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Or:
Oe4epamuoe rocyAapcTBeHHoe

oroAxerHoe HayqHoe yqpex.qeHue

<@e4epanruufi HayqHLIfi IIeHTp

I,ICCJIE.IIOBAHI,II4 vr pa3paooTKll

r{MMyHOor,rOIOfUqeCKI4X npe[apaToB [IM.

M.II. 9yuaxona PAH> (O|BHY
(@HUI4PI4[I uu. M.IL Hyrr,raroBa PAH)),
108819, r. Mocrra, roceJIeHLIe
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Siaupoc o [peAocraBJreHrrlr qelroBoft rrHQopMallrr

OfBtIy (OHUI4PI4[I pnu. M.lL r{yuaKoBa PAH> nnaHr.rpyer rIpoBeAeHLIe rpouel
3aKynKr.r ycnyf no alraJrr.r3y rrpoeKrHoft AoKWeHTaIIuu [pol43BoAcreeHHoft JILIHI,II4 BaKrI

rroJrrloMr{eJrprra Kopryca J\! 9 Ha coorBercrBr.re GMP no npoeKry <CosAaH[e IIeHTpa pa3pa6(

nruuyHo6raoroil4qecKrrrx neKapcrBeHHbIX npenaparoB) Ha 6age @fBHy (OHUI4PI'III zru. It

tlyuaxona PAH) ro aApec)': 108819, r. Mocrcna, roc. Mocroncxnfi, n. Vlucrvt

flolptoruuerrvra,ABJrA. 8, crp.23 s cooreercrBvrurc @e4epanbublM 3aKoI{oM or 18 uronfl 20ll .

Ns 223-03 <O saxyulcirx roBapoB, pa6or, ycJryr orAeJIbHbIMvrBu4alala lopuAuqecKl,Ix nuq)).

Cnocob 3aKyrrKrr - B 3aBrrcuMocrrr or rroJryqeHHblx KoMMepqecKI{x [peAJroxeHrl
Orcasanue ycn'yr ocyuecrBnflercfl. B reqeHre 20 (4raaqarra) pa6oqux AHefi co

cJreAyroqero 3a AHeM :l aKJIIoqeHIrr,{oronopa.
llpocllu [peAocraBarr uuQopMarluro o cror4Mocrr,I ycJlyr B coorBercmLln raH{opuaq

yKa3arrHoft e Ta6rLIqe J\b l.
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l. Bna ycrryr Anartras AoKyMeHTauI4Id

2. OcnoeHrte rexHrlKo-
3KOHOMI,IqECKI4C

IIOKIBATEJILI

gaclr HexplJloro sralvs. - ocHoBHoe crpoeHlle (flporzsnogcr
Kopnyc Nr 9), o6utas nnorua,4b 3 043 rvr2.

IEHHbII4

3. Cpor<u oKa3aHLIt
ycnyr

Cporr oKa3aHvfi. ycJryr - cocraBJlter 20 (anaallarb) pa6oqux AHeft
cneA).roilIefo ga AHeM 3aKrloqeHufl ,{oronopa, oIrJIarhI ilB

lonyqeHr,rs AoKyMeHTarI[rI or orBercrBeHHoro flpeAcranurerq 3a
c rroMerKoit <<Als. Anaruga>. I4cnonnzrenb BrrpaBe oKa3arb

.4OCpOqHO.

co AHt,
lHCa U

:a3qI4Ka

ycnyrll

4. llepeueur
BbIIIOJIHSEMbIX VCNVI

I-{emro ycnyrr4 flBrrl.ercfl rIpeABapI{TeJIbHaiI aKcneprHtul

AoKyMeHTaur,ru npopr3BoAcreeHHofi lrvrHkru BaKuI4HbI IIoJII,Ion

Kopnyca Jtlb 9 na coorBercrBve rpe6onannrna GMP (HaAn

npor{3BoAcrBeHHaJr rrpaKTI4Ka COHIaCHO OrIpeAeJIeHLIrc, B I

MuuucrepcrBa rrpoMbIIIrJIeHHocrI{ LI roploBnll P(D or |4.06.2013
<flpanzla oprannsarJurr4 npoI43BoAcrBa. v KoHTpoJIt K

JreKaDcrBeHHsx nDenaDarou)).
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Hen<lcpe4crBeHHo 6y lyr paccMorpenbl cJreAyroqlae acrIeKTbI:

o fiocraror{Hocrb nnouaAefi AJIfl BbIrIoJIHeHIlt rexHoJlorr

onepaqufi
o Jloru.recKiur KoM[oHoBKa [poI{3BoAcrBeHHbx 3oH

o AAernarHa:r Knaccv(fzraqrar son
c fiocrarotlHocrb BcrroMorareJrbHblx 3oH

o 3aqrara or Kpocc-KoHTaMLIHaIIUU

o 3aturata o'r rrluxpo6nofi ronrauvlnar\w
o MarepuiulbHblettoroKll
o flepconaJlbHblerIoroKI,I
o Hanraqueo6opyAoraHur
o PacnonoxeHueo6opy4onanua
o CoornercrBr,re o6opygonanr.Ix Texnnuecrouy 3aAaH

paspa6orxy [poeKTa

HArc

qecKux

5. ZcxoAHaq

.qoKyMeHTatII4q
3ara:qzxa

3arasqur rpeAocraBJlter rlpoeKrHylo AoKyMeHraIIurc tro Kopnyc

B rroJruoM o6reue, B coorBerc^IBuu c [ocraHoBJIeHI4eM ]l! 87 "O cr

piB.{enoB npoerruofi AoKyMeHTaIJvtuvt rpe6onanuax K Ilx coAep)K

B 9JIEKTPOHHOM BI,IAE.

I Jllb 9

CTABE

Hulott

6. Tpe6onauur K

3aKa3quKy

OKiBbIBaeMI,rX /CJI/|

Ourn pa6oru n cQepe co3AaHLIt rexHoJlorufi (papuaqeBrl'Iq(

npor,r3BoAcrBa, rIpoAyKToB MeAlIqlIHcKoro Ha3HaqeHlI t', ta6opa'

3ApaBOOXpaHeHVIfl, qVCTbrX nolvrerqenraft cofJlacHo cTaHAapl

AlrpeKrrBaM GMP / FDA EC, a raKxe pyKoBoAcrBo

HarIuoHzlnbHbIMLI 14 MexIyHapoAHbIMI{ craHAapraMu: ISO 1348

CFR 820 u enponeficKl,Ix 3HaKoB coorBercrBlrt.

cKofo
opuit,
IMId
iATbCfl

;t2r

<< 22 ,, ;*-P 201

Ilpegno.naraeMbre cpoKrr rporleAeHrrfl rrporleAypbl3aKynKrr: I4IoHb-tlronr 2018 r.

llopngor< orrJrarbr: Pexouen4yerct yKa3arr I,IcuonHnreJIIo n KfI.
Oco6ennocru: flpoqeAypa 3aKy[Kr4 6yaer [poBoAzTbct B coorBercrBl{}I c rpe6onau
(De4epanlnoro 3aKoHa or 18 uroas 2011 roaa }lb 223-O3 <O sarynrax roBapoB, pa6or, '
orAeJIbHbrMH Br,rAaMlr lopr4Ar4rrecKr4x Jrr,rq)). Orser AoJI)KeH coAeplrarb cpoK lefit
rrpeAnaraeruoft qeuu l/clyr.

BKrrorrr{renbHo rro aApecy : umto@chumakovs. su.

PercoueudyeM 6 meMe nucbMa yKasamb HoMep 3anpoca qeHorbtx npednotrceuuit.

Ilpoeedeuue dauuoit npo4edyptt c6opa unQopuaquu He srettem za co6oit GosHuKHoGeHufl

nu6 o o 6ns arn e nb c m6 3t axas.turca.

llepnrrfi 3 aNrecrr.ITenb reHepanr,Horo AI{peKTopa
@fEHy (@HIII,IPI4II[rarra. M.fl. gynraroea PAH> n A.IO.
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