH OOOCHOBAHHOCTH
BKITIOYaeMO B KJIMHUYECKHE PEKOMEHIAIUHN WH(POPMAILIUU COTTIACHO Npuiiokennio N 3.

Munuctp B.1. CkBopuona

3apeructpupoBano B Muntwocte PO 8 mas 2019 1.
Peructpanmonnsiii N 54588

IIpuaoxenne N 1

K IprKkazy MUHHCTepPCTBA 3iPaBOOXPAHEHH S
Poccuiickoi Pegepaumnu

ot 28 ¢peBpasst 2019 r. N 103n

ITopsinok U cpoku pa3padoTKH KIMHHYECKHUX PeKOMeHaluii, UX mepecMoTpa

1. Hacrosmmuii Ilopsgok ycTaHaBiMBaeT TMpaBWia W CPOKH pa3pabOTKH  KIMHHUYECKHX
PEKOMEHAALINN U UX NIEPECMOTPA.

2. Knunnyeckue pexkomMeHAaluu pa3pabaThIBalOTCS MEIULUUHCKUMU MpOo(hecCHOHATbHBIMU
HEKOMMEPUYECKUMH OpraHU3allsIMM TI0 OTAEIbHBIM 3a00J€BaHUAM MM COCTOSIHUSAM (TpyImam
3a00JIeBaHUN WJIM COCTOSIHMM) C yKa3aHUEM MEIUIMHCKUX YCIYyT, MPEeIyCMOTPEHHBIX HOMEHKJIATYpOil
MEJIUITHHCKHX YCIIyT .

3. Kiunuueckne peKOMEHAAIMU pa3paldaThIBAIOTCI B COOTBETCTBHH C THIOBOW (Hopmoid
KJIIMHUYECKUX PEKOMEHAALNM, MpeayCMOTPEHHOW npuioxkenneM N 2 K HacTOAIleMy IpUKa3zy, U B
COOTBETCTBUU C TpPEeOOBAHUSAMHU K CTPYKType KIMHUYECKUX PEKOMEHJAIui, COCTaBy M Hay4yHOMU
00OCHOBAaHHOCTH BKJIIOYa€MON B KIMHUYECKUE PEKOMEHAAUUu HH(GOpMAIMK, NpeayCMOTPEHHBIMU
npuioxenueM N 3 K HaCTOSIIEMY MTPUKa3y.

4. KnuHuyeckre peKOMEHJAIMHM pPa3pabaThIBAlOTCS MO TMEpeyHio 3a00JIeBaHMHM WM COCTOSHHMA
(rpynm 3a0oneBaHUN WM COCTOSTHUN), (hopmMupyemMoMy MUHHCTEPCTBOM 37paBooxpaHeHus: Poccuiickoii
®denepanyivl B COOTBETCTBUU C HacThi0 3 craTthu 37 denepanbHoro 3akoHa N 323-D3 (nanee - mepeyeHs).

5. MenunuHckue npodeccroHalbHble HEKOMMEpPUYECKHE OpraHu3aliy B TeueHue 1 Mecsua co JHS
pa3MmelneHus nepeuHs Ha opuiaasHoM caiite MUHHCTEpCTBa 3apaBooxpaneHus Poccuiickoit @eneparuu
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B HMH(DOPMAIIMOHHO-TEIIEKOMMYHHKAIMOHHON cetn  "WHTepuer" (masee - oduUManbHBIA — calfT
MuHucTepcTBa) HAMPAaBISIIOT B MUHUCTEPCTBO 3/1paBooxpaneHus Poccuiickoit denepanuu yBe1oMIIeHHE
0 Hayvase pa3paboTKU KIMHUYECKUX PEKOMEHIAINH.

6. Meauuunckue npodeccruoHanbHble HEKOMMEPUYECKHUE OpraHH3aluu Pa3padaThIBalOT MPOEKTHI
KJIMHUYECKHX PEKOMEHIALUN U OPraHU3yloT MX OOLIECTBEHHOE OOCYXIEHHE, B TOM YHUCIIE C y4acTHEM
HAy4YHBIX OpraHu3aluii, oO0pa30BaTENbHBIX OpraHU3alMi BBICHIETO OOPAa30BaHUS, METUIIMHCKUX
OpraHu3alii, MEIUIUHCKUX MNPO(ecCHOHAIBHBIX HEKOMMEPUYECKMX OpraHu3alfii, UX accolHanuil
(cor030B), yKazaHHBIX B udactu 5 crtathu 76 ®DenepanbHOoro 3akoHa N 323-D3, a Takke MOCPEICTBOM
pasmMenieHus B UHOOPMAIIMOHHO-TEICKOMMYHUKAIMOHHON ceTu "VHTepHeT" B TeueHNe 4 MECSIIeB CO JTHS
HalpaBjeHuss B MHHHUCTEPCTBO 3ApaBooxpaHeHust Poccuiickoii ®enepanuu yBeIOMJICHUS O Hayaie
pa3paboOTKU KITMHUYECKUX PEKOMEHIAITHIA.

7. Ilo OKOHYaHMM CpOKa, YKa3aHHOrO B IyHKTe 6 Hacroswmero Ilopsaka, MenuIMHCKas
npodeccuoHagbHass HEKOMMepYecKas OpraHu3alys HampaBisieT B MHHHCTEPCTBO 3ApPaBOOXPAHEHUS
Poccuiickoit @enepanuu TUCBMEHHOE 3asBICHHE O pPa3padOTKe WIM MEPecMOTpe KIMHHUYECKUX
pexkomMeHaauui (nanee - 3asBiieHWE) HAa OyMaXHOM HOCHUTENIE W B 3JEKTPOHHOM BHUJE, COAEprKallee
CJIEIYIOINE CBEJICHUS:

HaNMEHOBAaHMWE pPa3pabOTUMKa (MOYTOBBIA aApeCc, KOHTAKTHBIM TenedoH, aapec 3IEKTPOHHOU
MIOYTHI);

HAaNMEHOBAHME TPOCKTOB KIMHHYECKUX PEKOMEHIAIM C yKa3aHHEeM Koja 3a00JIeBaHHS WIIH
cocTOsiHUS (TPYIIbI 3200J€BaHUS WM COCTOSHUI) B COOTBETCTBUU ¢ MeXAyHAPOIHON CTATUCTHUECKOMN
kraccupukanueil 6oiae3Hei u mpo0aeM, CBI3aHHBIX CO 3I0POBBEM;

BO3pacTHas KaTeropus NaueHTOB.

8. K 3asBiIeHUIO IPUIIAraloTCs KIIMHUYECKUE PEKOMEH/IALINH.

9. HayuHno-npaktuyeckuil coBerT MuHuncrepcTtBa 3apaBooxpaHeHus Poccuiickoit denepannn
co3faer paboyue TPYNNbl U KOMUCCUU C MPHUBICUYEHUEM HHBIX MEIUIIMHCKUX MPOPECCHOHANBHBIX
HEKOMMEPUYECKUX OpraHu3alMid, HMEIOIUX B CBOEM COCTaB€ MEJUIIMHCKUX pPAaOOTHUKOB II0
COOTBETCTBYIOILIEH CHELMAIBHOCTH, B LEIAX pPa3pabOTKM KIMHUYECKUX PEKOMEHJAIMil B cCiydae
HENPEICTaBICHUS KIIMHUYECKHUX pEKOMEH 1Al i MEIUIMHCKUMU npogeccuoHaTbHBIMU
HEKOMMEPUYECKMMHU OpraHu3allusMU B yKa3aHHBIM B nyHkTe 6 Hacrosmero llopsaka cpok, a Takxke B
cilyyae, €ClId MO OTJeJIbHBIM 3a00JIEBaHUSM WM COCTOSHUAM (TpymnmaM 3a00sieBaHUN WM COCTOSIHUIL),
BKJIIOUEHHBIM B NE€PEUYEHb, B TEUEHHE 2 MECALIEB CO JHS pa3MEIIeHMs MepedHsl Ha o(puInaibHOM caiTe
MuHucTepcTBa HE MOCTYNMIIO YBEJOMJIEHHE O Hayaje pa3paboTKH KIMHUYECKUX PEKOMEHJAMi HU OT
OJIHOM MEIMIIMHCKOM npodeccuoHaNIbHON HEKOMMEPUYECKON OpraHu3aliy.

10. Knuanueckue pekoMeHaaluu rnepecMaTpuBaroTcst He pexxe 1 pasza B 3 roja u He 4damie 1 pasza B
6 MecsIIIEB.

11. Jna pa3paboTKu H  IepecMoTpa  KIMHUYECKUX  PEKOMEHJAUUNd  MEeIUIUMHCKHUMHU
npoecCHOHANBHBIMM ~ HEKOMMEPUYECKUMHU  OpraHu3alsMu  (QOopMHUpYIOTCS paboyue Tpynmbel 10
pa3paboTKe U epecMOoTpy KIMHUYECKUX pEKOMEHIAlUH (Jjasiee - pabouune rpyIibl).

12. B coctaB pabouyux rpymm MOTYT NPUBIEKATHCS CHEIUATNCTBI, YJaCTBYIOIIME B OKa3aHUU
MEIUIIUHCKONW MOMOIIM IMpH 3a00JIEBaHUM HJIM COCTOSHUU (Tpymnne 3a00eBaHUl WM COCTOSIHUM), IO
KOTOPBIM pa3padaThIBAlOTCS KIMHUYECKHUE PEKOMEHIallui, HayyHble paOOTHUKH, CIIEHUAINUCTHI B 00JaCTH
JIOKa3aTelbHON METUIIMHBI, COLHMAJIbHbIE pPAOOTHUKH, TMPEACTABUTEIN IAUUEHTCKUX OpraHU3alHid,
IOPUCTBI, TMPEACTaBUTEIN CTPaXOBBIX MEIWIMHCKUX OpraHu3alui, CIeUuaIucTbl B  00JacTu
UH(POPMALIMOHHBIX TEXHOJIOTUN M MEXTYHAPOIHbIE KOHCYIbTAHTHI.

13. Pemenust paGoueil rpymmbsl IPUHUMAIOTCS TPU MOJJAEPKKE HE MEHEee JIByX TpeTeil OoT yucia
rOJIOCOB MIPUCYTCTBYIOIIUX HA 3aCEeJaHUU YJICHOB paboyel IpyIbl.

14. Pemenuss paboueid Tpynmbl OQGOPMISIOTCS TPOTOKOJIOM, KOTOPBIM IOIMUCHIBACTCS
pyKoBouTeNneM paboueit rpynmsl 1 WieHaMH padoyeill rpymibl, IPUCYTCTBOBABIIUMH HA 3aCEIaHHH.
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"Yacrs 3 craten 37 ®exepanbHoro 3akona ot 21 Hosops 2011 1. N 323-D3 "O6 0CHOBaX OXPAHbI 310POBbS IPAKIAH
B Poccwmiickoit @enepamm” (CobOpanue 3akoHOmatenbcTBa Poccuiickoit ®Pemepanmu, 2011, N 48, cr.6724; 2015, N 10,
cT. 1425; 2017, N 31, ct. 4791; 2018, N 53, ct. 8415) (manee - ®exepanbHorii 3akoH N 323-D3).

IIpuioxenne N 2

K nprka3sy MUHHMCTEPCTBA 31PaBOOXPAHEHHUS
Poccuiickoii @enepauuu

ot 28 ¢peBpass 2019 r. N 103n

Tunosas popma
Kiannuveckue pekoMeH UM

. TurynbHBIHA TUCT

HaunmMeHoBaHue KIMHUYECKOW PEKOMEHIALN Y.

KogupoBanue mo MexayHapoaHON cTaTUCTHUYECKON Kiaccudukanuyu Oone3Heil u mpoOlriem,
CBSI3aHHBIX CO 3JI0POBBEM.

Bo3spacrthas rpymnmna.

Pa3paboTunk KIMHUYECKON PEKOMEHJAINH.

I'ox yrBepxkaenus.

II. OrnaBnenue

III. Criucok cokparnieHuit

IV. Tepmunsl u onpeneneHus

V. Kparkas nundopmarus no 3a00J1€BaHUIO UM COCTOSHUIO (TpyIine 3a00IeBaHUN WIIU COCTOSHUI)

1. Onpenenenuie 3a00JI€BaHMS WM COCTOSIHUS (TPYMITBI 3a00I€BaHUNA UITH COCTOSTHUN ).

2. DTHUONOTHS U TTATOTeHe3 3a00JI€BAHUS WIIM COCTOSTHUS (TPYIIIBI 3a00JI€BaHUI UM COCTOSIHUN).

3. Dnuaemuosnorus 3a00aeBaHus WM COCTOSIHUS (TPYyMIbl 3200J€BaHUI WIIM COCTOSTHUIM).

4. OcobeHHOCTH KOAMPOBAaHUS 3a00NIeBaHUS WU COCTOSHUS (TPymmbl 3a00NeBaHUN WM
COCTOSIHHI) M0 Mex1yHapoIHOM CTAaTUCTHUECKON Kiaccuukaiuy 0ojie3HeH U mpoOJeM, CBA3aHHBIX CO
310POBBEM.

5. Kimaccudukanmst 3a00meBaHus WA COCTOSIHUS (TPYIIBI 3a00JIEBAaHUH WM COCTOSTHU ).

6. Knuandeckast kapTuHa 3a00J€BaHUS HIIM COCTOSHUS (TPYMIBI 3a00JIeBaHUN WIIM COCTOSHUI).

VI. JluarHocTuka 3a0o0J€BaHUS WM COCTOSHUS (Tpynmbl 3a00JIeBaHUNW MM COCTOSHUI),
MEIUIIMHCKUE MOKa3aHUsI U MPOTUBOMOKA3aHUSI K TPUMEHEHUIO METOJ0OB TMATHOCTUKU

1. ’KanoOb1 1 aHamMHE3.

2. ®usukanpHOE 00CIe0BaHuE.

3. JlJabopaTopHbIE THATHOCTUYECKUE UCCIIEIOBAHUS.

4. nCcTpyMEHTaIbHbIE TUATHOCTUYECKUE UCCIIE0OBAHMS.

5. Mlgple mUarHocTU4ecKue UCCiIeJ0OBaHusl.

VII. JleueHnue, BKJIOYash MEIMKAMEHTO3HYIO M HEMEIMKAMEHTO3HYIO Tepalvu, TUETOTEePaIuio,
00e300MBaHke, METUIIMHCKUE TIOKA3aHMS M MPOTUBOMIOKA3aHUS K TPUMEHEHUIO METOIOB JICUCHUS

VIII. MenmunuHckass peabunuranus, MEAWIMHCKHE TIOKa3aHUS M TMPOTHUBOMOKA3aHUS K
MPUMEHEHHUIO METOIOB peaOUIUTAIIIN

IX. TlpodunakTrka U AUCIaHCEPHOE HAOIOIEHUE, METUIIMHCKUE TTOKA3aHUS U MPOTUBOIIOKA3aHUS
K PUMEHEHHUIO METO/I0B MPOPUITAKTUKHI

X. Opranu3zanus OKkazaHus: MEIUIIUHCKOM MOMOIIH

XI1. TonomauTenbHas nHGoOpMarus (B TOM yucie GaKkTOphl, BIUSIONINE HA UCXO0/1 3a00I€BaHUS WITH
COCTOSIHUS)

XII. Kputepuu o1ieHKH KauyecTBa MEIUIIMHCKOW MOMOILU
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XIII. Criucok nureparypbl

XIV. Ilpunoxenne Al. CocraB paboueli rpynmbl mo pa3paboTKe W MEPEeCMOTPY KIMHUYECKHUX
pEKOMEH 1Al

XV. [Ipunoxenue A2. MeTtooorust pa3paboTKH KIMHUYECKUX PEKOMEHIaIlUi

XVI. Ilpunoxenne A3. ChopaBouHble MaTepHalibl, BKJIOYas COOTBETCTBHE IIOKa3aHUM K
NPUMEHEHHUI0O M TMPOTHBOIIOKA3aHUN, CIOCOOOB TNPHUMEHEHUS U [03 JIEKApPCTBEHHBIX IpernapaToB
MHCTPYKLMH 10 IPUMEHEHUIO JIEKaPCTBEHHOT'O Mpenapara

XVIL IIpunoxenue b. Anroputmsl 1eicTBUA Bpada

XVIIL. punoxenune B. Madopmarus 1i1st napenrta

XIX. Ipunoxenue I'l-I'N. IIkansl OUEHKH, BOIPOCHUKU U JPYrU€ OLEHOYHBIE MHCTPYMEHTHI
COCTOSIHUS NAllMEHTA, IPUBECHHBIC B KIIMHUUYECKUX PEKOMEHIAlMIX

IIpuioxenne N 3

K IIprka3sy MUHHMCTEPCTBA 31PaBOOXPAHEHHUS
Poccuiickoii Penepannu

ot 28 dpeBpass 2019 r. N 103n

TpedoBanus
K CTPYKTYpe KJIHHUYECKUX PeKOMEH/IalHii, COCTABY H HAYYHOH 000CHOBAHHOCTH BKJIIOYaeMOii B
KJIMHUYeCKHe peKoMeHaauuu uHgopManumn

1. CtpyKTypa KIMHUYECKUX PEKOMEHAALNN BKIIIOYACT CIEAYIOLUIUE pa3Iebl:

I. TuTynbHBIN JIUCT.

II. Ornasnenue.

ITI. Crircok cokpatieHuid.

IV. TepMmuHsl u onpenencHus.

V. Kparkas uHpopmanus no 3a00J€BaHUI0O WM COCTOSIHMIO (Tpynme 3a0ojieBaHUN WM
COCTOSIHMIA).

VI. JluarHocTuka 3a0o0J€BaHUS WM COCTOSHUS (Tpynmbl 3a00JIeBaHUNW MM COCTOSHUI),
MEIULMHCKHUE TIOKA3aHUs U IIPOTUBOIIOKA3aHUs K IPUMEHEHUIO METOL0B JUATHOCTUKH.

VII. JleueHnue, BKJIKOYasd MEOUKAMEHTO3HYIO M HEMEIMKAMEHTO3HYIO TEpaluu, AUETOTEPAIuIo,
00e30011BaHKe, MEUIIMHCKUE TOKAa3aHUS U IPOTUBOIIOKAa3aHUS K IPUMEHEHHIO METOIOB JICUEHHUSI.

VIII. MenunuHckass peaOuiauTanus, MEAUIMHCKUE TIOKa3aHUsT MW IMPOTHUBONOKA3aHHUS K
NPUMEHEHHIO METOI0B PeaOUIIUTALINY.

IX. TlpodunakTrka u AUCIaHCEpHOE HAOIOIEHNE, MEIULIMHCKNE TTOKAa3aHUs U MPOTUBOIIOKA3aHUs
K IPUMEHEHHIO METOI0B POPHIAKTHUKH.

X. Opranu3anusi OKa3aHusi MEJUIIMHCKOW MOMOIIIH.

XI. HononuurenbHas HHPOpMaLus (B TOM yucie (akTophl, BIUAIONINE HAa HCX0] 3a00IeBaHHs U
COCTOSIHUS).

XII. Kputepun olieHKM KauecTBa MEAUIIMHCKONW TOMOIIIH.

XIII. Cnucok nuteparypsl.

XIV. Ilpunoxenue Al. CocraB paboueil rpymnmbl MO pa3padOTKe U MEPECMOTPY KIMHHUYECKUX
PEKOMEHTaIn .

XV. IIpunoxenue A2. Merononorusi pa3pab0oTKH KIMHUYECKUX PEKOMEHTAIUi.

XVI. Ilpunoxenune A3. CnpaBouHble Marepuaibl, BKIIOYas COOTBETCTBHE IIOKa3aHUM K
OPUMEHEHUI0O W MPOTHBONOKA3aHMU, CIOCOOOB MPHUMEHEHHWS M 103 JIEKaPCTBEHHBIX IPErnapaToB
MHCTPYKLMH 10 IPUMEHEHUIO JIEKapCTBEHHOIO IIPernapara.

XVIL Ipunoxenue b. Anroputmel neicTBHil Bpaya.

XVIIL. Tpunoxenune B. Mudopmarus mis narueHTa.
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XIX. ITpunoxxenue I'l-I'N. HIkansl OuEHKH, BOIPOCHUKH M APYTU€ OLEHOYHBIE MHCTPYMEHTBI
COCTOSIHMSI TALIUEHTA, [IPUBEICHHBIEC B KIMHUYECKUX PEKOMEHIAlUSIX.

2. KiuHHYeckne peKOMEHJAIMH pa3padaThBAlOTCS C YKAa3aHUEM MEIUIUHCKHX  YCIYT,
MPEAYCMOTPEHHBIX HOMEHKIIATYPOI MEAUIMHCKHUX YCIIYT .

3. B KIMHMYECKMX PpPEKOMEHJAIMSAX HIPUMEHSETCS MEXIYHapOJHOE HEMAaTeHTOBAaHHOE WIN
CPYIIIUPOBOYHOE, WM XHMHUYECKOE€ HAMMEHOBAHUE JIEKAPCTBEHHOrO Ipenapara g MEJULUHCKOrO
IIPUMEHEHHUs, a B CIIy4asX UX OTCYTCTBUS - TOProBO€ HAMMEHOBAHHUE JICKAPCTBEHHOI'O Ipernapara s
MEIUIUHCKOrO IPUMEHEHHS.

4. Tlpu ¢opMHPOBAHMU KIMHUYECKUX PEKOMEHIAIMH HEOO0XOAWMO COONOIATh CIEAYIONINe
TpeOOBaHUS:

BCE PEKOMEHJALMU M0 NPUMEHEHHIO MEIUIIMHCKUX BMEIIATEIbCTB H3JIAaraTcs B ¢opmare
KpPaTKHX TE€3UCOB-PEKOMEHIallN;

B KJIMHUYECKHE PEKOMEHIAlMM BKJIIOYAIOTCS PEKOMEHAALMU [0 NPUMEHEHUI0 MEIUIIMHCKHUX
BMEIIATENIbCTB (METOA0B NPOMUIAKTUKU, IUATHOCTHKH, JIEUCHHUS W peaduiuTali), B TOM YHUCIE
MIO3BOJISIOIINE OLEHUTH YPPEKTHBHOCTH U 0€30MaCHOCTH IPOBOIUMOTO JICUCHUS;

B KJIMHUYECKUE PEKOMEHJAIMU BKJIKOYAIOTCA JICKAPCTBEHHBIE MPENapaThl, MEAUIIMHCKUE U3JECIHS
U CHELMATIU3UPOBAHHBIE POTYKTHI JI€U€OHOr0 MUTAHUS, UMEIOIINE TOCYJaPCTBEHHYIO PETUCTPALIUIO;

B pazjenie KIMHMYECKUX pekoMeHaanui "JlmarHoctuka 3a0ojeBaHUS WM COCTOSIHHS (TPYIIIbI
3a00JIEBaHUN UM COCTOSIHMI), MEIUIIMHCKUE TIOKa3aHUs U MPOTUBONOKA3aHUS K MPUMEHEHUIO0 METOJI0B
JTUArHOCTHKHU" YKa3bIBAIOTCA: >Kajlo0bl M aHaMHe3, (u3HuKanbHOE oO0cienoBaHue, TabOpaTopHbIE U
MHCTPYMEHTAJbHBIE JMAarHOCTUYECKHE HCcienoBanus, auddepeHnnanbHas AUarHOCTHKA W UHBIE
JTUArHOCTHYECKHE UCCIICIOBAHMS, a TAK)KE KPUTEPUHN YCTAaHOBIICHUS 3a00I€BaHUs HIIM COCTOSTHUS;

B pa3lene KIMHUYECKHX pexkoMeHnanui "OpraHuzanus OKa3aHUs MEAUIIMHCKOW momouu"
YKa3bIBAIOTCS ATalbl OKa3aHUsA MEOUIIMHCKOW MOMOUIM, MEIUIMHCKUE INOKAa3aHUS K TOCHUTAIHM3ALMH B
MEAMIMHCKYIO OpraHU3alli0 U OCHOBAHUS BBINKUCKY MallU€HTa U3 MEAUIIMHCKON OpraHu3ally;

BCE IIKaJIbl OLEHKH, 33 HCKIIOUEHUEM IIKAJI OLIEHKH, HCIHOJB3YEMBIX A OLICHKH YPOBHEN
JIOCTOBEPHOCTH J0Ka3atenbeTB (nanee - Y [J1) u ypoBHe#t yoenuTenpHOCTH pekoMeHaanuii (nanee - YYP),
BOIIPOCHUKM U JPYTUE OLIEHOYHBIE MHCTPYMEHTBI COCTOSIHMS MAaLlMEHTa yKasblBatoTcs B lIpuioskeHumsax
I'l-I'N (mpunosxenue N 1 x HacTogmum TpeboBaHusaM);

mkanel oueHkn YL u YVP ykaspBatorcs B Ilpunoxenun A2. Merononorusi pa3paOoTKu
KJIMHUYECKUX pekoMeHanui (rnpuioxenre N 2 k HacTosmuM TpeboBaHUAM).

5. Wudopmauus mno BompocaMm MNpo(UIAKTHKH, TUArHOCTHUKH, JIEYEHUS U peadMIUTaluu
BKJIFOYAETCS B KIIMHUYECKHE PEKOMEHIAllMHA Ha OCHOBE IPUHIIMIIOB JI0KA3aTeIbHON MEUIINHBI.

6. Ilpu popMHpOBaHUY TE3UCOB-PEKOMEHALUI COOIIOAAIOTCS CIIEAYIOIINE TPEOOBAHUS:

Ka)X/IbIil TE3UC-PEKOMEH AN OTBEYAET HA CJIEAYIOIIUE BOMPOCHL: "uTo nenars?", "komy nenats?",
"¢ xakoi nenp?";

B TE3UCE-PEKOMEHIAIMN YKa3bIBAETCSA, YTO MEAUIIMHCKOE BMEIIATEILCTBO "PEKOMEHAYETCS' WU
"He pekoMeHayercs";

TE3UC-PEKOMEH/IAIIMK TIPEJICTABIIAIOTCS B paszjaenax "JlmarHoctuka 3a00JIeBaHUS WU COCTOSTHHS
(rpymnmbl 3a001€BaHUI MM COCTOSIHUIT), MEIULIMHCKUE TTOKa3aHUS M MPOTUBOIOKA3aHUS K MPUMEHEHHIO
METO/0B JuarHocTuku", "JledeHne, BKIIIOYAs MEIMKAMEHTO3HYIO W HEMEIMKAMEHTO3HYIO TEpaIuH,
JMeToTepanuio, 06e300a1MBaHNe, MEIUIMHCKIE TOKa3aHUs ¥ POTUBOINOKA3aHUs K IPUMEHEHUIO METO/10B
nedenus", "MenunnHcKas peabuInTanus, MEIUIIMHCKUAE MTOKa3aHUs M TIPOTHUBOITOKA3aHUS K TPUMEHEHHUTO
MmetooB peabwiurtarmu”, "llpodunakTuka U aUcaHCepHOE HAONIOJCHHE, MEAWLMHCKUE TMOKa3aHUs U
MPOTUBONOKA3aHUS K IPUMEHEHHUIO METOI0B MPOPHIAKTUKH";

TE3UChI-PEKOMEHIALINN COTIPOBOKAAOTCS MOSCHSAIOIMMU KOMMEHTAPUSAMY;

Ha3BaHMs (papMaKOTEpareBTUYECKUX TPYII JIEKApCTBEHHBIX IPENapaToB B COOTBETCTBUU C
aHaTOMO-TEPANeBTUYECKO-XUMUUECKON KiIaccuuKalend, pekoMeHI0BaHHOH BeeMupHoil opranuszamuei
3paBOOXPAHEHUs, WM MEXJIYHapOJHbIE HEMAaTEHTOBAHHBIE WJIM TPYHNIHUPOBOYHBIC, WU XUMHUYECKHE
HAaUMEHOBAHMUS JIEKAPCTBEHHBIX MPENApaTOB Il MEAULIMHCKOTO IPUMEHEHUS, a B CIIy4asiX UX OTCYTCTBHUS
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- TOProBble HAMMEHOBAHMSI JIEKAPCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO TPUMEHEHHUS YKa3bIBAIOTCS B
3aBUCUMOCTH OT JaHHbIX 00 3(P¢GEeKTUBHOCTH W O€30MacHOCTH WX NPUMEHEHHUs B Cllydyae eclid
TE3UC-PEKOMEH/IALMsI OTHOCUTCS K MPUMEHEHHUIO JIEKAPCTBEHHBIX MPENaparos;

HaMMEHOBAHHE JICKAPCTBEHHOTO Ipernapara BbIACIACTCS ABYMs 3Be3lovkaMu (**) B ciydae eciu
TE3UC-PEKOMEH/IalMsl OTHOCUTCS K JICKAPCTBEHHOMY TMIpenapary g MEIUWLIHUHCKOTO MNpPUMEHEHHUS,
BHECCHHOMY B II€PCUYCHb JKM3HEHHO HEOOXOJIMMBIX M BAXKHEHWIIMX JICKAPCTBEHHBIX IpenapaToB s
MEIUIHHCKOTO HpI/IMeHeHI/IHZ ;

HAaMEHOBAaHHME MEIMIIMHCKOTO W3JCNIHS BBIICISACTCS TPEMs 3BE3JI0YKAMHU (***)3 B Clly4ae eclid
TE3UC-PEKOMEH/IAlMsI OTHOCUTCS K MEAMIIMHCKOMY H3/ENIMI0, UMIUIAHTUPYEMOMY B OpPraHU3M YeJIOBEKa
IpU OKa3aHWW MEAMIIMHCKON TOMOIIM B paMKax MPOTrpaMMbl TOCYJIapCTBEHHBIX TapaHTHH OECIIaTHOTO
OKa3aHus TpaxkaaHaM MEIUIIMHCKON MTOMOIIIH;

HAaWMCHOBAaHHE CIEIUATU3UPOBAHHOTO MPOAYKTA JICUEOHOTO IHTAHHUS BBIJACISICTCS YETBIPHMS
3Be3Jj0uKaMu (****) B ciyyae eciau Te3UC-peKOMEH AUl OTHOCUTCS K CIIELUAIN3UPOBAHHOMY MPOAYKTY
Je4eOHOro MUTAHUS, BKJIIOUEHHOMY B TepEyYCHb CIEHUATHU3UPOBAHHBIX MPOAYKTOB JIE4YEOHOTO MUTAHUS
s ILeTeP"I-I/IHBaszIOB4;

nepe]l HaMMEHOBAHMEM JIEKapCTBEHHOI'O Ipernapara CTaBUTCSA 3HaK "#'", a Takke yKa3bIBaroTCA
CBEJICHUS O Croco0e MPUMEHEHHUs JIEKApCTBEHHOrO Mperapata U J03€, IJIUTEIBHOCTH €ro Mpuema C
yKa3aHWEM CCBUIOK Ha KJIMHHYECKHUE HuccieqoBaHus >(PQPEKTUBHOCTH U 0€30MacHOCTH MPUMEHSIEMOTO
peXKMMa JO3MPOBAHUS IMPHU JIAHHOM 3a00JIeBaHUU JIMOO CCBUIOK HA COOTBETCTBYIOIIME HWCTOYHUKHU
JUTEpaTypsl B CIy4ae €CJIM TE3UC-PEKOMEHAlMsl OTHOCUTCS K JIEKapCTBEHHOMY Mpenapary it
MEJIUIIMHCKOTO TPUMEHEHUS, UCIIOJIB3YEMOMY B HE COOTBETCTBUHU C IOKa3aHUSIMU K MPUMEHEHHIO U
MPOTUBOMOKA3aHUSAMH, CHOCOO0aMU TPUMEHEHUS W JI03aMH, COJEPXKALIUMHUCS B HMHCTPYKIUU II0
MPUMEHEHHUIO JIEKAPCTBEHHOT'O Ipernapara. YKa3aHHUe JICKapCTBEHHBIX IPENnapaToB IS MEAUIIMHCKOTO
MPUMEHEHUS, UCTIONb3YEMBIX B HE COOTBETCTBHUHM C MOKA3aHUSIMHU K IPUMEHEHUIO U MPOTUBOIOKA3aHUSIMU,
croco0aMu MPUMEHEHMSI U JI03aMH, COACPKAITUMUCA B MHCTPYKIHUH 1O TMPUMEHEHUIO JIEKAPCTBEHHOTO
npemnaparta, 0e3 yKa3aHHBIX BBIIIE CBEJCHUHN U CCHUIOK HAa KIMHUYECKHUE HCCIeI0BaHus d(PPEKTUBHOCTU U
0€30MacHOCTH JIAaHHOTO pPEXHMMa TpH JIaHHOM 3a0o0JieBaHUM JMOO CCBHUIOK Ha COOTBETCTBYIOIINE
HMCTOYHMKH JIUTEPATYPHI HE JOMYCKAETCS;

TE3UCBHI-PEKOMEHIAIIMA B KJIMHHUYECKUX PEKOMEHJAIUIX COMPOBOXKIAIOTCSA CChUIKAMHU Ha
VMCTOYHUKM JuTepaTypbl U ykazanueM Y/ u YVYP naHHoro rtesuca-pekoMeHZaluuMU B COOTBETCTBUU C
eauHbIMU mKanamu otieHku Y] u YVYP (npunoxxenue N 2 k Hactosimum TpeboBaHuUsIM), ONMMCAaHHBIMU B
IIKajJaax OLCHKH;

pu pa3paboTKe UM MEePeCMOTpe KIMHUYECKUX pekoMeHaanui ouenka Y/ u YVYP npoBoautcs
HAa OCHOBaHHWH €IMHBIX IIKaJ OlleHKH (ripriokenne N 2 k HacTosiiuM TpeboBaHUsIM);

TE3UCHI-PEKOMEHIAIIMN HOCSIT KaK TMOJIOKHUTEIbHBIA XapakTep (PEKOMEHI0BAaTh BMEIMIATEILCTBO),
TaK U OTPUIATENBHBIN XapakTep (He PeKOMEHI0BAaTh BMEIIATENbCTBRO).

! VrBepxzaena npuxazom MuHHCTEpCTBA 31paBooXpaHeHus Poccuiickoit denepamun ot 13 oxrabps 2017 r. N 804n

(3apeructpupoBad MunmcrepcTBoM roctrimu Poccuiickoit @epepanuu 7 Hos0pst 2017 ., peructpanuonsseiii N 48808).

[lepeueHb KU3HEHHO HEOOXOIUMBIX M BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO IIPUMEHEHUS Ha
2019 roxm, yrBepkAeHHBIH pacrnopsbkeHnem IIpaButensctBa Poccmiickoit depepanuu ot 10 mexabps 2018 r. N 2738-p
(Cobpanue 3akoHomarensctBa Poccutickoit denepammu, 2018, N 61, cT. 8075).

* [lepeyenn MeIMIMHCKUX H3/IHH, HMITAHTHPYEMbIX B OPraHU3M UeOBEKa MPH OKA3aHMM MEIMIMHCKO TOMOIIH B
paMKax MporpaMMBI TOCYIApCTBEHHBIX TapaHTHHA OECIUIaTHOIO OKa3aHWA TPaKAaHAM MEIUIIMHCKOM IMOMOINHM, YTBEp KICHHBIIH
pacniopsikenreM IlpaBurenscTBa Poccuiickoit ®@eneparuu ot 31 nmekabpst 2018 r. N 3053-p (CobOpanue 3akOHOIATENHCTBA
Poccuiickoit @eneparuu, 2019, N 2, ct. 196).

[lepeyeHp cHeNMANM3MPOBAHHBIX MPOMYKTOB JIEYeOHOTO MNHTaHWA M JeTei-uHBanmuzoB Ha 2019 rog,
YTBEPXKIACHHBINA pacriopsbkennem IlpaBurenscTBa Poccuiickoit denepanmn ot 22 oxtsaops 2018 r. N 2273-p (Cobpanue
3aKkoHomarenscTBa Poccuiickoit @enepanvm, 2018, N 44, ct. 6786).
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IIpuxa3 Munncrepcrsa 3apaBooxpaneHus P® ot 28 ¢erpansa 2019 r. N 1031 "O0 yTBepKACHUH MOPSAIKA U CPOKOB. . .

HazpaHMe Ha PYyCCKOM SA3BIKE:
OpmMImMHAaJIbHOE Ha3BaHUE
TOUHMK (OdMLIMAJIBHEM CalT pas3paboTumMKoB,

Vc

1Ia6s0H

IIpuaoxenne N 1

Kk TpeOoBaHusIM K CTPYKTYpe
KJIMHUYECKHX PeKOMeHIanmii,
COCTABY M HAYYHOH 000CHOBAHHOCTH
BKJIIOYAaeMO#i B KJIMHUYECKHe
pexoMeHaanuu HHGOpMALUH,
YTBEpP:KAeHHBbIM IIPUKA30M
MuHucTepcTBa 31paBOOXPAHEHUS
Poccuiickoi @enepauuu

ot 28 ¢pespass 2019 r. N 103un

Pexomenayemsblii oOpaserr

BKJIKNYCHHUA KIMHUYECCKHUX IIKAJ OCHKH, BOIIPOCHUKOB U APYIrux
OHECHOYHBIX HHCTPYMEHTOB COCTOAHUS MANUECHTA

(ecm ecTh) :

nyoamkKaumsa C BaadmMiaumen) :

Tun (NOOUEPKHYTH) :

mKaJjia OLeHKM
VHOEKC
BOIIPOCHUK

opyroe (yTOYHMUTH) :

HasHaueHHMe :

ConmepxaHue (wabJioH) :
Kiou (MHTepnpeTauusd) :

I[TogscHeHMA :

I xannl

IIpuioxenue N 2

Kk TpeboBaHusM K CTPYKTYpe
KJIMHUYECKHX PeKOMeHIaumii,
COCTaBY M HAY4YHOI 000CHOBAHHOCTH
BKJIIOYaeMO# B KIMHUYECKHe
pexkoMeHAanuu MH(popmanum,

YTBep KAeHHBIM IIPUKa30M
MuHucTepcTBa 31paBOOXPaHEHHSA
Poccuiickoii Penepannu

ot 28 pespaist 2019 r. N 103n

Pexomenyemslii o0pasern

OLIEHKM YPOBHel 10cTOBepHOCTH AoKka3aTeabeTs (Y1) nis MeTonoB AMaraocTukm,
NPOoPUIAKTHKH, JIeYeHUsSI U PeaduaIuTalun (IMATHOCTHYECKUX, NMPOPUIAKTHYECKUX, JIedeOHbIX,
peadWINTAIMOHHBIX BMEIIATEIbCTB) U MIKAJIA OLIEHKU YPOBHEH yOeauTeIbHOCTH PeKOMeHIaI Uil
(YYP) niist MeT010B NPOPUIAKTHKH, TUATHOCTUKY, JICHeHUS U peaduauTanuu
(mpopuIAKTHYECKHUX, AMATHOCTHYECKHUX, JIe4eOHbIX, peadNJIMTAIHOHHBIX BMeIIaTe1bCTB)

15.07.2019
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1. llIxanaa
OLIEHKH YPOBHeEM 10CTOBepHOCTH A0Ka3aTeabeTB (Y /1) A5t MeTo10B 1MarHOCTUKH
(IMarHoCcTHYeCKNX BMEIATEIbCTB)

Y Pacmudposka

l. Cucrtemaruueckue 0030pbl UCCIEIOBAHHNA C KOHTPOJIEM peepeHTHBIM METOIOM WIIH
CHCTEeMaTHYEeCKUH 0030p PaHAOMH3HPOBAHHBIX KIMHUYECKUX UCCIEJOBAHHUN C TPUMEHEHUEM
MeTa-aHaJn3a
2. OtnenbHBIE UCCIEIOBAHHS C KOHTPOJIEM peepeHCHBIM METOIO0M WIIN OT/ACIbHBIC
PaHIOMU3UPOBAHHBIC KIIMHUYECKHE UCCIIEIOBAaHHS U CUCTEMAaTHYECKHE 0030pbI NCCIICAOBAHMMA
1r000ro AM3aiiHa, 3a UCKIIOYCHUEM PaHIOMH3HPOBAHHBIX KIMHUYECKUX UCCIIEOBAaHHM, C
PUMEHEHHEM MeTa-aHaln3a
3. HccnenoBanust 6€3 OCIEI0BATENIEHOTO KOHTPOJIS peepEeHCHBIM METOIOM WJIH UCCIICIOBAHUS
¢ pehepeHCHBIM METO/IOM, HE SBIISIOMIMMCS HE3aBHCUMBIM OT UCCIIETyEMOro METOa WU
HEPaHJAOMHU3UPOBAHHBIC CPABHUTEIIBHBIC UCCIIETOBAHMS, B TOM YHCIIE KOTOPTHBIE

HCCICOOBAHUA
4, HeCpaBHI/ITeJH)HI)Ie HCCIICO0OBaHNUA, OTMCAHNEC KIIMHUYCCKOI'O CiIyvdas
5. Hmeercst aump 000CHOBaHUE MEXaHU3Ma HeﬁCTBHH HJIN MHCHHC DKCIICPTOB

2. lllkana
OLIEHKHU YPOBHeil 1ocTOBepHOCTH A0Ka3aTeabeTB (Y /1 /1) 1151t MeTo10B NpOoPUIAKTUKH, JIeUEHUS U
peaduautanun (MpoPUIAKTHYECKHUX, Je4eOHbIX, PeadHJINTAIMOHHBIX BMEIIATEIbCTB)

Y PacmugpoBka
1. CucremaTudeckuii 0030p paHIOMH3UPOBAHHBIX KIMHUYECKUX UCCIIEOBAHUI ¢ TPUMEHEHHEM
MeTa-aHaJin3a
2. OTnenbHbIE paHJOMU3UPOBAHHBIE KIIMHUYECKUE HCCIIEJOBAHUS M CHCTEMAaTHIECKHE 0030PBI

HUCCIIeJOBaHUM 11000r0 Z[I/I3aI7[Ha, 34 UCKIIFOUCHUCM PAaHAOMHU3HUPOBAHHBIX KIMHUYCCKUX
I/ICCJ'IGJIOBaHI/II\/JI, C IPUMCHCHHUECM MCTa-aHaJin3a

3. HepangomuzupoBanHbie CpaBHUTENBHBIE UCCIIEIOBAHMS, B TOM YUCJIE KOTOPTHBIC
HUCCIEIOBAHUS

4, HecpaBHutenbHbIe UCCIIEIOBaHUS, ONTMCAHNE KIIMHUYECKOTO Cydast U CEPHUH CIIyYaeB,
uccieI0BaHKe "cilyqai-KOHTPOJIb"

5. Nwmeercs nums 000CHOBaHWE MEXaHU3Ma JICUCTBHS BMEIIATEIbCTBA (IOKIMHUYECKUE

I/ICCJ'IC,Z[OBaHI/IH) HJIM MHCHUC SKCIICPTOB

3. Ikana
OlICHKH YPOBHe# yoeauTeabHocTH pekoMenaaumii (YVYP) nias meronos npodpuiakrukm,
AMATHOCTHKM, JIeYeHUsl U peaduauTanum (MpopuIakTu4ecKux, THAarHoCTU4eCKuXx, Je4eOHbIX,
peadMINTAIMOHHBIX BMEIIATEIbCTB)

YVP PacidpoBka

A CunbHas pekoMeHaIus (Bce paccMaTpuBaeMble KpuTepun 3PpPeKTUBHOCTH (MCXOIbI)
SBJISIIOTCS] BAKHBIMH, BCE MCCIIEIOBAHNS UMEIOT BHICOKOE I YIOBJIETBOPUTEIBHOE
METOA0JIOTMYECKOE Ka4eCTBO, MX BHIBOABI 10 HHTEPECYIOIUM UCXOAaM SBIISIOTCS
COTJIACOBAHHBIMHU )
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B

VYcnoBHas pekoMeHaus (He Bce paccMaTpuBaeMble KpuTepuu 3P PeKTUBHOCTH (MCXObI)
SBJISIIOTCS] BAKHBIMU, HE BCE UCCIIEI0BAHMS UMEIOT BBICOKOE WJIU YI0BJIETBOPUTEILHOE
METOA0JIOTMYECKOE KaUeCTBO M/MIIM X BBIBOJBI 110 MHTEPECYIOLINUM UCXOAaM HE SBIISIOTCS
COIJIACOBAHHBIMU )

Cnabas pexomeHgaius (OTCYTCTBUE JOKA3aTENbCTB HAIJIEKAIIETO KayecTBa (Bce
paccMaTpuBaemMble KpuTepun 3PPEKTHBHOCTH (MCXOJIb) SBISIOTCS HEBaKHBIMH, BCE
WCCJICIOBAHMS IMEIOT HU3KOE METOI0JIOTMUECKOE KAaYeCTBO M X BBIBOJIBI [0 HHTEPECYIONTUM
MCXO0JIaM HE SIBIISTIOTCSI COTJIACOBAHHBIMH)
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