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Yearicaemuie konnezu!

[lepen Bamu mectoe — nepepaboTaHHOE U JAOMOJIHEHHOE u3/lanue Gopmysipa Jiekap-
CTBEHHBIX CPEJICTB AETCKOTO MHOTOIPOGMIbHOTO cTaronapa — «lleauarpudyeckuii u HeoHa-
TanbHbIN opmyssip». OH 6€3yCI0BHO OOHOBJICH C YYETOM CYIIECTBYIOIIEH HOBEHIIIEH MH-
dbopMaluy Mo JIEKapCTBEHHBIM CPEICTBAM M JIOTIOJHEH 6 HOBBIMHU aKTyallbHbIMU pa3fela-
mu: «CpencTBa, UCHOIb3yeMble JUISl JI€UEHHUsS] KapAHOJIOIMYECKUX 3a00JeBaHUM y AeTei,
«CpencrBa, UCHOJB3yEeMbIE JUISI JICUEHUS PEBMATOJOTMYECKHX 3a00J]€BaHUN Yy JeTen»,
«Cpencrta, UCMOIb3yEMBIE AJIsl JIEUEHUs] OMyXoJiel y nerei», «CpelcTBa, UCIONb3yeMble
JUISL JIEYEHUSI OTKPBITOTO apTepuaIbHOro MpoTokay, «CpeacTBa, UCHOb3yeMble AJis Jiede-
HUSI TUHEKOJIOTUYECKHUX 3a0osieBaHuil y neteit», «CpencTBa, UCHOIb3yeMbIE IS JICUCHHS
3a00yieBaHUIl OopraHa 3peHUs] y HOBOPOKIEHHBIX». Bcero ke meamaTpuuecKux pasJieioB
CTaJIO ABAJIaTh BOCEMb, 4 HEOHATAIbHBIX ABAALATH TPU, YTO COOTBETCTBEHHO YBEIHUYMUIIO
KOJINYECTBO CMELUATNCTOB-pa3pab0OTUNKOB NPOPUIBbHBIX TJIaB.

OcHOBHBIE KpUTEpUH 0TOOpa B Haml (POPMYJISIP OCTAIUCH MPEKHUMHU — (D (HEKTUB-
HOCTb, 0€30MaCHOCTh M 3KOHOMUYHOCTb JIEKAPCTBEHHBIX IMPENapaToB, YTO COOCTBEHHO U
(dbopMuUpyeT rIaBHbIE MPUHIUIBI pallMOHAIBHON (hapMaKOTEpanuy B TOM YKCIIE U OCOOCHHO
B IIEIMATPUYECKON IPAKTUKE.

Hano ormeTruth, 4TO B 4acTH JIETUTUMHU3ALM U HCIOIb30BAaHUS MpENapaToB B JIET-
CKOM MpakTHKe (M HE TOJBKO) C MOMEHTAa MPEIbIIyIIEero U3JAaHus Hamero ¢opmMmyssipa B
2010 romy OOJBIIMX MOABHMKEK y HAC B CTPAHE K COXAJICHUIO HE MPOU3OILIO (M3BECTHO,
4TO OOJIBIIIE MMOJIOBUHBI 000pAYMBAIOLINXCS JIEKAPCTBEHHBIX IIPENAPATOB HE UCCIIEA0BAHBI).
K sromy Hano no6aBuTh KpailiHe BaKHYIO MPOOJIEMY HCIOIb30BaHUS JIEKAPCTB C Hapylle-
HUEM MHCTPYKIMH. W 37ech BaxkHa HE CTOJIBKO M HE TOJBKO (hopMasibHasi CTOpoHa IpoobJie-
MBI, HO TJIaBHOE €€ cyTh. KonnuecTBO NpOBOAMMBIX KIIMHUYECKUX HCCIEN0BAHUMN JIEKAPCTB
y JeTeil KpaliHe Majo, a MOSIBUBLIUECS 32 3TO BPEMsI KaK HOBbIE, TaK U MlepepabOTaHHBIE J10-
KYMEHTBI, perjaMeHTHpYIoLue o0palleHne JIeKapCcTB B JETCKOM MpPaKTHKE MO CYTH Jela
Ja)ke HE ONpPENENAOT IMOJIOKHUTENbHbIE TEHACHUNN. M3 CylnecTBEHHBIX M3MEHEHUN HaJo
OTMETHUTh, KOHEYHO, OTMEHY 3aKYIIOK 110 TOPTOBBIM Ha3BAaHUSM, UTO €I1e OOJIbIIe aKTyasH-
3UpYET BONPOCHI JIEKAPCTBEHHOI'O O0ECNEYEeHHs] KaYECTBEHHBIMH IpernapaTaMu, B YaCTHO-
CTH, 3a OIOJUKETHBIE CpesICTBA. B 3TOH CBsI3M HAlIOMHIO O IJIAaBHOM LEH HALIEro JOKyMEHTa —
ONITUMU3ALUH JIEKAPCTBEHHOTO 00ECMEUEHHUs IETCKUX CTAI[MOHAPOB M COOTBETCTBEHHO IIO-
BBIIICHUH Y TIEIMATPUUYECKUX MMAlIMEHTOB KayecTBa hapMaKoTepaIvu.

besycnoBHO, ¢ y4eTOM ceroAHsIIHeNd CUTyallld, 4 UMEHHO HaJIU4us HEJOCTATOUYHON
UCCIIEZI0BAaTENbCKON 0a3bl y JIEKAPCTBEHHBIX CPEJCTB, UCIIOJIB3YEMBIX B IeIUATPUUYECKON
MPAKTHKE, OCOOCHHO Yy KEHEPHUKOB, OTPHUIATEIBHBIX HIOAHCOB Y «CHPOTCKUX) JIEKApCT-
BEHHBIX IPENapaTroB, TAaKKe YK€ OTMEUYEHHOI'O «CJIaboro» MecTa «3aKOHHOCTH» MpUMEHe-
HUS JIEKQpCTBEHHBIX CPEJCTB, U OTCYTCTBHS IO 3TUM MPUUYMHAM YETKHX KpUTEpUEB 0TOOpPa
JIEKapCTB B aHAJIOTMYHBIC HAIIEMY JIOKYMEHTHI, a TJIABHOE — OTCYTCTBUS KPUTEPUEB BHIOOPA
JIEKapCTB, HA3HAYAEMbIX KOHKPETHBIM MallMeHTaM, Hall (GOopMyJsip, Kak U Jpyrue moaoo-
HBIE JOKYMEHTbI, 0€3yCIIOBHO SIBJIIETCA HA COBPEMEHHOM 3Tare BApUaHTOM KOHCEHCYCa.

[Tpu 3TOM Ham ¢popMyJIsip IO U3BECTHBIM IIPUUYMHAM, B TOM 4Hciie (PMHAHCOBBIM, HO-
CUT PEKOMEHJATENbHBIX XapaKTeP, HO MO3BOJSET U MOMOTAET «JI€JaTh)» Ha €ro OCHOBE 3a-
SIBKM Ha KOHKPETHBIEC 3aKYINKH JIEKApPCTB B CTAllMOHAPE a TaK’kKe, UTO pajyeT, BOCTpeOoBaH
Kak yuyeOHO-MeTonndeckoe nocodue. He octaBuim Mbl M HaJlexkK 1y Ha TO, YTO OCOOEHHOCTh
noctpoeHust GopMyIsipa Mo CHHAPOMHOMY U HO30JOTHYECKUM MPUHLUIAM (32 HCKIIIOUEHH-
€M pa3/esioB M0 KApJUOJOTHUU, aHECTE3UOIOTH, UHPY3UOHHON TEpaNHH, MapeHTEPATbHO-
My MHUTAHUIO, MPOTUBOCYJOPOKHON Tepanuu), OyJeT UCHOIb30BaHa MPU COBMEILEHUU €ro



C IPYTUMH JIOKyMEHTAaMH, COCTaBJISIOIIMMH JIOTHIECKYIO TETI0UKY (POPMYIISIPHON CHCTEMBI —
CTaHJapTaMU U MPOTOKOJIAMH JICUEHUS U T. M., YTO U OyAET ONpeAesiTh KaUeCTBEHHYIO Me-
JTUITHCKYIO MTPAKTUKY B JAJIbHEUIIIEM.

Xouercst mobmarogapuTh BCEX aBTOPOB HAIIETO HOBOTO W3JAHUS, & 3TO KOJUICKTHUB
€IMHOMBIIJIEHHUKOB, YTO KpaliHe Ba)KHO, YYEHBIX PAa3HBIX CHEIUAIBHOCTEH, MPAKTHUECKUX
Bpaueii, B TOM YUCIIe — KIMHUYECKUX (DapMaKoJIoroB, 3a MPOJIEIaHHYI0 pabOTy U TPYH, pe-
3yJbTaThl KOTOPBIX 06€3 coMHEeHUs1 OyayT BocTpeOoBaHbl Bamu, Hamm yBakaeMble KOJIJIETH
Y YMTATEJTH, BO 0JIar0 MaJIeHbKHUX MAI[UECHTOB.

P.S. Veaoscaemvie konnecu-neouampot! Mo ¢ Bamu xopowo 3naem, umo O0nbuUH-
cmeo OonesHell 8 0emcKoOM 803pacme Mo2ym npoxooums CamMoCmoiamenbHo, AIAACL 001e3-
HAMU POCMA U, YO pebeHOK He boleem «uepes 20J108Y» U, YMO HACMPOEH HA 8bl300POGIIeHIE,
HY u m. 0. u m. n. [losmomy, oasaiime ne 6yOem nepeoyeHusamn, KaxK, 6Npouem, u Hedooye-
HUBAMb, 3HAUEHUEe IeKapcmes, U He Oyoem 310YNOMpednsams UMU C Y4emom 02PaAHUYEHHbIX
HO pazHo20 poda 0OBLEKMUBHBIM U CYOLEKMUBHbIM NPUYUHAM 3HAHULL O JeKAPCMeax, u no
MOl NpUdUHe, COOCMEEHHO 2080PS, HAULUX C 8AMU 3HAHUL 8 YETIOM.

C yBaxeHuew,

['maBHBIN KIMHUYECKHUH (apMakoor A. K. Xamxunuc
Komutera 3npaBooxpanenust

[IpaButensctBa Cankt-IlerepOypra



METOAUKA

Onpenenenne: noa GopMyIsIipoM MOHUMAETCS OTPAHUYECHHBINH CIHUCOK JIEKapCTBEHHBIX
cpencts (JIC), HOcAmuUi aIMUHUCTPATUBHYIO MEPY C 00S3aTEIBHBIM XapaKTepOM IS YUpek-
nenusi. Gopmyisap JIC — oiHa U3 COCTABIISIIONMIMX MPOTrpamMMbl uctoias3oBanus JIC, B KOTOpyto
BKJTFOUAIOTCSI: cOOp, aHAIM3 M MHTEPIIpeTaIusl JaHHbIX 00 ucnoias3oBanuu JIC; dopmymsip JIC;
oOydeHne Bpauei; Mepbl aIMUHUCTPATUBHOTO XapaKTepa; KOHTPOb 3G (HEKTUBHOCTH pa3pado-
TaHHBIX MEPONPUITUH.

He.]'[b: OIITUMU3alMA HMCIIOJb30BaHUA JIC B MHOFOHpO(I)I/IJ'IBHOM JCTCKOM JeueOHOM y4-
PEXKIACHUN C YUCTOM 3(1)(1)6KTI/IBHOCTI/I, 0€30IMaCHOCTH ¥ SKOHOMHUYHOCTH.

Jransl co3ganus ¢popmyaspa JIC:

- TIEPBBIN ATaM — co3Aanue POPMyIISIPHO-TIEANATPUIECKOTO KOMUTETA Y UPEKICHNUS;

- BTOpPO¥ 3Tan — MPUHATHE METOIUKH pa3padoTku hopmysipa JIC;

- TpeTui 3Tamn — GopMyJIsipHas TEXHUKA ¢ IpuHsATHEM (hopmysipHoro crimcka JIC.

Ha mepBoMm sTame mpukaszom mo YupexaeHuro ObLI co3gaH (OpMyJISpHO-TIEIUATPHU-
YECKUH KOMHTET, COCTOSIIINUN U3 3aBEAYIOIIMX OTACICHUSIMHU, MPEACTaBUTEICH, Oa3upyOmuX-
cs1 B Yupexaenusx kapenp Cankr-IletepOyprcekoro ['ocymapcTBEeHHOTO MeIuaTpHUECKOTO Me-
JTUITMHCKOTO YHHUBEpCHUTETa, MEIUIIMHCKOTO YHHUBEPCUTETA TOCIEAUILIOMHOTO 0Opa30BaHUS
uM. 1. . MeunukoBa, ®I'Y «DILCK3 um. B. A. AnmazoBa PocmearexHnonoruit», Bpadueil u
MTPOBU30POB YKA3aHHBIX YUPEKICHHUI.

Yupexnenue — aerckas MHoronpodunsHas ropoackas Oompamuma Ne 1 Cankt-Ilerep-
Oypra.

Ha BTopom stane Opuia BeiOpana Metozosiorusi pazpadborku dopmyisipa JIC. B ocHoBYy
HacTosAwero Gopmyinspa ObUIM TOJOXKEHBI: KAaY€CTBEHHBIM IOKa3aTedb; HO30JOTWYECKUUN
Y CHUHIPOMHBII MPUHIIMII, KPOME pazjiesia Mo KapAHOJIOTUH, popMalbHasi METOIMKA MO TEXHUKE
Henbdu.

B kauecTBe 3KCIepTOB (KaYeCTBEHHBIN MMOKA3aTeNb) ObUIH MPUBICYECHBI COTPYAHUKH Oa-
30BBIX Kadeap BBIIETIEPEUNCICHHBIX YUPEXKACHUH, 3aMECTUTENN TIIaBHOTO Bpaya Mo MEAUIINH-
CKOHM 4YacTH, 3aBeIyIOUINE OTICICHUSIMH JIETCKON TOpOACKON OonpHHUIBI Ne 1, KIMHWYECKHe
(hapmakosioru kadeapsl ayuieproyiorud U kauandeckoi papmakosoruu OIIK u [T CIITTIMY.

Jlia peanu3anuu HO30JIOTMYECKOTO M CHHJIPOMHOTO IMPHUHIMMNA OBUIM MCTHOJIb30BaHBI:
MexnynapoaHas kinaccudukaius 6oxe3nelt X nepecMoTpa; CTaHAapThl (IPOTOKOJIBI) AUATHO-
CTHKH U JICUCHHS, YTBEPKACHHbIC TpuKazoM M3 P®d; nanHble MeTa-aHAIM30B U paHAOMU3UPO-
BaHHBIX KIIMHUYECKUX UCCleoBaHui; PenepanbHOE pyKOBOJCTBO AJis Bpayel MO UCHOJIb30Ba-
Huto JIC 2014 roga msnanus, 15 Beimyck (opmynsipHas cuctema); Peructp jekapcTBEHHBIX
cpeactB Poccun; DHIMKIIONEANS JTeKapCTBEHHBIX CPEJICTB.

bruta monudunuposana texuuka [enpdu (mocTHKeHHE KOHCEHCYyca MEXIY JKCIepra-
MH Yepe3 KoopauHaTopa): 1) BEIOOp KoopauHaTopa; 2) pa3paboTka BOMPOCHUKA; 3) BEIOOP AKC-
nepToB; 4) pa3paboTka 0030pOB M AITOPUTMOB JIJIsi HO30JIOTHUECKHUX TPYIII; 5)aHOHUMHBIN pa-
yHI; 6) aHanu3 pe3yabTaToB; 7) oOmias TUCKyccus; 8) MPHUHATHE peuieHus — npu Oosee dyem
15% pa3Huue B oTBETaX.

Ha tperpem stane ¢opmyisipHas TEXHHMKa BKJIIOYAla CTPOTOE COOJIIO/IEHHE MPUHATON
METOAMKH ¢ pactpenenenuem JIC Ha npemapaTsl BBIOOpa U albTepHATUBHBIC CPEIICTBA.

Kputepun npemnapara BpIOOpa: peKOMEHIOBAH B JIMTEpaType MpernapaToM BeIOOpa y Jie-
Teil; pa3pelieH B MeIuaTpuy; 1oKazaHa 0€30IacHOCTh y JAeTeH; T0Ka3aHa 3KBUBAIEHTHOCTh MPU
JpKeHepudecko 3ameHe. Kputepun ajapTepHaTUBHOTO MpemnapaTa: peKOMEHIOBaH B JINTEpaType
MpernapaToM albTEPHATUBHI Y JETeH; MoKa3ana 3 (HEKTUBHOCTD MPH [HKEHEPUIECKOM 3aMeHE.
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