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DopmMa «IIMCHbMEHHOI'0 MOATBEPKACHU ) LI
AKTHUBHBIX CYOCTAHIMH JJIfl JIEKAPCTBEHHBIX CPEACTB
JJI Yesi0BeKa, skcnoprupyembix B EBponeiickuii Coro3,
B cOOTBeTCTBHM €O cTtaThel 46b(2)(b) AupexTnnnl 2001/83/EC

Bepcus 2.0 (suBaps 2013 1.)

1. dMupextusa 2011/62/EU Ilapnamenta EBponsl u Coeta EBpormbl ot 8 nrons 2011
r. gononuser nupektuBy 2001/83/EU no npaBuinam CooOiiecTBa B OTHOIIEHUH JEKapCT-
BEHHBIX CPEJICTB JUIS YEIOBEKa U, C YUETOM IPEIOTBpAIICHUS TPOHUKAHUS (PabCH(HIIN-
POBaHHBIX JIEKAPCTBEHHBIX CPEACTB B JieTanbHYIO 1enb moctaBku (OJ L 174, 1.7.2011, c.
74), BBoauT enunbie Ayis EC mpaBmia BBO3a akTHBHBIX cyOcTaHnmii. B cooTBeTCTBHM CO
cratbeir 46b(2) mupexkrtuser EC 2001/83/EC nmomyckaercss BBO3 aKTHUBHBIX CyOCTaHIWIN
TOJIBKO, Hapsily C MPOYMUM, €CIM aKTUBHBbIE CYOCTaHLIUU COMPOBOKIAIOTCS MUCHMEHHBIM
MOJATBEPXK/IEHUEM KOMIIETEHTHOTO OpraHa TpeThel CTaHBI-3KCIopTepa, KOTOpOoe MOj-
TBEPKJIAET, YTO MPEANPUATHE, TPOU3BOJAIIEE IKCIOPTUPYEMYIO aKTUBHYIO CYOCTaHIUIO
COOTBETCTBYET CTaHAAapTaM MPOU3BOJACTBA JieKapcTBEeHHBIX cpeacTtB (GMP) u meps! koH-
TPOJIS IPEIPHUSTHS SKBUBAICHTHBI cTaHgapTam EC.

2. d)opMa IMUCBbMCHHOTO MOATBECPKACHUA IaHa B IIPUITOKCHHUU.



Ipunoxenue
Tonoska branka nucoma np0u3600umeﬂ;l

IIncbMeHHOe MOATBEPKIACHHUE
JJISI AKTUBHBIX CYOCTAHIUI J1JIS1 JIEKAPCTBEHHBIX CPEICTB
JJIS1 YeJIOBeKa, dkcnoprupyembix B EBponeiickuii Coro3s,
B COOTBeTCTBMH €O cTaTtbeil 46b(2)(b) AupexkTussi 2001/83/EC

Tloomeeporcoenue Ne (npuceausaemcss HA030pPHbIM OP2AHOM, BbIOAIOWUM NOOMEED-
JHcoeHue):

1. Haumenosanue aopec npeonpusimusl (6K104as HOMep CMpPOeHuUs, 20e mpedyemcs):

2. Homep(a) nuyensuii npouszeodumensi:*

IIEPEYEHb AKTUBHBIX CYBCTAHLIUI JJISI JIEKAPCTBEHHBIX CPENICTB
I YEJIOBEKA, SKCIIOPTUPYEMBIX B EBPOIIEMCKNUN COIO3, BBIITYCKAE-
MBIX ITPOU3BOACTBEHHBIM [NPEAITPUATUEM, YKA3AHHBIM B I1. 1

AKTHBHas CybCcTaHIus(1):” Buii(bl) AESTETBHOCTH:

HAJI3OPHBIII OPI'AH, BBIJAIOILNI MTOATBPXXIEHUE, YTOCTOBEPSET,
YTO:

CranmapTsl IPOU3BOJICTBA JIeKapCcTBEHHBIX cpenacTB (GMP), nmpuMeHsembie K JaHHO-
MY MPOU3BOJCTBEHHOMY MPEANPUATHIO, IO KpailHEH Mepe 3KBUBAJICHTHBI YCTAaHOBJIECHHBIM
B EC (unn tpe6oanusim GMP ICH Q7/BO3).

Ha mpou3BoACTBEHHOM HPEINPUITUH MPOBOASTCSA PErYyJspHBIE, CTPOTHE U MpOCIe-
KUBaeMble IPOBEPKU U oOecrieuuBaeTcs BhloJHEHHE [IpaBuil mpon3BOICTBA JIE€KAPCTBEH-
HbIX cpenctB (GMP), Bitrouast perysisipHble ¥ BHE3alHbIe HHCIIEKIIMH C LENbI0 obecreye-
HUS 3alIUTHI 3/I0pPOBbsl HACEIEHMS, 110 KpallHEHl Mepe DKBHUBAJICHTHBIE YCTAHOBIIEHHBIM B
EC;

u

B ciyqae oOHapykeHHS HECOOTBETCTBUS, MHPOpPMAIIHSI O HUX HE3aMEJIUTENBHO TIe-
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penaercs Tpetbel ctpanoi B EC.

! Eciu Hag30pHBIit Opra# BhIIAeT THICH3HIO I JAHHON [UIOMaKe. 3alich «He TPHMEHHMOY OTHOCHTCS K
CJIy4aro, KOr/ia MOPsIOK BbIAAYH TULEH3UU 3aKOHOM HE YCTaHOBIIEH.

2 Wnentndukauns oTIeNbHON aKTUBHOW CYOCTAaHIMN 110 MPUHATOH MEKTyHApOIHON TEpMUHOJIOTHH (TIpea-
HNOYTUTENIBHO MEX/yHApPOJAHOE HEMATEeHTOBAHHOE HAUMEHOBAHMUE).

3 Hanpumep, «XUMHYECKHIT CHHTE3Y, « IKCTPAKIIS U3 HATYPATLHOTO CHIPhsy, «BHOIOrHuecK e Ipomecch,
«3aBepuIaolue CTaium.

* qdefect@ema.europa.eu




Hama uncnekmuposanus npeonpuamus no n. 1. Haumenosanue opeana, npogoosuye-
20 UHCNEKYUIo, ecii OH He ABJIAeMCs HAO30PHbIM OP2AHOM, 8bIOAIOUWUM NOOMEEPHCOEHUE:

JlaHHOE MMCHhMEHHOE TIOJITBEPXKACHUE ICUCTBUTEIHHO JI0:

I/IIIGHTI/I‘IHOCTL JAaHHOTI'O MUCBMCHHOI'O IMOATBCPKACHUA MOXKCT OBITh IMPpOBCPCHA B
BbIABHIEM €I'0 OpraHe.

I[aHHOG IMUCbMCHHOC MOATBCPKIACHUEC HC CTAaBUT I1OJ COMHCHHC OTBETCTBCHHOCTDH

o0OecrieunBaTh KauecTBO JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUM C JUPEKTHBOMU
2001/83/EC.

Adpec Hao30pHO20 Opeana, 8blOAOWE20 NOOMBEPIHCOEHUE:

Hms u oonorcnocmv omeemcmeeHo2o auya.

E-mail, homepa menegpona u ¢haxca:

[Tonnuce IIedyars Hag30pHOrO OpraH U gara




