3apeructpuposaHo B MuHtocte PP 8 maa 2019 r.
PernctpaunoHHbin Ne 54588

Mpuka3s MnHuctepcTBa 3apaBooxpaHeHnsa PO ot 28 cdheBpansa 2019 r. Ne 103H
"00 yTBepXaeHUU NnopsaaKka U CPOKOB pa3padboTKu KNMHUYECKUX PeKOMeHAauun, ux
nepecMoTpa, TMNoBon (hopMbl KIIMHUYECKUX PEKOMEeHO4aUuun U TpeboBaHUN K NX
CTPYKTYpe, COCTaBy U HAy4YHOW 060CHOBAHHOCTU BKNHO4YaeMOMN B KITMHMYECKUE
pekoMeHaauun nHcbopmaummn’

B cootBeTcTBMM C 4YacTbio 9 ctatbu 37 degepanbHoro 3akoHa oT 21 HosiO6pa 2011 r. Ne 323-93 “O6
OCHOBax OxpaHbl 340poBbs rpaxaaH B Poccuinckon depepauun” (CobpaHune 3akoHopaTenbctBa Poccuiickon
depepaumn, 2011, Ne 48, ct.6724; 2015, Ne 10, ct.1425; 2017, Ne 31, c1.4791; 2018, Ne 53, cT.8415)
npuKasbiBalto:

YTBEPANTD:

NMOPSIAOK N CPOKM pa3paboTKM KITMHUYECKMX PEKOMEHAALMI, UX NepecMoTpa cornacHo npunoxeHuto Ne 1;

TMNOBYIO POPMY KIMMHUYECKNX PEKOMEHAALMIA COrnacHoO nNpunoxexHuto Ne 2;

TpeboBaHus K CTPYKTYpe KIMHUYECKNX PEKOMEHAALMN, COCTaBy M Hay4YHOW 060CHOBAHHOCTU BKITHOMAEMOW
B KNMHMYECKMEe pekoMmeHaaumm nHopmaLmm cornacHo npunoxenno Ne 3.

MuHucTp B.N. CkeopuoBa
Mpunoxexne Ne 1
K npukady MyHUCTepCcTBa 34paBOOXpaHEHMS

Poccuinckon denepaumm
oT 28 despans 2019 r. Ne 103H

Mopanok n Cpoku paspaboTKu KIMHUYECKUX PeKOMeHAaL N, UX NepecMoTpa

1. Hactoswumn MNMopsigok ycTaHaBNMBaEeT nNpaBuia U CPoKkM pas3paboTKu KMMHUYECKMX PEKOMEHAAUMI N KX
nepecmoTpa.

2. KnuHunyeckne  pekomeHgaumu paspabaTtbiBatoTCH MeANLMNHCKUMN npogeccnoHanbHbIMK
HEKOMMEPYECKUMM OpraHu3aumsiMmn no oTAenbHbIM 3ab0neBaHnsaM Unu cocTtosiHuaM (rpynnam 3abonesaHun munu
COCTOSIHMI) C yKa3aHMeM MeaULMHCKUX YCryr, NPedyCMOTPEHHbIX HOMEHKNaTypou MeguuUHCKMX yenyrl,

3. KnuHudeckne pekomeHgauumn paspabaTtbiBalOTCs B COOTBETCTBMM C TMMOBOW (POPMOMN KIMHUYECKUX
pekoMeHAaauun, npegycMOTPeHHOW npunoxeHmeMm Ne 2 K HacTosilemy npukasy, U B COOTBETCTBUM C
TpeboBaHMAMUN K CTPYKTYpE KIMHUYECKUX PEKOMEHAALMI, COCTaBy M Hay4YHOW OBOCHOBAHHOCTW BKIHOYAEMOW B
KNHUYeckne pekoMmeHgaumm nHcopmauun, npeaycMoTpeHHbIMU npunoxeHmemM Ne 3 kK HacTosLemy npukasy.

4. KnuHnyeckve pekomeHgauum paspabaTtbiBaloTcA MO MNepeyvHio 3aboneBaHui UM COCTOSIHUIA (rpynn
3aboneBaHnii UM COCTOSHWIA), cbopmupyemomy MuHMCTEpPCTBOM 3apaBooxpaHeHust Poccuiickon ®epepaummn B
COOTBETCTBMM C YacTbio 3 ctatbk 37 depepanbHoro 3akoHa Ne 323-03 (ganee - nepeveHs).

5. MeguuuHckne npodeccuoHanbHble HeKOMMep4Yeckue opraHusaumm B TedeHue 1 mecsua cO AHs
pasMelleHns nepeyHs Ha odumuymanbHoMm cavite MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®depepauuny B
NHHOOPMALIMOHHO-TENEKOMMYHUKaLMOHHON ceTn “UiHTepHeT” (panee - odmumaneHbii cant MwuHucTepcTsa)
HanpasnsoT B MuHMCTepcTBO 3apaBooxpaHeHus Poccuiickon depepaumm yBegoMreHue O Hadane paspaboTku
KNMUHUYECKUX PEKOMEHAALINN.

6. MeguumHckne npodpeccnoHanbHble HEKOMMepYeckme opraHusaumu paspabaTbiBalOT  NPOEKThI
KMMHUYECKNX pEeKOMeHOauui u OpraHm3yroT ux obecTtBeHHoe obcyxaeHne, B TOM YMCME C y4acTUEM Hay4HbIX
opraHm3aumi, obpasoBaTenbHbIX OpraHM3auuin BeicLLero obpasoBaHus, MEOULIMHCKUX OpraHu3auni, MeanLMHCKMX
npodeccnoHanbHbIX HEKOMMEPYECKNX OpraHm3aumi, ux accoumauuin (Col3oB), ykasaHHbIX B YacTn 5 ctatbn 76
depepanbHoro  3akoHa  Ne 323-®3, a Takke NocpeacTBOM  pasMelleHuss B UH(OpMaUMOHHO-
TenekoMMYyHUKaLMOHHON ceTn “UHTepHeT” B TeyeHwe 4 MecsueB CO [OHA HanpasneHus B MUHUCTEpCTBO
3gpaBooxpaHeHust Poccuiickon Pefepaumm yBeAOMIeHUs 0 Havane pa3paboTkn KIMHUYECKUX pEKOMEHOALNNA.

7. o okoH4YaHWKM CpoKa, YkaszaHHOro B NyHKTe 6 HacToswero Nopsagka, MmeamumnHckas npodeccrmoHanbHas
HeKoMMepuyeckas opraHusauus HanpaenseTr B MwuHMCTEpCTBO 34paBooxpaHeHus Poccunckon ®epepaumn
NMCbMEHHOE 3asiBneHme O pa3paboTke uUnu nepecmMoTpe KIMHMYECKUX PeKoMeHZauun (ganee - 3asiBNeHue) Ha
OyMarkHOM HOCUTENE 1 B AMEKTPOHHOM BuAe, coaepallee cnegylowme ceBegeHuns:

HanMeHoBaHue pa3paboTynka (MOYTOBLIN agpec, KOHTAKTHbIA TenedoH, aapec 3NEeKTPOHHOM NOYTbI);



HavMeHOBaHWe MPOEKTOB KIMHUYECKUX PEKOMEHZaUMn C ykasaHuem koga 3aboneBaHWs UM COCTOSAHMSA
(rpynnbl 3aboneBaHUss uUnNn COCTOSIHWMI) B COOTBETCTBMM C MexayHapOAHOW CTaTUCTUYECKOW Knaccudukaumen
6onesHen n npobnem, CBA3aHHbIX CO 300POBLEM;

BO3pacTHas kaTeropusi NnaumneHToB.

8. K 3asBneHuto npunaratoTcs KIMHNYECKNe pekoMmeHaaumm.

9. HaydHo-npaktuyeckmii coseT MuHucTepcTBa 3apaBooxpaHeHus Poccunckon Pepepauunmn cosgaet
pabouve rpynnbl U KOMWUCCUMU C MNPUBIIEYEHNEM WHBIX MEOUUMHCKUX MpodeccnoHanbHbIX HEKOMMEPYECKUX
opraHu3auui, UMeKLLMX B CBOEM COCTaBe MeAWLMHCKMX pabOTHMKOB MO COOTBETCTBYHOLLEN CNeunanbHOCTH, B
uensx paspaboTkM KNMHMYECKUX peKkoMeHAauuMni B Crnyvyae HenpeacTaBeHns KIMHUYECKUX pekoMeHZaunin
MeaMLMHCKUMU NPpOdEeCCUOHANbHBIMU HEKOMMEPYECKMIN OpraHn3aumsiMm B yKa3aHHbIA B MyHKTE 6 HacTosiLero
Mopsiaka cpok, a Tawkke B Crnydae, ecnu no otTaernbHbIM 3abonesaHnsaM Unu COCTosHUSAM (rpynnam 3abonesaHun
WU COCTOSIHUI), BKIIOYEHHBIM B NepeYeHb, B TEYEHUE 2 MeCHLEeB CO OHS pasMeLLeHns nepeydHsi Ha oduynansHOM
cante MuHucTepCcTBa He MOCTYNUMO yBeAOMMEeHMe O Hadane pa3paboTKM KNUHUYECKUX pekoMeHAauuh Hu oT
OAHOM MeANLIMHCKOM NpoheCCMoHanbLHOM HEKOMMEPYECKOW OpraHn3aumu.

10. KnuHunyeckne pekomeHgaumm nepecmaTtpuBaloTca He pexe 1 pasa B 3 roga v He Yawe 1 pasa B 6
MecsiLeB.

11. Onsa pa3paboTkn M nepecmoTpa KIMHUYECKNX PEeKOMeHOauun MeaVLMHCKMMK NpodeCCUOHarnbHbIMU
HEeKOMMepYEeCKMMY opraHmnsauusamu opmupytotcs paboudme rpynnbl No pa3paboTke U NEepecMoTPy KIMHUYECKUX
pekomeHaaumn (ganee - paboyne rpynmnbi).

12. B coctaB pabounx rpynn MOryT NpuBeKaTbCA CneumManucTbl, y4acTByOLME B OKa3aHUN MEeOMLUHCKON
nomoLm npu 3abonesaHnmn nnun cocTosHum (rpynne 3aboneBaHnn nnmM COCTOSHMI), MO KOTOPbIM pa3dpabaTbiBaloTcs
KMMHUYECKMe pekoMeHOauuu, HayyHble paboTHWMKKM, cneumanucTel B 0Bnactu gokasaTenbHOW MeauuMHBbI,
coumanbHble paboTHWMKM, NpPeAcTaBMTENM MNALMEHTCKUX OpraHuM3auun, pPUCTbl, NPEeACTaBUTENU CTPaxoBbiX
MEOMLMHCKUX OpraHmsaumi, crneuuanuctel B 0bnactn WMHEPOPMALMOHHBIX TEXHOMOMMA U  MeXAyHapoaHble
KOHCYNbTaHThI.

13. PewweHusa paboyew rpynnbl NPUHUMAKOTCS NPW MOAAEPXKKE HE MEHee ABYX TPETEN OT yucra roriocoB
NPUCYTCTBYIOLLMX HA 3acefaHun YneHoB paboyen rpynnbl.

14. PelwweHus paboden rpynnbl 0QOPMIISAIOTCA MPOTOKONIOM, KOTOPbIA MOAMNUCLIBAETCA PyKOBOAMTENEM
paboderi rpynnbl 1 YneHamum pabdoyer rpynmbl, MPUCYTCTBOBABLUMMY HA 3acefaHnn.

! Yactb 3 crartbu 37 PeneparnsbHoro 3akoHa ot 21 Hosiops 2011 r. Ne 323-93 “O6 ocHoBax OxpaHbl 300poBbs rpaxaaH B Poccuickon
depepauun” (CobpaHue 3akoHopaTenbcTBa Poccunckon ®egepauun, 2011, Ne 48, cT. 6724; 2015, Ne 10, ct. 1425; 2017, Ne 31, cT1. 4791,
2018, Ne 53, ct. 8415) (nanee - ®egepanbHbint 3akoH Ne 323-P3).

MpunoxeHne Ne 2

K npukady MyHuUcTepcTBa 34paBOOXpaHEHMS
Poccuickon denepaumm

oT 28 deBpans 2019 r. Ne 103H

Tunosasa popma

KnunHuyeckue pekomeHgauum

[. TUTYNbHbLIA NNCT

HanmeHoBaHuMe KnMHM4YeCcKon pekomeHgaunn.

KogunposaHue no MexayHapogHow cTaTucTudeckon knaccudukaumm 6onesHen n npobnem, cBA3aHHbIX CO
3[,0POBLEM.

BospacTHas rpynna.

Pa3paboTunk KNMMHMYECKOW pekoMmeHaaumu.

loa yTBEpXaEeHUS.

[I. OrnaBnexune

lll. Cnncok cokpalleHun

V. TepmuHbI 1 onpefeneHus

V. KpaTkas nHdopmMauus no 3abonesaHuio nnm cCoCToAHMIO (rpynne 3abonesaHnmn nnm CoOCTOSHNIN)

1. OnpegeneHne 3abonesaHns NN COCTOAHMA (rPynnbl 3aboneBaHun UM COCTOAHUN).

2. 3Tmonorusa n natoreHes 3abonesaHns UNM COCTOAHMA (rPynnbl 3aboneBaHnn UM COCTOSHUN).

3. Snngemwnonoruns 3abonesaHns NN COCTOAHMA (rpynnbl 3ab0neBaHun NnmM COCTOAHUN).

4. OcobeHHOCTM KOoAMpOBaHUA 3aboneBaHust M COCTOSIHUA (rpynnbl 3ab0neBaHun UM COCTOSIHWUIA) MO



MexayHapoaHon ctaTucTudeckomn knaccudukaumm 6onesHen n npobnem, CBA3aHHbIX CO 340POBbEM.

5. Knaccudpmkaumsa sabonesaHns nnm coctosHus (rpynmnbl 3a6onesaHnii UM COCTOSTHUN).

6. KnMHu4deckas kapTuHa 3aboneBaHnsi UM COCTOSIHUSA (rpynnbl 3a00MeBaHUA NN COCTOSIHUNA).

VI. OunarHoctnka 3aboneBaHusi UM COCTOsIHMSA (rpynnbl 3aboneBaHWin MM COCTOSIHWIA), MeOMLMHCKUE
NnokasaHus 1 NPOTUBOMNOKA3aHUs K MPUMEHEHNI0O METOA0B ANArHOCTUKN

1. XXano6bl n aHamHes.

2. dusmkanbHoe obcnegoBaHue.

3. JlabopaTopHble gnarHoCTUYeckne nccreaoBaHus.

4. IHCTpyMeHTarnbHble AMarHoCTU4ecKne nccnegoBaHus.

5. ViHble grnarHocTuyeckme nccnegoBaHus.

VII. JleyeHue, BknwoYvass MeOMKAMEHTO3HYD W HeMeOMKaMEHTO3Hyl Tepanuu, AuetoTepanuio,
obe3bonvBaHme, MegULNHCKME NOKa3aHWUs U NPOTUBOMNOKa3aHNA K NPUMEHEHNI0 METOA0B NeYeHnst

VIIl. MeaunuunHckaa peabunutaums, MeOuuMHCKME MNOKasaHUA UM MNPOTUBOMOKA3aHMUS K MNPUMEHEHUIO
MeToaoB peabunuraumm

IX. MNpodwmnaktMka M gucnaHcepHoe HabnogeHne, MeOuUMHCKME MOoKa3aHWsi U MPOTMBOMOKA3aHUS K
NPUMEHEHNIO METOAOB NPOMUNaKTUKN

X. OpraHusauust okasaHus MeguLMHCKOM MOMOLLM

XI. OononHuTenbHas mHdopMauus (B TOM 4ucre cakTopbl, BRMSIOWME Ha WUCXod 3aboneBaHus wunm
COCTOSAHMS)

Xll. Kputepum oLeHKM kayecTBa MeQMLMHCKON NOMOLLM

XIl. Cnucok nutepaTypsbl

XIV. Tpunoxenne A1. CoctaB paboyen rpynnbl No pa3paboTke M NEepecMoTpy  KIMHUYECKUX
pekoMmeHaauum

XV. Mpunoxexne A2. MeTogonornsa pa3paboTku KNMHUYECKUX peKOMeHaaumnm

XVI. MNpunoxenne A3. CnpaBoyHble MaTtepuansbl, BKMOYas COOTBETCTBME MOKAa3aHUM K MPUMEHEHMIO U
NPOTMBOMOKa3aHNA, CNocoOOB MPUMEHEHNST N 003 JIeKAapPCTBEHHbLIX MpPenapaTtoB WMHCTPYKUMM MO MPUMEHEHUIO
neKkapcTBEHHOro npenapara

XVII. MpunoxeHne b. Anroputmbl 4ENCTBUIA Bpaya

XVIII. Mpunoxexne B. MHdpopmaunsa ana naumeHTta

XIX. Mpunoxenune M-I'N. LWkanbl OUEHKN, BOMNPOCHUKU N OpYrne OLEHOYHbIE UHCTPYMEHTbI COCTOSHUSA
naumeHTa, NpUBEeAEHHbIE B KIIMHUYECKMX PEKOMEHOALMAX

Mpunoxexne Ne 3

K npukasy MuHncTepcTBa 30paBoOXpaHeHus
Poccuiickon ®enepauun

oT 28 despans 2019 r. Ne 103H

TpeboBaHus
K CTPYKTYPE KINUHUYEeCKUX peKoMeHaaLuumn, cocTaBy M Hay4MHOU 000CHOBaAHHOCTU
BKMOYaeMoOu B KIMUHUYECKMe peKkoMeHaauum nHcpopmaumu

1. CTpyKTypa KIMMHUYECKNX pekoMeHaaLUmMi BKNoYaeT crneayoLwme pasgernbi:

[. TUTYNbHbBIA NNCT.

Il. OrnaBneHwue.

Ill. Cnncok cokpalleHui.

IV. TepmuHbl U onpeaenexHus.

V. KpaTkas nHgopmaums no 3abonesaHuio nunm cocTosiHUIo (rpynne 3abonesaHuin N COCTOSHNIA).

VI. OuarHoctuka 3aboneBaHus WM COCTOSAHMSA (rpynnbl 3aboneBaHui MM COCTOSHMI), MEAMLUHCKME
NMoKasaHnsa 1 NPOTUBONOKA3aHMs K MPUMEHEHUIO METOL40B ANArHOCTUKM.

VII. JleyeHue, BKkNOYaAd MeOUKAMEHTO3HYIO W HEMeOWKaMEHTO3HYK Tepanuu, gueTtoTepanuio,
0be3b0nvBaHne, MeQULMHCKNE MOKa3aHWsS U NPOTMBOMNOKA3aHUA K NPUMEHEHUIO METOAOB JIEYEHNS.

VIIl. MeanumHckaa peabunurauus, MeOUUMHCKME TMOoKas3aHuMs M MPOTUBOMOKA3aHWsl K MPUMEHEHUI0
MeToOoB peabunmtaumu.

IX. Mpodumnaktuka M AucnaHcepHoe HabnogeHue, MeauuMHCKUME MoKasaHWst U MPOTMBOMOKa3aHUs K
NPUMEHEHNIO METOAOB NPOMUNAKTUKMN.

X. OpraHusaumsi okasaHust MEQULMHCKOW MOMOLLM.

XI. OononHuTenbHast MHopmauus (B ToM 4ucne dakTopbl, BAuSOWME Ha ucxop 3aboneBaHus unwm
COCTOSIHUS).

Xll. Kputepum oueHkM kayecTBa MegULMHCKON MOMOLLM.



XIII. Cnncok nutepaTtypbl.

XIV. TlpunoxeHne A1. CoctaB paboyen rpynnbl no pa3paboTke W MNepecMoTpy KIMHUYECKMX
pekomeHaaunin.

XV. MpunoxeHune A2. MeTogonorus pa3paboTky KIMHNYECKUX peKOMeHaauun.

XVI. MpunoxeHne A3. CnpaBoyHble MaTtepuanbl, BK/OYas COOTBETCTBME MOKa3aHWA K MPUMEHEHUIO U
NPOTUBOMOKA3aHUN, CNOCOOOB MPUMMEHEHMST U [03 JIeKapCTBEHHbIX MpenapaToB MHCTPYKUMU MO MPUMEHEHMUIO
nekapcTBEHHOro npenapara.

XVII. MpunoxeHne b. Anropntmel 4ENCTBU Bpaya.

XVIII. Mpunoxexne B. Hdpopmaums ana naumeHTa.

XIX. Mpunoxenne M-I'N. Lkanbl OuLEeHKX, BOMNPOCHWKA U OpYyrue OLEHOYHbleE WHCTPYMEHTbl COCTOSIHUSA
naumeHTa, NpUBEeLEHHbIE B KINMHNYECKUX peKOMeHaauunsx.

2. KnnHnyeckne pekoMmeHgaumm paspabaTbiBalOTCA C ykaszaHUeM MeAULMHCKUX YCNyr, NpeayCMOTPEHHbIX
HOMEHKNATYpPOn MeauUMHCKUX ycnyrl,

3. B «knuMHu4YeckMx  pekoMeHOauusax MpUMMEHSIeTCAa  MeXAyHapooHoe  HenaTeHTOBaHHOE  unu
rpynnMpoBOYHOE, UNU XMMUYECKOE HauMEeHOBaHWe NekapcTBEHHOro npenapara Ansg MeauumnHCKoro NpuMeHeHus, a
B CNny4asix ux oTCYTCTBUSA - TOProBOE HaUMeHOBaHWE NekapCTBEHHOrO npenapaTa Ans MeauLMHCKOro NpUMeHeHUs.

4. Mpun hbopmMmpoBaHNM KNMHUYECKNX PEKOMEHAaLMI HeobxoamMmMo cobniogaTth cnegyrowme TpeboBaHus:

BCE pekoMeHAauuu no MPUMEHEHUID MeAMLMHCKUX BMellaTenbCTB u3narawTca B dopmarte KpaTKux
Te3nCcoB-pekomMeHaaLmn;

B KNWHWYECKME peKoMeHOaLMu BKIYalTCA  pekoMeHZauuu no  MPUMEHEHUI0  MeOULMHCKUX
BMELLATENLCTB (METOAOB MPOUNAKTUKKN, ANArHOCTUKN, NieYeHus U peabunutaumm), B TOM Yucne no3sonsoLlime
OLEeHUTb 3PPEKTUBHOCTb U 6E30MACHOCTb NPOBOAMMOIO NEYEHNs;

B KIWHUYECKME PEKOMEHAaLMM BKMYalOTCA eKapCTBEHHble npenapartbl, MeAULMHCKUE U3genust u
crneumanm3mpoBaHHble NPOAYKTbI e4ebHOro NTaHus, UMEeKLLINE roCygapCTBEHHYIO PErMCTpaLUmio;

B pasgene KIUHMYECKMX pekoMmeHgaumi “[duarHoctuka 3abonesBaHus wnNM  COCTOSHWS  (rpynnbl
3aboneBaHN UNU COCTOSIHUW), MeOMUMHCKME TMOKa3aHus W MpOTMBOMOKA3aHUs K MPUMEHEHMIO METOLOB
ONarHocTvkn”  ykasblBaloTCA: Xanobbl M aHamHe3, du3nkanbHoe obcnegoBaHve, nabopaTopHble U
WHCTPYMEHTanbHble  guarHocTuyeckue  uccrnegdosaHusd, avddepeHunanbHasa  guarHoctmka W - UHble
ONarHoCTUYeCcKMe UCCreoBaHus, a Takke KPUTEPUN yCTaHOBNEHMS 3a00NeBaHNS UM COCTOSTHUS;

B pasgerne KIMHUYecKux pekoMeHaaumn “OpraHmsaumsi okasaHust MeAMLMHCKOM MOMOLLN” yKa3blBalTCS
aTanbl OKasaHUa MeaULMHCKOW MOMOLWM, MeAWUMHCKME noKasaHus K rocnuvranusauuMm B MEeOULUHCKYHo
OpraHusaumio 1 OCHOBaAHWUA BbIMUCKM NauMeHTa N3 MeQULMHCKOW OpraHusaumm;

BCE LUKarsbl OLEHKM, 3a UCKITIOYEHMNEM LKA OLEHKW, UCMONb3yeMbIX ANS OLEHKN YPOBHEN 4OCTOBEPHOCTU
Aokasatenscts (ganee - Y[) n ypoBHeln ybeautenbHOCTM pekoMeHgauun (ganee - YYP), BONpOCHUKM u gpyrue
OLEHOYHbIE WMHCTPYMEHTbl COCTOSHWSA nauMeHTa ykasbiBaioTcsa B [lpunoxenusax M-IN (npunoxeHne Ne 1 «k
HacToswmM TpeboBaHuam);

wkanbl oueHkn YOO n YYP ykasbiBatotcs B [MpunoxeHun A2. Metogonornst pa3paboTky KIMHUYECKMX
pekomeHgaumn (npunoxeHune Ne 2 k HacToswmM TpeboBaHUsaM).

5. Hdopmaumsa no BonpocaM NpodunakTuki, AUarHOCTUMKKU, NeYeHus 1 peabunuraumm BKMOYaeTcs B
KNHUYecKkne pekoMeHaaLmmM Ha OCHOBE MPUHLUMNOB AoKa3aTenbHON MeauLMHbI.

6. Mpu bopmupoBaHMM TE3MCOB-pEKOMEHAALUMI cobntogaloTca cneayolme TpeboBaHus:

Kaxdbli Te3nc-pekomeHgalms OTBeYaeT Ha crnegylolme Bonpockl: “4To genartb?”, “koMy genatb?”, “c
Kakon uenbio?”;

B Te3uce-pekoMeHOauun ykasbiBaeTCsl, YTO MeOMUMHCKOEe BMeLlaTenbCTBO “‘pekomeHgyeTca” unm “He
pekomeHayeTca”;

Tesnc-pekoMeHgaumm npeacTtaensaoTcs B pasgenax “duarHoctuka 3aboneBaHusa nnm CocTtosiHMA (rpynnbl
3aboneBaHni UNM COCTOSIHUWA), MEAUUMHCKME MNoKas3aHus W MNPOTMBOMOKA3aHUA K MPUMEHEHUI0 METOO0B
anarHoctukn”, “lledeHne, BKNYas MEOMKAMEHTO3HYI W  HeMeOMKaMEHTO3HY Tepanuu, AueToTepanuio,
obesbonvBaHve, MeAWMLMHCKME MOKas3aHUss U NPOTMBOMOKAa3aHWst K MPUMEHEHUMIO METOOOB JleyveHus”,
“‘MeguunHckasas peabunuTtaumsi, MeOWUMHCKME MOKa3aHUA W NPOTMBOMOKAa3aHWs K MPUMEHEHMIO MeToO0B
peabunutaumun”, “Npodunaktnka n gucnaHcepHoe HabnogeHNe, MeEULMHCKME NMOKa3aHUst 1 NPOTMBOMOKa3aHUs K
NPUMEHEHNIO METOAOB NPOMUNAKTUKK;

Te3UCbl-pekoMeHaaLMM CONPOBOXAATCA MNOSACHAIOWNMN KOMMEHTapUSMU;

Ha3BaHUSA apmakoTepaneBTUYECKUX FPYMn fiekapCcTBEHHbIX MpenapaTtoB B COOTBETCTBMM C aHATOMO-
TepaneBTMYECKO-XMMNYeCKon Knaccudukaumen, pekoMmeHgoBaHHon BceMpHon opraHnsaumert 3apaBooxpaHeHuns,
UNN MeXgyHapoaHble HEMaTeHTOBaHHbIE UMW TPYNMUPOBOYHBIE, UITM XMMUYECKUME HAaVMEHOBAHNSA NEKapCTBEHHbIX
npenapaTtoB Ans MEOMUWMHCKOrO MNPUMEHEHWs, @ B CNyyasix WX OTCYTCTBUS - TOProBble HaMMEHOBAHUS
NEeKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOTO MPUMMEHEHMST YKa3biBAlOTCA B 3aBUCMMOCTU OT JaHHbIX 00
3hhekTMBHOCTM N 6E30MACHOCTUN UX MPUMEHEHUS B Clydae ecrniv Te3nC-pekoMeHAaLmMs OTHOCUTCS K MPUMEHEHUIO
NeKapCTBEHHbIX Npenaparos;



HanMeHoBaHWe nekapCTBEHHOro npenapaTa BblaenseTcs AByMSA 3Be3fodkamu (**) B cnydae ecnu Tesuc-
pekoMeHaaumMsi OTHOCUTCA K NekapCTBEHHOMY npenapaTty And MeOMUUHCKOro nNpuMEHEeHWsl, BHECEHHOMY B
nepeyeHb XXU3HEHHO HEOOXOAUMBIX U BaKHEWLLMX NEKAPCTBEHHLIX NPenapaToB AN MeaULMHCKOro NpUMEHeHNs?;

HauMeHOBaHVWe MeOMLMHCKOrO M3denusl BblaenseTcs Tpems 3Besgodkamu (***)3 B criydae ecnu Tesuc-
pekomMeHAaLms OTHOCUTCS K MEOMLMHCKOMY M3OEeNuio, UMNIaHTUpyeMOMY B OpraHu3M YerioBeka Mnpy OKasaHuu
MEeOMLMHCKOM MOMOLLM B paMKax MporpaMmMbl rOCy4apCTBEHHbIX rapaHTMi 6ecnnaTHOro okasaHus rpaxgaHam
MEeOULMHCKON MOMOLLN;

HaVMEHOBaHWe CMeuuanu3MpoBaHHOro MNpoAykTa fe4yebHOro MUTaHMa  BblOENAETCS  YeTbipbMS
3Be3goykamm (****) B cnydyae ecnu Te3anc-pekoMeHaaLms OTHOCUTCH K cneumManm3MpoBaHHOMY NpoAayKTy nevyebHoro
NATaHWS, BKMIOYEHHOMY B MepeyvYeHb CreunanuM3MpoBaHHbIX MPOAYKTOB nevyebHOoro nutaHua [ns  aeten-
WHBanNuaooB;

nepea HaMMeHOBaHWEM NEKapCTBEHHOMO npenapaTa CTaBUTCA 3HaK “#’, a Takke yKa3biBalTCs CBEAEHMUS O
crnocobe NpyMeHeHUs NeKapCTBEHHOro npenapara M Oo3e, ANUTENbHOCTU ero npuemMa C ykasaHMeM CCbIfoK Ha
KNHUYeckne mnccnenoBaHms apekTMBHOCTN U 6e30NacHOCTU NPUMEHSIEMOro peXxmMMa JO3UPOBaHUSA Npu AaHHOM
3aboneBaHnM NMMOO CChINIOK Ha COOTBETCTBYIOLLME MCTOYHMKM NUTEpaTypbl B Clyvyae ecny Tesuc-pekoMeHgaums
OTHOCWTCS K NIeKapCTBEHHOMY npenaparty Ans MeAWLUMHCKOro MPUMEHEHUS, UCMONb3yeMOMY B HE COOTBETCTBUU C
nokasaHUsSMMU K NMPUMEHEHUI0 N MPOTUBOMNOKa3aHUSMK, Cnocobamu NpUMEHEHUS U 403aMW, COoAEepPXalLMMUCS B
WHCTPYKUMM MO NPUMEHEHUIO JIEKApCTBEHHOro npenaparta. Yka3aHue IeKapCTBEHHbIX MpenapaTtoB Ans
MEOMLMHCKOTO MPUMEHEHUS, WCMONb3yEMbIX B HE COOTBETCTBMM C MOKa3aHUSIMU K TMPUMEHEHUIO W
NPOTUBOMNOKa3aHUAMK, cnocobamn MpUMEHEHUS U O03aMMu, COAEPXALLMMMUCA B MHCTPYKUMM MO MPUMEHEHMIO
NeKkapcTBEHHOro npenapaTta, 6e3 ykasaHHbIX BbIlEe CBEAEHWA W CChITIOK Ha KIWMHWYECKME MWCCrenoBaHus
achbpekTnBHOCTM 1 6€30NacHOCTM AaHHOIO pexuma npu gaHHom 3abonesaHum NbBO CCbINOK HA COOTBETCTBYHOLLME
WCTOYHMKKN NUTepaTtypbl HE JONYCKaeTCs;

TE3UCbI-PEKOMEHAALMMN B KIIMHUYECKUX PEKOMEHAALMAX COMPOBOXAAKTCA CCbIIKAMU Ha WCTOYHUKM
nutepatypbl 1 ykasanuem YOO n YYP gaHHOro tesuca-pekomMeHgauum B COOTBETCTBUM C €AUHbIMW LUKanamu
oueHkn YOI n YYP (npunoxenue Ne 2 k HacTosiwmm TpeboBaHMAM), ONMCAHHBIMW B LLKanNax OLEHKM;

npu paspaboTke WM MNepecMoTpe KIMHUYECKUX pekomeHaauun oueHka YOO un YYP npoBogutcs Ha
OCHOBaHUM €fVWHbIX LIKan oueHku (npunoxeHne Ne 2 k HacToswmm TpeboBaHusm);

TE3NCbl-PEKOMEHAALMN HOCAT KaK MONOXMUTENbHbBIA XapakTep (peKkomMeHOoBaTb BMELLATENbCTBO), TaK U
oTpuLaTenbHbI XapakTep (He peKoMeHA0BaTb BMELLATENbCTBO).

! YTteBepameHa npukasom MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®epepaummn ot 13 oktabpa 2017 1. Ne 804H
(3apeructpupoBaH MuHucTepcTBoMm toctuummn Poccuinckon ®epepaumnn 7 Hosiopsa 2017 r., pernctpaumoHHbii Ne 48808).

2 MepeyeHb XM3HEHHO HeOBXOAMMbIX M BaXKHEWLIMX NeKapCTBEHHbLIX MpenapaToB ANA MeOMUMHCKOro npumeHeHus Ha 2019 rog,
yTBEPXAEHHbIN pacnopspkeHnem lMpasutensctBa Poccurickon ®epepaumn ot 10 gekabps 2018 r. Ne 2738-p (CobpaHne 3akoHopaTenbcTsa
Poccuiickon ®enepaumm, 2018, Ne 61, cT. 8075).

3 lMepeyeHb MeOMLMHCKAX M3LENnuiA, UMMMaHTUPYEMbIX B OpraHuaM 4eroBeka Mpu OKasaHUM MeOMUMHCKOM MOMOLUM B pamkax
nporpaMMbl FOCYAapCTBEHHbIX rapaHTuii GecnnaTHOro okasaHus rpaxgaHam MeOMUMHCKOM MOMOLLM, YTBEPXAEHHbIV PacrnopspkeHnem
MpaButenbcTBa Poccunckon ®epepauum ot 31 gekabpst 2018 r. Ne 3053-p (CobpaHue 3akoHopaTenbcTBa Poccuiickon ®epepaumm, 2019,
Ne 2, cT. 196).

4 TMepeyeHb CcreUManM3npoBaHHbIX MPOAYKTOB nedYebHOro nuTaHus ans aeted-uHBanuaoB Ha 2019 roa, YTBEPXKOEHHbLIN
pacnopsbkeHnem [paeutensctBa Poccuiickon ®Pepepaumm ot 22 oktabps 2018 r. Ne 2273-p (CobpaHue 3akoHopatenscTBa Poccuiickon
depepaunm, 2018, Ne 44, cT. 6786).

Mpunoxexne Ne 1

K TpeboBaHUsAM K CTPYKType
KNMUHUYECKUX pekoMeHaaunin,
COCTaBy 1 Hay4yHON 060CHOBAHHOCTM
BKIMHOYAEMOWN B KIMHUYECKME
pekoMeHgaumm nHdopmaumm,
YTBEPXKAEHHBIM NMPUKA30OM
MwuHMCTEpCTBa 34paBOOXPaHEHMS
Poccuickon ®enepauun

oT 28 deBpans 2019 r. Ne 103H

PekomeHayembili obpasey

LLlabnoH
BKINHOYEHUA KIUHNYECKUX LUKar OueHKWU, BONMPOCHUKOB U APYIrux
OLeHOYHbIX UHCTPYMEHTOB COCTOAHUA NauueHTa




HaszBaHmMe Ha pPyCCKOM fA3HIKE:
OpuI'MHaJIbHOE Ha3BaHMe (eCyiM eCThb) :
McTouHMK (OobdMUMAJIBHEM CalT pa3paboTuMkor, NyOIMKaUMsa C BajaMzmalueN) :

Tun (NOOYUEPKHYTH) :

- mKajia OLIeHKU

- MHIEKC

— BOIIPOCHUK

- Opyroe (yTOYHMTBH) :
HasHaueHue:
ConepxaHue (wmwabJoH) :
Kooy (MHTepnpeTaumsa) :
lloscHeHusa :

Mpunoxexne Ne 2

K TpeboBaHUsIM K CTPYKType
KNMUHNYECKUX pEKOMeHOaUNN,
COoCTaBy 1 Hay4yHON 060CHOBAHHOCTM
BKMNOYAEMOW B KITMHMYECKME
pekoMmeHgaumm nHdopmaumm,
YTBEPXKOEHHBIM NMPUKA30OM
MwHucTepcTBa 3gpaBooXpaHeHnst
Poccuinckon denepaumm

oT 28 despans 2019 r. Ne 103H

PekomeHayembinn obpasel

Lkansbl
OLIeHKM YPOBHEN AO0CTOBEPHOCTU Aoka3aTenbCcTB (YO[) ansi MeTtoaoB ANAarHOCTUKM,
npodUNaKTUKKU, NIEeYeHUsa U peabnnuraumm (AMarHoCTUYECKNX, NPOodUNAKTUYECKUX,
neyebHbIX, peabunUTaLuMOHHbIX BMELUATeNbCTB) U LWKana oueHKU YPOBHEN
yb6eauTtensHocTn pekomeHgauum (YYP) ans metoaoB npodunnakTuku, AMarHOCTUKMU,
rievyeHust n peadbunutaumm (NnpodnnakTMYeCcKux, ANarHoCTUYECKUX, Ne4YeOHbIX,
peabunuTaumMoHHbIX BMeLlaTenbLCTB)

1. llkana
OLEHKU YPOBHEW AOCTOBEepPHOCTU Aoka3aTenbeTB (YO) Ana meToAoB ANArHOCTUKU
(OuarHoCcTU4YeCKMUX BMellaTeNbLCTB)

yan PaclimdpoBka
1. CuctemaTtnyeckne 0630pbl nccnenoBaHuii ¢ KOHTponem pedepeHTHbIM METOAOM UMK
cuctemaTnyeckun o63op paHZOMU3MPOBAHHBIX KITMHUYECKUX UCCIEA0BaHUA C MPUMEHEHNEM MeTa-
aHanusa
2. OTaenbHble UccnefoBaHnst C KOHTPoNeM pedepeHCHbIM METOAOM UMK OTAENbHbIE

paHAOMU3NPOBaAHHbIE KIMMHUYEeCKNUe nccnenoBaHna n cuctemMaTuyeckune 0630pr nccrnegoBaHui n6oro
Aun3ainHa, 3a UCKMYEHNEM paHAOMU3NPOBAHHbLIX KITMHNYECKUX nccnegoBaHun, npuMmeHeHnem meta-
aHanmsa

3. WccnepnoBaHns 6e3 nocrnegoBaTenbHOro KOHTPOns pedepeHCHbIM METOAOM UM NCCNEeA0BaHMs C
pecbepeHCHblM MeToAoM, He ABNALWMMCA He3aBUCMMbIM OT UCCliegyemMoro metoga unu
HEpPaHOOMU3MPOBaHHbIE CPABHUTENbHbLIE NCCNEA0BAHNUS, B TOM YMCIE KOrOPTHbLIE NCCNef0BaHNS

>

HeCpaBHI/ITeJ'IbeIe nccnegosaHusa, onncaHme KrmHnM4Yeckoro crnyyas

5. MmeeTcsa nuwb 060CHOBaHME MexaHu3mMa AeNCTBUS UNN MHEHWe JKCMNepPTOB

2. Wkana
OLUEeHKN YPOBHEN AOCTOBepHOCTU Aoka3aTtenbeTB (YON) ona meToaoB npoduiiakTUKu,
nevyeHus u peabunutaumm (npodunakTuyeckux, ne4ebHbIX, peadbunuTaumoHHbIX




BMeLllaTenbLCTB)

yan PacLimdpoBka

1. CuctemaTtnyeckuin 0630p paHAOMM3NPOBAHHbBIX KIIMHUYECKUX NCCNEAOBaHNI C MPUMEHEHNEM MeTa-
aHanusa

2. OT1aenbHble paHOOMU3NPOBaHHbIE KIMHUYECKUe UCCredoBaHns U cuctematmyeckme o63opbl
uccrnegoBaHuin Noboro AnsanHa, 3a NCKMYEHNEM paHOOMU3NPOBAHHBLIX KITMHUYECKMX NCCneoBaHnm,
C NPUMEHEHNEM MeTa-aHanusa

3. HepaHaoMu3npoBaHHble CpaBHUTENbHbIE UCCNEA0BaHMS, B TOM YUCIE KOrOPTHbIE MCCNeaoBaHus

4. HecpaBHuUTenbHbIE UCCregoBaHUs, onNMcaHne KIMHNYECKOro Criydast unmn cepum criydaes,
uccnegosaHme “criydyan-koHTpons”

5. NmeeTca nuwb 060CHOBaHME MexaHW3Ma AeNCTBMSA BMeLLlaTensCTBa (QOKMMHNYECKNE ccneqoBaHmns)

nnm MHeHune 3KCnepToB

3. Llkana

OLIeHKU YPOBHeUu ybeauTenbHocTu pekoMmeHagauun (YYP) ana meTogoB npodunakTuku,

OWarHoCTUKMU, NleYeHus U peabunurtauum (npodmnnakTnyeckux, AUarHoOCTUYECKUX,

nevyebHbIX, peabuUNUTauMoOHHbIX BMeLLaTeNbLCTB)

YYP PaclimdpoBka

A CunbHas pekomeHAaums (Bce paccMaTpmBaeMble KpUTepumn acphekTMBHOCTY (MCXOAbI) SABMAIOTCA
Ba>KHbIMW, BCE UCCeA0BaHNSA UMEIOT BbICOKOE UK YOOBMETBOPUTENbHOE METOA0NorM4yeckoe
Ka4ecTBO, VX BblBOAbI MO MHTEPECYIOLLMM UCX0AaM SBMSOTCA COrNacoBaHHbIMK)

B YcnoBHasa pekoMeHaauus (He Bce paccMaTpuBaeMble KpUTepumn adpdekTMBHOCTM (MCXoabl) ABMSIOTCA
BaXXHbIMU, HE BCe UCCnegoBaHUA NMMEKT BbICOKOE UIMN yOOBNETBOPUTENIbHOE MeTo4010rm4eckoe
KayecTBO U/MUnn nx BbIBOAbI N0 MHTEPECYLWNM NCXOO4aM He ABNAKOTCA COFJ'IaCOBaHHbIMI/I)

C Cnabas pekomeHgaums (OTCYTCTBME AOKa3aTeNbCTB Haanexallero ka4yecTBa (Bce paccmaTpmBaeMble

KpuTepum addekTBHOCTM (MCXoabl) ABNSIOTCA HEBAXHbLIMU, BCE UCCIEN0BaHUSA UMEIOT HU3Koe
MEeTOA0MN0rM4Yeckoe Ka4yecTBO U NX BbIBOAbI NO NMHTEPECYIOLLMM UCXOAaM He SBMSA0TCS
COrnacoBaHHbIMK)




