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MeTO!,VqeCKOMy COnpOBOXQI9HHTO IIOA|OTOBKH AOKnUHvrreCKHX Ir K,'IAHHqeCKI.IX pi

Aocbe Ha BaKuLIlry floruogarcCltH, rIpoI43BoAcrBa OfBHy (OHIlI4PI4fl t'trr.t.

coorBercrBuu c Oe4epalbHblM 3aKoHona or l8 uror.fl 201 1 roaa J\b 223-03 <O sary
orAenbHbr MV Bl1AaMI{ IOpUAl4qeCKI4X JIIIq).
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OxagaHue ycn'yf [o MeroAI,IqecKoMy co[poBox(AerHltlo noAroroBKl

AOKJIT4HI'IqeCKID( lr KJrI4HI4r{eCKpIX pa3AenOB perr4CTpaqAOHHOrO AOObe Hi

BaKur4Hy florronaxCHH, rlpou3Boacrea (DfBHy (<DHIII4PZII uu. M.fI
9vruarcoga PAH)

*B orouuocrl Yclyr BruIlor{eHbl Bce pacxoAbt ua seo6xoAl4Mble pacxoAHbl,e Mar

o6opy4onanue, 3arparbr, IrracxoAbr H KoMnoHcar-lt4r r,r3Aepxen l4r:nolHttrerfl, cBfl3i

lplr,{uraroueecq ZcrorHlrrerlo (Coucno,rHurelro) Bo3HaI'p€DKreHHe; pacxoAbl no
o6.s:rarerucrB, pacxoAbr Ha crpaxoBaHue, ynnary TaMoxeHHbx TIoTIIJII,IH, Hiuloro
nlalexefi, a raK)r(e Bce []poque pacxoAbl, seo6xoAurr,tre Anr BbrrroJrHeHuq l4cno.J

!oroeopy.
4. Ilpe4uolaraeMbre cporKrr rrpoBeAeHuq npolleAypbl 3aKynKxr: tHBapb -tferpa;r
5. Ilopnqox orJrarbr: Ouara ocyuecrBnsercr no 6esuanuqHoMy pacqery:a Qarr
B reqeHze 30 (rpr,r4qaru') rcalenAapHsrx 4uefi rocJ'le rJoAnncaHl4r CropoHalrn
npeAocraBneHr4r pe3ynbraffoB oKzBaHuux Ycryr ]r AoKyMeHToB., rlpeAycMorpeHHb
z ,{<lronopoM, a raKxe rroore [peAocraBneHu-fl LlclorHureJreM c,qera Ha onna.Ty.

6. Oco6ennocru: llpoqe4ypa 3aKyrrKr, 6yaer [poBoAr4Tbcq B co,orBercrBr4t4 c rpe
3aKclHa or 18 vtror's 20ll rola J\b 223-03 <O saxynxax roBapoB, pa6or, yc
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K 3afipocy o [peAocTaBneHrr]t Ko

TEXTIIITTE CKOE 3AIAIIIIE
Ha oKa3aHrre ycJryf [o MeroAr.rqecKoMy coIIpoBo]r(AeHurc IIoAror0BKu

Kfl I|HH IIECKIIX 
PA3A EJIOB PEIIICTPAqIIOHHOIO AOCbE HA BiAKIII|HY IIOJI

OIBHy (OEtrII{PI4II nnr. M.II. r{y}rarosa p,AH>
1. O6ruue [oJror(eHurr
1.1. Hacrorrqee rexHlrgecKoe 3aAaHHe onpeAenrer fiepeqeHb u
MeroAuqecKoMy conpoBO)KAeHUIO floAforoBKH AOKruHaqecKax
pe,fr4crpaqvoHHofo Aocbe Ha BaKr{r.rHy .flo,rlrosaxcuH, rrpoH3BoAcrBa
t[/uaxoea PAH) (Aanee,- llpenapar), (4anee - vcnyrn).
7.2. Arpec 3arca:'ruKa: 1088i9, r. Mocxna, loceJreHne MocKclsc1r4fi, noceJror
Ac)MoBnaAeHze 8, xoprryc 1, OfEHV (OI{II4PI4II uv. M.II, LlyN,raxosa pA,H).
1.2'1 . AApec Mecra oKa3aHpr.s ycryr: ro Mecry Haxo)r(qeHr{fl, LrcnonH

1.1). cpor oKa3aHar Yclyr ocyulecrBJrrercr B TeqeHr,re 60 rlruecrzaec.f,ln)
cJreAyrouero 3a AHeM 3arurK)qeHnr loronopa.

2. Tpe6onanuq K oKasaHuro Yclyr:
2.1. Bce Ycrryrn AonxHbr 6rnr oKalaHbr KaqecrBeHHo t4 B cpoK, c
3atKoHoAarejrr,crBa Pocczficxofi @elepaLquu, HopMarr,rBHbrx aKroB, perJra
AOKJIHHAqCCKIIX, KITI,IHII qECKI,IX I4CCJICAOIIAHUiT U PETUCTPA\VIr JIEKAPCTBCI{HbIX
ccrsera Eeponeficnofr lJxonolrrzqecrcofi Kouuccuu (peneHlra j6, jl , 7g, '
or:4epa-nrusrfi sarcoH or 12.04.2010 N 6i-o3 (()6 o6paureHuu ,rexa
MUH:4paaa Poccuu or 01 anpenn2016 r. N 200n <06 yreepxqeHnrr nparlnn H
rrpaKTraKl.r), Pyrcoeo4crrla ro 3Kcrreprr.r3e neKapcrBeHHbrx clpeAcrB, B
Ha,croffuefo Texuuqecrcoro 3aAaHHc, AOr,r3gpu. zcnoruurerb fapaHTupye,r,
palperxeHHs, B COOTBeTCTBHIT c 3aKoHoAareJrbcrBoM poccuficnofi (De4epaqu
rlpeAycMorpeHHbrx Hacrr)rrquM {oronopom.
3. OKasaHr.re Vclyr BrrJrrcqaer s ce6q:
3.li . Auatuz 6a:n nepnur{Hbrx AaHHbrx pe3ynbraroB AoKJlrrHvqecKofo
na(loparopnbrx )KlzBorHbrx, rroJryseHsofi or 3axagqura.
3 . 21. @opna vpo BaHHe nyl enoff n a.nbrepHarrreu ofi crarucruqecKr,rx rurrore3.
Ko.[nr{ecrBeHHbrx [pr.r3]FraKoB Anfl KOT'Opbrx seo6xoAr,rlro npoBeAeHr.re
pe3ynbraroB AoKJrr{H}rqecKof o uccJreAoBilHprrr llpenapara. orrpe4eleHze
nprlBeAeHu{ cTaTr4cTl'IqeoKoro aH€uIII3a.
3.3. flpone4eHue crarr4c'fuqecKofo recrr4[)oBaHLrq Arfl npoBepKr,t AocroBepHocrr.r
AOturHHr4qecKofo r4ccneAoBaqr4fl llperrapara ua la6oparopHbrx;r{r4BorHbrx.
3.4. Auaru: 6a:sr nepeulrHbrx AaHHrbrx pe3ynbraroB KJnrHgqecKoro rzccJl
B3pOCJrbrx 406poeorsqax (l $a:a KrHHHqecKl,rx HccJ'reAoBaHr,rft), nonyveusoji or
3.5. @opn,tnpoeaHae uyJrreBoft u a,rlrepruaraeHofi runore3bt.
onpe4ereHue Kar{ecrBeHHbrx t4 KorurreorBeHHbrx [pu3HaKoni An, Koropblx
crarHcrl'IqecKofo aHaJIz3a pe3ynlTaron I (ba:tr K;IlrHrrr{ecKl,rx r4ocneAoBaurafi f]
onpe4ereHze crarr4crkrqecKzx MeroAoB A,Ir.r{ [poBeA e:rt:.l,fl crtrvtcrzr{ecKoro
3.6. flpoae4euue criarHcrlrqecKofo'recrHpoBaHnr rrre npoBepKr.r
pe3yJrbraraM rurr,rHHqecKoro llpenapara Ha B3pocrlx qo6pononbrlax (I Qasa ruur
3.7. Auarhs 6a3sr fiepBuqHbrx AaHHbrx pe3ynbraroB Krr,rHr4qecKor-o racc
yr{ulcrneM 4ereft B BO3paC)Te 14 ler (III $ala Kr}rH}tr{ecKr4x nccle40nanzfi),
3.8, OoprunpoeaHue rryneBoit u atsrep,uarueHofi rurrore3br.
onpe4eleHne Kar{ecrBeHHblx r.r KoJrLlLIecrBeHHblx [pLI3HaKoB An, Koropblx H
crarllcrlrr{ecKofo aHaJIu3a pe3ynbraror III $a:u KJr}rHHtrecKHx r4ccneAoBanuii IIpe
B B()3pacre 14 ter.
Onpe4eleuue crarucrrrqrJcKzx MeroAoB A.rr.s rtpoBeAeHr4lr
3.9. flpoee4euve crilTr4cruqecKHX TecrltpoBaHufl

cTaTI{CTUr{eCKOrO

Anr npoBepKr4
pe3ynbraraM KJrrlHl4qecK,oro flperapara () yqacrheN4 Aererd B Bo3pacre l,+ JI9T (III $a:a rurr4Hr,rqecKlrx
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14ccJreAoBaH14il).

3.10. Anaar'rs 6a:tl [epBvt{HbIX AaHHbIX pe3ynbraroB KJIIaHHT{gcKoro HccJre'noBa
Aerefi B Bo3pacre 20 lrerc.rqen (III Qasa xJrnHl4r{ecKHX HccreAcrBaHufi), nolyveu
3.1 1. Ooprr,ruponaHue HyneBoft n altrepuarusuofi rprnore3H.
cflpeAenesue KaqecrBeHHbrx H KoJrrrqecrBeHHbrx [pr{3HaKoB An, Koropbrx
QrarucruqecKoro aHzu[r3a pe3yJrbraron III Qa:u KJItrHr,IqecKr4x zccrerosaHzft
B Bo3pacre 20 ruecrqee.
o' npe4e,r e u n e cr ur v1 cr vl qec K HX M eroAoB Anr rIp o BeA elu fl cr a.l t4crar{ec Kof o
3'12. rlpoae4euue .rarr,rcrl4rrecKrx recrxpoBaHr4.s rnn [poBepKH
pe3ynbraraM K,'ruHlrqecKoro flpenapara c y'racrnev Aerefi a no:pacre 20
zr;creAosaHr.rfi).
3.13. AHanas 6asu neprnqHbrx AaHHbrx p$ynbraroB KJrktHr,rqercKofo rrccJre
4erefi B Bo3pacre 3'4,5-6 Mec{rIeB (III Qara rurr{HzqecKr{x krcc.rreAoBaH uir), n
3 .l 4. @opuaporaHr.re HyneBofi r.r almepn arusHoi4 rlrrrore3br.
onpe4eleHne Kar{ecrBgHHbrx r4 KoJrnqecrBeHHbrx [pI,I3HaKc)B An, Koropbrx
c]'arl'tcrt4qecKofo aHarrlt3a pe3ynbraroa III Qassr rutHHr{qecKr.tx l.rccreAosaHufi
B Bo3pacre 3-4,5-6 MecqrleB.
Onpegeleuue crarucruqecKux MeroAoB Anfl npoBeAeHa,
3.15. flpone4euue crarucrr,rqecKr4x recrLrpoBaHu,
pe3ynbraraM KJrr4HuqecKoro llpenapara c yqacrr4eM
KJTIIHI{qeCKHX IrcoJreAoBiauufi ).

Aereii e no:pacre 3

3.16. Ap'ar'rc AoKyMeHroB rro pa3pa6orxaira 14 HayqHbrM (Aoxrr.4rHrzr{ecKlrM r{
Ilpenapara.
3'17. floncrc u aHanv3 nHTeparypHbrx Aar{Hblx no pa:pa6orKaru, HayqHbrM
MQAI4 l-ltl H CKyIO npaKThK:/ It OJt 14 OM H eJI rTH t)tx BaKUll H.
3.18. llpoee4eHne MeraaHiur,3a AaHHr>rx nureparypbr rz cocraB,rreH,e,
pa:pa6orxe llpenapara.
4. Htle pe3yrbraroB yc.nyr.
V<: AocratBJr.rrer pe3yJrbrar ()KzBaHHbrx Vcnyr B Br.rAe orqera.
no rqera:

cTaTHCTHqeCKoTO a

IJIS. npoBepKH

- 3axrrcqeHue o AocroBepHocrr4 BbrBoAoB, cocraBJreHHbrx no pe3ynbraraM
KnuHuqecKHx) ncc,re4onaHzil flpenapara Ha ocHoBaHfiI4 CTal,r4crLrr{ecKoro
HOCHTEJIE;

- Ana-nuruqecrcnfi o6sop no paspa6orxe llpenapara Ha 6yua*HoM HocrrreJre.
5. Iapanrnfinueo6s:areJrbcrBa
5.1. fapauruftusrfi cpom Ha oKa3aHHbre vclyru cocraBrser l2l (aseHaaqarr)
5.tl'. Haqaronr rapaHrufiuofo cpoKa cr{l,rraerc.s AeHb no.q',ncaHvrfl crooc
oKrBaHHbrx Yclyr.
5'3. EcrH e nep,oA ratrlaurzfiHoro cpoKa o6napyxarca 4e$ercru H HeAocrar
Bbr3BaHHble HU3Kl.rM KaqecrBoM YCryr, I4r:norHurerr o6rsaFr sa ceofi cqer
cofnacoBaHHO|O C 3arca:iqr4KoM. llpn erou rapaHrufiusrri cpori [poAneBae.fc, r
ycrpaHeHr,rr 4eQercroa r.r HeAocrarxoe. vxa3anurrfi cpox r4cr{r4cJrrerc fl co AH'rpi:60ranueu o6 ycrpaneH'r, HeAocrarKoB z 4eQexron rro AeHr, ycrpaHeH'rr

nr flpenapara c yqacrr4eM
or 3aregquxa.
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