Hudopmanusi o pe3ybTarax ¢geaepaibLHOro Haaszopa B cepe odpaleHus

JIEKAPCTBEHHBIX CPEICTB MOCPeICTBOM NPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX
CpeACTB, HAXOAAUIHXCS B IPazkIaHCKOM 000poTe, YCTAHOBJIEHHBIM TPeOOBAHUAM

K uX KavyecTBYy B 1 kBapTasae 2016 roaa

B pesynbrate npoBeneHHbIX Poc3npaBHaazopom MeponpusaTuil 3a 1 kBapran 2016
roJl Bcero ObUIO M3BATO W3 oOpaiieHuss 797 cepuil JIeKapCTBEHHBIX CPEICTB, Ka4eCTBO

KOTOPLIX HE OTBEYACT YCTAHOBJIICHHBIM TpﬁﬁOBaHHHMI

JlexapcTBeHHBIE CPECTBA U Konuuectso
KomuuecTBo
(dapmaleBTHUYECKHE CyOCTaHIUU TOProBBIX -
HaWMEHOBaHUMU
HenoOpokayecTBeHHBIE JIeKapCTBEHHbIE 70 85
CpelcTBa
JlekapcTBeHHBIE CpeICTBA, KOTOPbIE 59 702
OTO3BaHbI POU3BOAUTENSIMHU (MMIIOPTEPaMH )
QPanbcuULUPOBAHHBIE IIPENAPaATHI 2 2
danbcuduLmpoBaHHbIe hapMalleBTUYECKUE -- --
cybcTaHUMH
IIpenapaTsl, H3rOTOBJICHHbIE U3 HUX -- --
KoHTpadakTHbIe JIeKapCTBEeHHbIE CPEACTBA 5 8
UTOI'O 797

_ [IMHaMMKa U3BATUA NEKAPCTBEHHDIX CPEACTB
~ 3anepwoa 2011r, - 1-i keaptan 2016 .
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B 1 kBaprane 2016 romy mpoBepeHo 5105 oOpa3loB jgeKapCTBEHHBIX CPENCTB, B
TOM YHUCIIE:

- 1707 o0pa3uoB Mo TMoOKasaTelsM KadecTBa, YCTAHOBJIEHHBIM HOPMaTHBHOMN
JIOKyYMEHTaleH,

- 3398 006pa3sioB ¢ MCIOJb30BAHHEM Hepaspyllalollero Merojga Ha Oase 8
MepeABHKHBIX IKCIIpece - 1abopaTopui.

Ob6bembi 3KCNEepTMU3bl KayecTBa /1IeKapCTBEHHbIX CpeacTs

2011r. 2012r. 2013r. 2014r. 2015r. 1ks.2016r.

3KCNEepTU3a C UCNoMb30BaHUEM HEpa3spyLwawouwero metoaa
B 3KCnepTr3a No NoKasaresiam Kavecrsa HDpMaTHBHOﬁ AOKYyMeHTaUuunm

B 1 kBaprane 2016 roga B paMkax (eaepanbHOr0 rocyJapCTBEHHOIO KOHTPOJIs
(Ham3opa) B chepe oOpalieHus JIeKapCTBEHHbBIX CPE/ICTB:

1) MOATBEPKIEHO COOTBETCTBHE YCTaHOBJIEHHBIM TpeOOBaHHAM K KayeCTBY
00pa3IoB JTeKapCTBEHHbBIX CPEACTB, U3 HUX!

- 1649 o00pa3ioB - 1O ToOKa3zarenasM, YCTAaHOBJIEHHBIM  HOPMAaTHBHOM
nokyMeHTauuei (Ha 0ase 1abopaTOpPHBIX KOMILIEKCOB B (pefiepallbHbIX OKpYyTrax);
- 3352 oOpa3sua - ¢ wucrnonb3oBaHMEM Hepaspymawomero meroga bHUK -

crieKTpoMeTpHH (Ha 0a3e nepeBUKHBIX IKCIpecc - TabopaTopuii);

2) ¢ wucnonp3oBanrem wmetoma BUK-cnexkrpomerpuu BbIABIeHO 46 00pasios,
CIEKTPbl KOTOPbIX HE COOTBETCTBOBAIM DSTAJOHHBIM CIIEKTpaM, 4YTO 00YCJIOBHUIIO
IIpOBe/IeHUE UCIILITAHUM 110 BCeM M0Ka3aTe/IsiIM HOPMaTUBHOM JIOKYMEHTAIlNH;

3) BBIABICHO M HU3BATO M3 oOpameHus 58 mnapTuil HenoOpPOKaueCTBEHHBIX
JIeKapCTBEHHBIX CPEJCTB 45 TOProBbIX HAUMEHOBAaHUH 58 cepuil.



CpaBHUTENbHBIA aHANK3 BbIABNEHUA He06POKAYeCTBEHHbIX NeKapCTBeHHbIX

-~ CpeAcTB B pamKax chefepanbHoro rocyfapcTBeHHoro koHTpons (Hagsopajs
cq)epe oﬁpameuuﬂ NekapcTBeHHbIX CPeacTs B 2011r. 1 kBapTan 2016r.

2011 2012 2013 2014 2015 1 keapran

=
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Bcero 3a 1-it kapran 2016 roza BbIsBICHO M U3bATO U3 oOpalleHus 85 cepui
70 TOProBbIX HAMMEHOBAaHUH HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEIICTB.

[ [OvHaMuKa BbisiBNeHWs HefoOpoKa4yeCTBEHHbIX NeKapCTBEHHBIX CPeacTB
3a nepuop 2011 r. - 1 kBapTan 2016 r. e

2016

ETH (konu4ecTeo) B Cepuu(Konu4ecTBO)
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Jlons cepuil HeTOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB OTEYECTBEHHOIO
TPOM3BOJICTBA cocTaBmia 63,5% (47 TOproBbiX HAMMEHOBaHMUs 54 cepuii), 3apy0eKHOro
npou3BoacTBa — 36,5% (23 ToproBeIX HauMeHOBaHus 31 cepun).

' 3 - )
BoiaBnexue HBROSPOI(a"IeCTBeHHbIX NeKapCTBeHHbIX CpeacTB

3a 1-n kBaptan 2016 r.
(konuuecTBO CEpU)

36,5%

63,5%

1 B /1C oteyecTBeHHOro npoussoacTea  OJ1C sapyBexHoro npousBoAcTea

J

CTpykTypa ToKa3arejleldl HEeCOOTBETCTBUA KayeCcTBa JIEKapCTBEHHBIX CPE/CTB,
M3BATHIX U3 oOpameHus B 1 kpapraie 2016 rozxa (1o KOTMYECTBY CEpHM), IPEACTaBICHA B
TabanIe:

No [TokazaTenb Jlons,

n/m HECOOTBETCTBHS %
1 KonudecTBeHHOE OTIpeie/IeHHE 21.8
2 Onucanue 19,7
3 MapkupoBka 13,0
4 VmakoBka 8,7
3 [TocTopoHHME pUMECH 6,5
6 MexaHH4YeCcKue BKIIOUYEHHUS 5,4
7 [TopnuHHOCTE 5,4
8 TOKCHYHOCTD 5,4
9 Jlpyrue noka3sarenu 14,1




CtpykTypa  HeZoOpOKa4YeCTBEHHBIX  JIEKAPCTBEHHBIX  CPEIACTB,  M3BATHIX
B 1 kBaptane 2016 rozaa, no gekapcTBeHHbIM (popMaM MpeacTaBiIeHa B TabauLe:
JlexapcTBeHHBIE POPMBI™ Bcero,
%
Kunkue JIO 52,9
(pacTBOpBI, KOHLIEHTPATEI, CYCIIEH3HMH (B3BECH ), IMYJIbCHH,
HACTOH W OTBAphbl, CUPOIIbI, HACTOMKH, SKCTPAKTEI, CIIPEH,
Oatb3aMbl, KaIlJii, Maca)
Teepapie JIO 45,9
(Tabnerku, apaxke, rpaHyJibl, MOPOLIKH, COOPBI, KarCyJbl,
KapaH/J1aliy JIEKapCTBEHHbIE, MeJIJIeThl, JHO(PHUIN3ATHI)
Msrkue JIO 1.2
(Mas3wu, rejii, KpeMbl, 1acTbl, CYIIIO3UTOPUH, TUITIOIH,

JTIUHUMEHTBI, KarCyJIbl)
* - nanee JID

3a 1-i kBapranm 2016 roma B COOTBETCTBMM C PELICHHSIMH IIPOM3BOJIMUTEIIEH
JNIeKapCTBEHHBIX CPEICTB OTO3BaHO M3 oOpaileHust 59 TOproeelX HauMeHoBaHui 702
CepHii JIeKapCTBEHHBIX CPEACTB M UX JIeKJapalluid O COOTBETCTBHH, B TOM YHCIIe:

OTte4yecTBEHHbIE IEKAPCTBEHHBIE 3apy0Oe)kHble JIeKapCTBEHHBIE CPECTBA
cpelcTBa
HanmeHoBaHus Cepuu Haumenosanus Cepun
(KOJIM4YeCTBO) KOJI-BO % (KoTM4ecTBO) KOJI-BO %
3 80 11,4 28 622 88,6

[MHaMMKa U3BATUA NEeKapPCTBEHHbIX CPeACTB, OTO3BaHHbIX NPOM3BOAUTENAMM
3a nepuog, 2011 r. -1 keapran 2016 r. (konuyecTso cepuid)

2011 2014 2015 1-ii keapman 2016



Bcero B 1 kBaprane 2016 roga u3mpATO M3 OOpaleHHs 2 cepHH 2 TOProBBIX
HaMMeHOBaHUM (anbCH(PUIUPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB.

-

[lvHamuka BbifBNeHns (hanbCcuUUNPOBAHHBLIX NeKapcTBeHHbIX npenaparos
3a nepuopg 2011 r. - 1 ksapran 2016 .

33

2014

2015

2011 2012 2013 1 kBapTan
2016
L OTH (konuyecTeo) @ Cepuu(konu4ecTeo) I b
B 1 ksaprame 2016 roga wu3bsTHl 2 TOProBbIX HaWMEHOBAaHHS 2 CEpHid
(banbCUpUIIMPOBAHHBIX JIEKaPCTBEHHBIX IIPENapaToB:
HasBanue [IponsBoaurens, Cepun Penoprep [Tucbemo
Ne JIEKapCTBEHHOI'O crpaHa (corjiacHo 00 U3BATHH
/i CpeacTBa COIPOBO/IUTEILHBIM
JOKYMEHTaM)

1 | DHTepoe3 mopomok OAO 60815 Teppuropuais- NeO1H-
JUTSL TIPUTOTOBJICHHMS "Mocxumpapm- HBIH OpraH 245/16 ot
pacTBoOpa s IpHemMa npenaparsi’ UM. Poc3apaBnanzopa | 10.02.2016
BHYTPB 5 T, MaK.u3 H.A.Cemaiuko, no [Tepmckomy
KoMO.marep. Poccus Kparo

2 | Kerocrepui, TabneTkn JlaGecdan 18H2307 I'bY3 Ne021-
MOKPBITBIE ILIEHOYHOH JlaGoparopuoc Caep/uioBcKoit 499/16 ot
odosoukoi Nel100, Amvupo, C.A., obsactu "llenTp 11.03.2016
YILSY. KOHT., [1a4.KapT. [Mopryranus KOHTPOJIS Ka4eCcTBa

H cepTUdUKaITHH
JI€KapCTBEHHBIX
cpeacTB"
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B 1 xBaprane 2016 roma u3bATO M3 OOpalleHUs 8 cepuili 5 TOProBbIX
Ha¥MEHOBAHMI JIEKapCTBEHHBIX CPEJICTB, HAXOJMBILMXCS B TIPa)KJaHCKOM 000poTe C
HapyIIeHHEeM NEHCTBYIOIIEr0 3aKOHOJAaTENbCTBA.

[OnHaMuKa BbiABNEHUA NIeKapCTBEHHbIX npenaparoa, HaxogusLmnxca B obopore ¢
HapyleHMeM saKkoHogaTenbcTea Poccuiickon Pepepauyunmn
sa nepuog 2011r.- 1 ksapran 2016r.
a8

2011 2012 2013 2014 2015 1 ksaptan 2016

¥ TH (konusectso)  ® Cepuu (konu4ecrso)

B 1 kBaprane 2016 roga u3bsATH CIEAYIONIME JEKAPCTBEHHbIE CPE/ICTBA, KOTOPhIE
HAXOIMJIUCH B 0OpallleHuH ¢ HapylleHHeM JIeHCTBYIOIIEro 3aKOHOAATE/IbCTRA:

HazBanue [Tpou3BOaHTEND, Cepuu Penoprep [Tucemo 06
Ne JIEKapCTBEHHOTO cTpaHa (corJlacHO U3BATHH
/o cpeacTBa COTIPOBO/IUTENIBHBIM
JIOKYMEHTaM)
1 3onajekc, KancyJja OrcyTcTBYET LK536 | OO0 «Actpa NeO111-44/16
JUTSE TI/K BBEJICHUS MapKUpoBKa Ha 3eHeka oT
IIPOJIOHTHPOBAHHOTO PYCCKOM SI3bIKE dapmacsiotukans» | 15.01.2016

JeicTBud 3,6 Mr,
HIPHI-ANILIHKATOP
(1), KOoHBEpPTHI

ATIOMHHHUEBBIE
naMUHUpOBaHHbIE (1),
nad.Kapr.

2 [epuentus, 11o¢. 118 | IPOHU3BOIUTENID N3704 | 3A0 «Pom- NeQ1H-
NPHUTOT. KOHIL. 1151 "®. Xohpdpmann-Jls B03 Mocksa» 220/16 ot
npuror. p-pa g/ungys. | Pom Jlta.", B2101 09.02.2016
440 mr (¢pnax)./B komn. | [lIBelinapus;
¢ p-M - GakTep. Boj1a NPOM3BEICHO
n/uH 20 M/ "Ixxenentek UHK.",

CIHIA (nuodunusar)
"®. Xopdpmanu-Jla
Pom

Jltp." IBeinapus
(pacTBOpHTEIIB)
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Hazpanue [IpouzBoautens, Cepun Penroprep [Tucemo 06
No JICKapCTBEHHOTO CTpaHa (COrnacHo U3BATHH
wn cpencTea COMPOBOIUTEIEHBIM
JOKYMEHTaM)

3 Cepoxsens [Ipononr, OrcyTcTBYeT LG077 | OO0 «Acrpa NeQ1H-
TabJIeTKH MapKHpOBKa Ha 3eHeka 246/16 ot
MPOJIOHTHPOBAHHOTO PYCCKOM A3bIKE Dapmaceiotuxams» | 10.02.2016
NAEeWCTBUSA, TIOKPBITHIE
IICHOYHOM 00010uKOH
400 mMr

4 bpununra OTtcyTeTBYET HABY | OOO «Acrtpa NeO1H-
TabJIETKH MOKPHITHIE MapKHpOBKa Ha 3eHeka 307/16 ot
IJICHOYHOM 0601049K0H | pyCCKOM A3BIKE $apmacerotuxans» | 17.02.2016
90 Mr

5 I'epuentun, muod. mia | Ixenenrek Uuk., N3692 | Tepputopuanbubiii | NeQ1M-
IPUTOT. KOHII. [Uif CIIA; YmakoBaHo B2097 | opran 329/16 ot
npuroT. p-pa ;/ungy3. | 3A0 «OPTAT», PocanipaBHa130pa 18.02.2016
440 mr (¢pnax)./B komn. | Poccus, ang 3A0 no Bragumupckoi
¢ p-M - bakTep. BoJa «P-Dapm», Poccns obnactu
/aa 20 v/

6 Ilepuentun, maod. mia | Jxenenrek UHk., N3714/1 | TeppuTOpHaNE- NoO1H-
IIPHIOT. KORIL. IS CIIA/® Xoddmann | B2096/3 | upiif opran 589/16 ot
OpHToT. p-pa A/undy3. | -JIx Pow Jlta, Pocagpasnamopa | 24.03.2016,
440 mr (nak)./B komn. | leeiinapus/ynakos no Bnagumupckoii | NoQ1H-
¢ p-M - DakTep. BoJa ano 3A0 «OPTAT», obnactu 621/16 ot
n/un 20 M/ Poccus 29.03.2016

7 Iepuentun, mHod. a1a | Ixenentex Hnk., N3684/1/ | OIBI] NeO1U-
MPUT'QT. KOHIL. JJIs CIIA/®. XoddmanH B2093/2 | «IDKKMII» 589/16 ot
NpUrot. p-pa ;/undys. | -Jis Pow Jltx, Munsapasa 24.03.2016
440 mr (dnak)./B xomn. | [lseiinapus/ Poccun
¢ p-M - OGakTep. Boda ynakosaHo 3A0
o/uH 20 M/ «OPTAT», Poccusa

8 Jlacunek, pacTBop g | OTCYTCTBYET 30511 Teppuropuans- NeO2H1-
HHBEKIIHI, amil. T/C MapKUpOBKa Ha HBIH OpraH 603/16 ot
{(50), nau.kapr. PYCCKOM SI3LIKE Poc3ppaBnazgzopa | 25.03.2016

rto [ IpumopckoMy
Kpalo




