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IIPI4KA3

r. Jlnueqx

06 yrnepxrilentrn flopfl.urca u3uflrr4fl. us o6parqennl
QanrcIl(pzr1uponanHoff, ne4o6poxa.recrseHHofi lr
roHrpaQaxurofi npoAyKt(r{u n (fapuaqeBrrrrrecKrrx
opf aHrr3 arlr4rx Of VII < Jluueqr<(f aprdarlrlf, >

B coorBercrBlrr4 co crarrefi 57 Oe4epamuoro 3arona or 12.04.2010 Ns 61-@3 (06
o6parqenuu neKapcrBeHHr,rx cpeAcrr), crarbeft 38 @eaepanbHoro 3arona or 21.1I.2011 Is 323-
@3 (06 ocHoBax oxpaHbr 3AopoBbtr rpalrAaH e PoccuftcKofi (De4epaqkrvr>> lr B Ilen.sx o6ecue.{eHl,Is

KaqecrBa peanlr3yeMbrx qepe3 QqpvraqenrrqecKpre opraHrl3arlr4rr Ofyll <JIuneqrSapMaIII4t)
neKapcrBeHHbrx cpeAcrB, MeAr4rllrHcrcr4x usgelnfi rr Apyrr4x roBapoB arrrerlHoro accoprzMeHTa

IIPI4KA3bIBAIO:

i. Vrnep4zru <llopqAoK v3l'.flTlrs. Sanrcr.r(puquponannofi, ne4o6poxaqecrseuHofi 14

roHrpa(farrnofi npo4ynquv n $apnaqeBrprr{ecKrrx opraHr,r3arlrasx OfVll <Iluneqr(papuarllafl>>
(flpzno>r<enrze No i).

2. Vrnep4urr, Soprury aKra Lr3TflTarfl. a3 o6paqeuux $anrcn$uqr,rpoeannofi,
ne4o6porauecrseHHofi u rourparf axrnofi [poAyKur,ru, npoAyKIIIt4, o6paqenue roropofi
npr4ocraHoBJreHo (flpnnoxreHze Ns 2).

3, Bogno>rzrr Ha pyroeo4rarelefi (fapnraqenrrzr{ecKlrx opraHnsaqufi trepcoHurnbHyfo

orBercrBeHHocrb 3a HeAorryqeHr{e npoAaxr{ $anrcu$uquponannofi, ne4o6poraqecrseHHoft I4

ronrpalpaxrnofi npo4yKrlr.rr4, rrpoAyKrlrdrl, peaJrvsarlur rcoropofi [pI4ocraHoBJIeHa, cBoeBpeMeHHoe

lr3lflTrre ee us o6parqelnurs.

4 . 3 an e4yrorqzrr,r (f apna au eBTLr qe c KIIM 14 o p raH vrs ar\vrflMr4'.

4.1.O6ecueqr4Tb HeyKocHHTeJrbHoe r4cnoJrHeHue <llopx4rra r43usrvrs. $antcratfraquponannofi,
ne4o6poxauecrseHHofi r'r xonrpa(far:rnoft npoAyKrlv[ n QaplaaqeBrldqecKl,Ix opraHpl3allusx OfVII
<Iluneqr<SapMarlu{), yrBepr(IeHHolo HacrotluuM npI,IKiBoM.

4.2. O6ecnearlrrb rrpoBeAeHrae npr4eMorrHofo KoHTpoJr.rr KalKAofi napruu nocrynarcqux
neKapcrBeHHbrx cpeAcrB, MeAr4rlrrHoKr4x uzp.eluit r,r Apyrr{x roBapoB anrer{Horo accoprllMeHTa c
qenbro rrpoBepKr{ BHerrrHero B:z^1:a, u:eJrocrHocrlr ynaKoBKLI, [paBIrJIbHocrI,I otfoprrlneuuf, ToBapHo-

corrpoBoAr,rrersnofi AoKyMeHTaIIVV Ha roBap.
4.3. He AonycKarb peanrmar\vr{ neKapcrBeHHr,rx npenaparoB 14 Apyrvx roBapoB arlTerlHoro

accoprr{MeHTa 6es roBapHo-corpoBoAzTelruofi AoKyMeHraIIr{t4 Ha roBap, cogepNarqefi ro
KDr(AoMy HarrMeHoBaHrrro roBapa oseAeHnft o6 o6sgareJrbHoM noATBepxAeHIlI{ coorBercrBl4{
corJracHo 3aKoHoAarenbcrBy Poccnficrofi (De.uepa{uu o rexHurlecKoM perynupoBarrrzrz,

rrpeAycMorpeHHbrx llocraHosreHrler\d flpanuremcrsa Poccuficrofi (Degepaquu or 19.01.1998 }lb

55 "06 yrBep)K.qeHr4r4 llpanul npoADrs.r orAeJrbHbrx Br4AoB ToBapoB, [epeqHs roBapoB

AnlrrenbHoro [orE3oBaHlls, Ha KoTopr,re He paclpocrpaHflercs. rpe6onanue rloKyrlarenfl o

6essogMesAHoM npeAocraBJreHr,ru eMy Ha nepl4or peMoHTa r4JIr4 3aMeHbI aHaJIorI4tIHoro roBapa, v
rrepeqHs HenpoAoBoJrbcrBeHHbrx TorlapoB HaAJrer(aruero KarrecTBa, He noAne)Kalql{x Bo3BpaTy vnLl

o6ueny Ha aHaJrofra.rHtrfi ToBap Alpyrr4x pa3Mepa, $opnrr, ra6aputa, Qacona, pacIIBerKI4 IIJII4

KoMrreKTauIlpI".



5. Ha'ranrHl'IraNf orAenoB: po3HLrqHBX rrponax u $apnrarosxonoMr{Klr (A$auacona H.
H.), no npanonofi 14 KaApoBoft paL6ore (Epruuurnzna H.A.), orrroBbrx npoAax (Eonxoncrr,rx 3.C.),
3aBeAyroqefi o6nactmru arrreqHbrM cKnanoM (fapuena E.A.) :

flpu :arnro-ue:rrr4kr AoroBOpoB Ha rrocraBKy MeAr{uuncrcoft [poAyKr{r4r,r [peAycMorperb
Bo3MoxHocrb Bo3Bpara rlocraBrul{Ky rrpoAyKrII4I,I, Bbr3blBarorlefi coltreul{e B KaqecrBe, a raKxe
BO3Bpar fIocraBIrIkIKaMI,I CTOLIMOCTT4 rrpoAyKur{r4 Lr ycnyfr4 IIo yHZr{TOXeHr4rO
ne4o6poxauecrseuHoft , $amcu$uulrpoBaHHoft , rourpaSanrHofi rrpoAyKrlr&.

6. CqrraTb yrparI4BIrrI4M crlny rrpr{Ka3 Ofyll <Jluneqr$apMarlu{> or 16.05.2011 Is 203(06 yrBepxAeHI4I{ rlop-a,qKa v3T,flT:afl. Lr3 o6parleHzx (fanrcu$zqyponaHHoft,
ue4o6poxauecrseHHoit vr xonrpa$axrnofi rrpoAyKrlr{u krs arrrerrHbrx oprauusaqufi OfyII
<Jhzneqrc$apMarlzr).

7, Kourponr 3a I4crIoJIHeHI4eM Hacrorrqero npkrKa3a Bo3Jroxr4Tb Ha 3aMecrr{Ter-f,
feHepanbHofo AI4peKTOpa rlo o,6rqulr BonpocaM HaqaJrbur,rKa orAena ro rexHqrrecKoMy
o6cnyxunanuro 14 peMorrry MeAr4utrncxofi TexHr4Krr Mo.ranona B.B.

f enepalrrHrrfi 4upexrop B.B.XenesHsK



llpuloxeHve Js 1

YTBEPXAEHO:

flopn4orc
Ir3bflTrrfl QanrcuQuqupoBaHHoE, Hego6po*ur.atr.unofi n rcourpa4axruor upoAy*rlr{r{ B

{apruaqenrvqecKrrx opraHv3arlusx OIVfI <JlunerlK0up*uu"ru.

3 an elyrc rqu e Q ap u arleBTrr rr ecKr.rMr{ op raHrr3 arlr{fl Mr.r :
1.

1'1. opraur{3yror lonyr{eHr4e unsopuaqrroHHbrx vceM o neo6xo4nnrocru VI3BflTPIfl N3rlvvau v rtwv\
o 6parqeuzx ne4o 6por<auecre eHHoft np oAyKrIt4 r4, pa3MerraeM'rx Ha cahr ax :

EPAJII'HO
B

nu$opnaaqr4oHHbre rrzc6Ma;
KOHTpOnb KagecTBa IeKapcTBeHHbrx cpeAcTB _

sa o6pauleHr4eM MeAr4rIr4HcKux usteruir _

cnyx6rr ro HaA3opy B c{epe3ApaBooxpaHeHr{fl uo Jluneqrcofi o6lacrv :

-neKapcTBeHHbIe cpeAcTBa _ KOHTpOnb KaqecTBaJreKapcrBeHHbrx cpeAcrn _zufr opMarlrroHHbre nr4cbMa,

MeAr4rlrzHcKr4e v3Kerrlls. _ KoHTpOnb 3a
o 6parrlenzeM MeAprrlrr HcKrr x 14 3AeJrrEfi - zH s opruq"o"rr"re rrr4cbMa(De4epa*nofi cayx6br rro EereprrHapHoMy n. QzrocaHrrrap'oMy HaA3opy:

-"op**""",.4onyMeHTbI-JIeKapcTBa-KaqecTBoI4rvLDq - A4auvlSu zl6egona*roctr (ans arITeqHbIX opraHz:aqzfi, ocyrqecrBJrrrourr4x o6parqenze neKapcrBeHHbrxlpelaparoB Als BerepkrHapHof o nprrMeHenvr) ;l'2' ocyrqecrnl''Ior rlpoBepKlr B {aprr,raqenu4qecKn'x opraHr*arl,nrx ,,ocrynarorqefr Lrzuerorqeficx n o6parrleHuu MeAnpoAyKrlr,r[ Ha HaJwrrilre He4o6pora.recrBeHHbrx,
lpIzocraHoBJIeHHbIX neKapcrBeHHbIX cpe.4crB' MOAZIII4HoKLIX uzaettuft, He3aperr{crpr4poBaHHbx
MeArzrlr4HcKux uz Aettuit B c o orB erc "tRrrv c [onyqeHHofi Un$ oprraaqzefi .1'3' B cnyqae BbuIBJIeHrIt ne4o6por<aqecrBeHHoii arpoayorrvrr4z He3apefrzcrprzpoBaHHbx
MeAI'IIII4HOKIx uzaetuit, a raKxe nporyKql4l4, o6parqenue xoropoft Ao;1;KHo 6rrrr npuocraHoBJreHo:- opraHrl3ylor HeMeAneHHoe r43LflTvIe ed I{3 o6pauleuax nyrerra [epeMerrleHr4r B(KapaHTrrHHyro 3oHy);

- cocraBJr-sror aKT vs'LflTkrfl' kI3 pezulI43alluu uego6poKaqecrBeHuofi rrpo4yKrlkrrr, a raKxenponyKIII{[, o6parrleuve xoropofi AoJDKHo 6um npzocraHoBJreHo, ro $oplre llpunoxenz.tr J\b 2 KIaHHoMy npr4Ka3y;

- B TeqeHI'Ie 5 pa6ouux [ueft 3aBerylourle arrreKaMu, 7 pa6ouux 4uefi saseAyrounfio6nacrnsn'r aTITeqHBIM cKJIa.4oM rlpeAocraBnrror B orAeJI opraHr43arll4r4 Qapnraqenrz.recKofiAe'flTerbHocra rlrIcbMeHHyro znSopnraqulo o BbuIBlrelrrv n Saplraqesrzqecxofi opfaH73arlnu (pm- c yuerorr norBeAoMcrseHHofi ceru) 
"a406pooarecreeHHoftAyKrIr{r4, He3apefr{crpr4poBaHHbrx Merrrrlr4HcKux nzgetuit no soprrae3 x AaHnorvry [pr4Ka3y;

- opraHI43ylor xpaHeHI{e Iaglsroft [poAyKIIVa B (KapaHTzHuoft 3oHe)) B coorBercrBrrr4 crpe6onauu'f,M14 K ee xpaHe'rllo, yKa3aHHofi npozsBoAr4TeneM rrporyKrlr4, Ha ynaKoBKe - AoBo3Bpara rIocraBqI'IKy' 4alrHeftIflefi peanv3ar\rlv unkr rrocneAyroqero yHrzqroxeHu{ BcoorBercrBl4rl c rII4cbMaMI4 (De4epanurofi clynt6rr ro Har3opy n csepe 3ApaBooxp aHe1."fl.,TeppzropzaJlbHoro opraHa @e4epanrHoft cnyN6rr no HaA3opy n c(pepe sApaBooxpaHeHrrq roJlvueqxoft o6tac.ru.



-B cnyqae Bo3Bpa.Ta lr3r'flToil t43 peanI,I3aIII4I,I [poAyKur,r[ [ocraBrrlr4Ky npe.4ocraBnrror
KOrII4I'I Bo3BparHbrx HaKJIa.,4HbIX B orAen opraHr4arlr4z $apnraqenru.recrofi AeqrenbHocrr,r.

1.4. flo nzcrrraarr.r o neo6xolurMocrr4 l43ufl-tv.ll,

T{Br:r. eelepantrroto sarcoga or 27.12.2
flnx no4rnepxAer{u{ $anra Santcracrcu$uxaqzr4 vrrrv [oITBepxAeHrr{ KaqecrBa npelapara,

ycraHoBneHHulu rpe6oBatril4flM, opraHl{3}Tor nepeAaqy s OfY <I{eHrp KoHrpons KaqecrBa 14

cepra0uraqrlz neKapcrBoHHEIX cpeAcrB) r. JlzneqKa o6pasuos neKapcrBeHHbrx [penaparoB AJ1qrrpoBeleHrrs lrcnsrraHzft :

- B cnyqae AelreHTpanrasosaHHofi 3aKyrIKt4 arrreqHbrMrr opraHrz3arluflMr4
opraHr.r3yer 3aBeAyroqr,rfi anre.rHofi opraHus auuefi:

- B cnyqae IIeHTpanI43osaHHoft 3aKynKI4 vr HaJrvllvtv Aangofi [poAyKrlr{u na o6nacrnorvr
aIITeqHoM cKJIaAe - an:Te'rHble opfaHI,I3 arJrrv npuocraHaBJrr4Baror o6paqeHr4e npoAyKrlktLr AolonyrleHl'I{ or orAena opfaHI43aIlI4I4 Sapruaqenra.recKofi Aerrenbnocrr{ 

""6opnnaqro" 
o

4alrHeft IIrefi peanrasaq r4pr vrrvt o Heo6xo4rzMocrr.r yHuqroxeHus;
- B cnyqae IleHTp4nlz3oeaHuofi 3aKynK[ LI orcyrcrBux gan:aoit lporyKrlr{r4 na o6nacrnorra

arITeqHoM cKnare :afe4youlve arITeKaMrI rlo znQoprraaqzu orAena opraHv3arl1apr
@aprraaqenrz'recKofi Ae.srerbHocru nepeAaror na o6nacrnofi anre.+mrfi cxna4 neooxo,4zrvroe
KoJrrrqecrB o ynaKoBo K An4 rrp oBeAeHr4 { r4cfrbr t anuft;

2'Haqanrnurc orAeJra opI'aHIr3alluu Qapruaqenrrl.recrcofi AeqreJrbHocrrr Ol-yfl
<JluueqrcSapMarlrn> (Tgxouona T.LI.):

2'1'llo pe3ynbrarai\4 zn0opuaquu, [pe.4crasreHHoft QapmaqenrvqecKaMrr opraHkr3arlu.f,Mrz,
HanpaBnser zu0oprraallzlo B Teppzropualrnufi opraH @e4epanrHofi cnyN6rr no 

"u4sopy 
n csepe

3ApaBooxp aueHtrfl. uo Jlznpqrofi o6lacru.
2.2.LrnbopMl4pyer Saprraaqenr['ecK'4e opraHrr3arlr4r4 o pe3ynb-rarax npone4euurx

uctr'tra]duir' OfY <I{enrp KoHTpon.tI KarlecrBa r,r ceprz$uKarlrrr4 neKapcrBeHHbrx cpeAcrB)
r' Jluueqxa JIeKapcrBer[HLIX cpeAcrB Ha noArBep]KAeHZe $untu Sanrcz$uxaqzrE prrrr4
IIoATBepXAeHLIe KaqecTBa neKapcTBeHHbrX cpeAcTB ycTaHoBneHHbrM rpe6onaHraxu.

2'3.OcyltrpcrBrser KoHrponb 3a pa6orofi (faprraaqenu4qecKzx opraunsaqufr ro
cBoeBpeMeHHoMy zsr-ar{rro vr3 peanrRarJrrpr ne4o6por<a-recrseHHoft (npzocrauonneunofi)
Melrrpo.4yKrlr4r.r.

uo6

nepeAarry

Tuxonosa T.Z.

Haqanurvx orAena opraHrisaqzu
(papnaqenrz.recxofi Ae-f,Teltbuocrr4
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IlpraroNenue J\b 2

YTBEPXAEHO:
IIp]I

OT

vsr,flTvls.us o6parqeilax lfzurtcu$uquponannoft, ue4o6poravecrneHnofi u xourpa(farruofi

rrp oAyr(rlr4tr, [poAyKrlr{u, o6p anlenue roropofi [pl{o cTaHoB JIeHo,

e auferce Ns , ua o6ractHoM arITeqHoM cKJIaAe

Ha ocuonauutrfrvrcbMa

flpousne4eHo Ia3bsTue 4s o6parqeu.ns.lI [epeMeIIIeHI,Ie B (KapaHTI'IHHyIo 3oHy)

(narnraeuonarule neKapcrBe rolo cpeAcTBa, MeAI4IIIIHCKOTO I1BAeJII4,I, IIHOTO TOBapa alTeqHofo accopTIIMeHTA, CepUA'

IT3BOAUTeJII, rIO CTaBlUl4K, CpOK f OAHO CTII, KO JII{TIeCTBO e.qranIlu)

OrsercrseHHoe nzrlo
(DI4O, AorNuocrt
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