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YTBEPXIEHbBI

noctaHoyieHueM [ IpaBuTenscTBa
Poccuiickoit denepaumu
oT 20 mapta 2020 r. Ne 311

U3IMEHEHMHH,

KOTOPbIC BHOCATCH B Ionoxenue o cucreme MOHHTOPHHI'A 1BHKECHHA
JIEKAPCTBCHHBIX IpenapaToB AJd MEAHUHHCKOIO HIpHMEHEHH S

1. B nyHkre 2:

a) ab3all BTOPOU U3JIOKUTh B CAEAYIOLIEH peaaKLUu:

"arperupoBanue” - npouecc oObEeAVMHEHHS JIEKAPCTBEHHBIX MpEeraparos
Ha JOOOM »JTame oOpallleHHsl JIeKapCTBEHHBIX IMpernaparoB CyOBEKTOM
oOpallleHuUs JIEKAPCTBEHHbBIX CPENCTB B TPETUUHYIO (TPAHCIOPTHYIO) YNaKOBKY
JICKapCTBEHHBIX IpernapatoB C HAHECEHHMEM COOTBETCTBYIOLUEIO  KoAa
UACHTU(GUKAUUU  TPETUYHON (TPaHCMOPTHOMW) YMNAKOBKH JIEKapCTBEHHBIX
npenapatoB M C COXpaHeHHWeM HH(OpMauuMud B CUCTEME MOHHUTOPHMHIA
O B3aHMOCBSI3U CPEJICTB UICHTU(DUKALIUYA UIIH KOJIOB HAEHTU(PUKALHUHA KaXAOTro
BJIOKEHHOTO B TaKyl YNAKOBKY JIEKAPCTBEHHOIO IIpenapara ¢ KOAOM
UACHTU(hUKAIMA TPEeTUUHOH (TpaHCHOPTHOM) YNAKOBKU JIEKAPCTBEHHBIX
npernaparos;";

0) ab3aupbl AecsIThIM U OAMHHAALATHIA NIPU3HATH YTPATUBILUMH CUITY;

B) mocjie ab3alla TPUHAALIATOTO JOMOJHUTHL ab3anaMu ClleAYIOLLEro
COZlepKaHHUSA:

"KoN UACHTUDUKAUUK" - CepUHHBIA TT100aNbHBIA UIAEHTU(UKALMOHHBIN
HOMEp TOProBOH  eJWHHUIIbl, NPEACTABIAIOUIMA  CcOOOM  YHUKAJIBbHBIH
MIeHTU(hUKATOP BTOPUUYHOH (MOTpPeOUTENBCKONW) YIAKOBKM JIEKAPCTBEHHOIO
npenapara (B cliyyae €€ OTCYTCTBUSl - NEPBUYHON YMAaKOBKH JIEKAPCTBEHHOIO
npenapata), ¢opMupyeMbld  myTem  nobaBineHMss K ryioOajbHOMY
HIEHTU(QUKAUUOHHOMY HOMEpy TOpProBOH eAMHMLBI  HMHIMBUIYAIBHOTO
CEpUUHOT0 HOMEPA TOPTrOBOH €UHHULIBI;

"kon ~ uaeHTU(HMKAUMKH  TPETHUHOW  (TPAaHCIOPTHOM)  YMaKOBKH
JIEKapCTBEHHOIo  mpenapara’ - CUMBOJIbHAsi  MOCJIE€IOBAaTEIBHOCTb,
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dbopmupyeMass B COOTBETCTBMHM C TpeOOBaHHSIMM, IIpeLyCMOTPEHHBIMU
paznenowm Il Hactosimero [lonoxenus;",;

r)B alzale deTBHIPHAALIATOM CJioBa  'CepuHHOro  rinobagbHOro
MIeHTU(QUKAIIMOHHOTO HOMEpa TOProBoi eAMHMIIBI" 3aMEHHUTh CIOBaMH "KOAa

HIeHTUOUKAIHUK "
1) ab3al NaTHAAUATHIA U3NIOXKUTE B CIeAYIOLEN pelakIiu:
"KOJI TpOBEpKH" - MOCIENIOBATEIHHOCTh CHUMBOJIOB, COOPMUPOBaHHASA

B pe3ysibTare KPHITOrpapHuecKoro mnpeoOpa3oBaHMs KoJa HMACHTH(QHUKALUH
M TIO3BOJIIONIAS BBIIBUTH (QaibCHGbUKALUIO KOAa HAECHTH(GUKALUU IIPU €ro
IIPOBEpPKE C HUCIIONB30BaHUEM (DUCKAILHOTO HAKOMMUTENS U (MIIM) TEXHUYECKUX
CPEICTB MIPOBEPKHU KOJla IPOBEPKY;";

€) ab3aI] ABaAIaThlil U3JIOXKUTH B CIeAYIOEN peaaKIUu:

"peructparop BEIOBITHA" - TEXHHYECKOE CpPEACTBO HH(POPMALMOHHOIO
oOMeHa, npelHa3Ha4eHHOe I Mepefadyd B CUCTEMY MOHMTODHHIA CBEIEHUH
O BEIBOJE M3 00OpOTa JIEKapCTBEHHEIX IIpENaparoB, BK/IOYaroliee B cebs
IIporpaMMHO-aNnapaTHoe Mu(poBaibHOE (KpUNTOrpadudecKoe) TEXHUYECKOe
CpencTBO IIPOBEPKH KOJOB IIPOBEpPKH, B OTHOIIeHHMU KoToporo (denepaibHoi
cmyx60it Oe3omacuoctu Poccuiickoit Penepani BBIJAH JOKYMEHT O €ErO
COOTBETCTBUHU yCTaHOBJIEHHBIM TpeOOBaHUAM K G POBaATIEHBIM
(kpunTorpaduueckuM) CpeacTBaM 3alllUThl MHGOPMAalUH, AEeHCTBYIOIIUM
B OTHOILICHUH M $POBATBHBIX (xpunrorpadpUIecKuX ) CPEJCTB,
npeJHA3HAYEHHBIX [JIS IPOBEPKH KOJIOB MAapKUPOBKH;'";

k) ab3a1 ABaALaTh HEepPBbI IPU3HATh YTPATUBLINM CHUILY;

3) ab3all 1BaallaTh YeTBEPTHINA U3NOXHUTh B CIEAYIOIIEH peaaKnu:

"TpeTryHas (TpaHCIOpPTHas) YIMAKOBKa JIEKapCTBEHHOIO IIpenapara’ -
yIaKoBKa, HCIONb3yeMasi [UIl XpaHEeHWs, IIepeBO3KU U IepeMEIleHUs
JIeKapCTBEHHOrO Iipemnapara Mexnay cyOhekTaMy oOpallleHHusl JIEKapCTBEHHBIX
CpencTs;";

1) ab3a1l ABaUaTh BOCBMOM M3JI0XKHUTH B CIEYIOIIEH pelaKIiu:

"IMUTEHT KOZa UACHTUDUKALMH TPETUUHOH (TPaHCIIOPTHOM) yIaKOBKH'" -
cyOpeKkT  oOpalleHUS  JIEKapCTBEHHBIX  CPEICTB,  OCYLIECTBIISIOLIMHA
(dopMHpOBaHHE U HaHECEHHE KOAa HASHTU(OUKALIMYI TPETUYHOH (TPaHCIIOPTHOMH)
YIaKOBKY JIEKAPCTBEHHOrO IIperapaTa Ha TPEeTHYHYIO (TPaHCIOPTHYIO)
YIIaKOBKY JIEKAPCTBEHHBIX ITPENAapaToB;".

2. AG3anpl 4eTBepTHI M NATHI IyHKTa 5 NOIONHHUTH CIOBaMH ', WIH
cumBon OYHKIIMA 1 (FNC1)".

3. HaumenoBanue pazgena III u3m0xuThe B claeayIoled peaaKIuu:
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"[1I. TTopsimok mosydeHus KOIOB MapKUPOBKH, (HhOPMUPOBAHHMS
KOZIOB MIEHTUGHUKALIUY TPETUIHOH (TPaHCITOPTHOM) YIIaKOBKH JIEKAPCTBEHHOTO
Ipernapara u UX PeTUCTpalliyd B CHCTEME MOHUTOPHHTA".

4.B moxamynkre "a" myHkta7 cioBa "CepMHHBIM  II0OATBHBIM
HACHTH(QHUKAIMOHHBIH HOMEp TOProBO#M emuHMIEI" 3aMEHUTh CIOBaMM "KOI
uaeHTAGuKanun".

5.B mynkre 8 cioBa "cepHiHOrO IIOOATBHOIO HIAEHTH(OHKAIIMOHHOTO
HOMEpa TOProBOM €IMHHULLI" 3aMEHHUTh CII0BaMH "'KoJa WAeHTUhUKaun".

6. B moamymkre "r" nyHkTa 8' cnoBa "0 CepHHHOM IIOGANBHOM
HUACHTH(DUKALOHHOM HOMepe TOProBoil eAMHHMIIB" 3aMEHHUTD CI0BaMH "0 KOJE
uIeHTUGUKaAIUH".

7. IIyHKTBI 9' - 93 u3noXKTE B CIenyIolel peqaKInu:

"9! Smurent CPeACTB HAEHTUGOUKAUUK IIOCAe IIONY4YeHHsS Koja
MapKHUPOBKHU IIPeoOpas3yeT ero B CPeJCTBO WACHTH(QHKAIMY, 00eCIeYrBaET ero
HaHECEHHEe Ha BTOPHYHYIO (HMOTPEOUTEIBCKYIO) YIaKOBKY JI€KapCTBEHHOI'O
npernapara (a IpH €e OTCYTCTBHHU - Ha MEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTIO
npenaparta) MJIM Ha MaTepHalbHBIA HOCHTEIh (ITHKETKY) M He IIO3JHEE NAThl
BBOJA B 00OPOT JIEKapCTBEHHOTO IIperapara, Ha YIIakoBKY (3THKETKY) KOTOPOTIo
HaHECEHO CPENCTBO UACHTU(HUKALMH, IPeoOpa30oBaHHOE M3 COOTBETCTBYIOIIETO
KOJla MapKUPOBKH, UM HE MTO3/IHEE NaThl JOCTABKHU JIeKapCTBEHHBIX MPEITapaToB
B MECTO NpHUOBITUS Ha TepputopuH Poccuiickoit Peneparuu mIpyu IPOU3BOACTBE
JEKapCTBEHHBIX IIpelapaToB BHe TeppuTopuu Poccuiickoit ®Pexnepanun
(3a MCKIITOUEHHEM JIeKapCTBEHHBIX IIPENaparoB, BBO3HUMAIX H3 TOCYNAPCTB -
YWIEHOB EBpasMACKOro 3KOHOMHYECKOTO COKO3a), WM [0 JaThl BBO3a
Ha Tepputopuio Poccuiickoit ®enepanuun Ha (apManeBTHYECKHA cKian
JIEKapCTBEHHBIX IIPENapaToB IpU IMPOU3BOJCTBE JIEKAPCTBEHHBIX IIperaparoB
BHe TeppuTopun Poccuiickoii denepanyy - B OTHOLIEHHH JIEKAPCTBEHHBIX
IIpenapaTos, BBO3UMBIX K3 TIOCYJapCcTB - 4JNeHOB  EBpasuicKoOro
SKOHOMHYECKOIO COM03a, IepefaeT B CHUCTEeMY MOHHUTOPUHTA CBEJEHHUS
0 HAHECEHWM CPEICTBA MIACHTU(UKAIIMM B COOTBETCTBHUU ¢ ab3aleM MepBhIM
nyHkTa 35 wiu myHKkToM 36 Hacrosmiero [TonoxeHus.

Omnara yciayru HO NpEeAOCTaBIEHHIO KOJAa MapKUPOBKH OIEPATOPY
CHUCTEMBbl MOHUTOpDHMHIA, IIPeIyCMOTpeHHas mnocraHoBieHueM [IpaBurenncTBa
Poccuiickort @enepanuu ot 8 mas 2019 1. No 577 "O6 yTBepKAeHHH pazMepa
IJaTel 332 OKa3aHWe YyCIyr II0 INPeNOCTaBICHHIO KOJOB MAapKHUPOBKH,
HEOOXOMMMBIX I (OPMHUPOBAHUS CPEACTB MACHTHGUKAUUHA U obecrnedyeHus
MOHUTOPHMHIA JBYDKEHHS TOBAapOB, MOAJEXAIMX 00S3aTelIbHOM MapKHUpOBKE
CPEICTBaMH MIECHTHQUKAINY, a TAKKe O MOPSIKE ee B3UMaHUA", IPOU3BOIUTCS
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4

SMHUTEHTOM CPEACTB HACHTH(QHUKaUHK IO JaThl MOJYyYEeHHUS KOoAa MapKHUPOBKH
iy B TedeHue 180 kaleHIapHBIX OHEW ¢ AaThl MOJYYeHHs KoJa MapKUPOBKH,
HO He ITo3[Hee AaThl BBOJA B 000pOT JIeKapCTBEHHOTO MIperapara, Ha YIaKoBKY
(3THKETKY) KOTOpOTO HAaHECEHO CPEeACTBO MACHTHU(HKAIMK, npeobpa3oBaHHOE
U3 COOTBETCTBYIOIIErO0 KOJa MAapKHPOBKH, WIH He I03JHEe IaThl JOCTaBKU
JIEKapCTBEHHBIX IIPErapaToB B MECTO IPHOLITHA Ha TeppuTopuu Pocchifckoi
Denepanuu Ipu IPOU3BOJCTBE JIEKAPCTBEHHBIX IIperapaToB BHE TEPPUTOPUU
Poccuiickoli ®@epepanun (3a HUCKIIOYEHHEM JIEKApCTBEHHBIX IIPEIIapaTtos,
BBO3UMBIX U3 TOCYIApCTB - WIEHOB EBpa3suilcKOro 3KOHOMHYECKOTO COH3a),
WIM A0 JaTel BBO3a Ha TeppuTopuio  Poccuiickoit  Deneparuu
Ha (papMalleBTUYEeCKUH CKJIaJ| JeKapCTBEHHBIX MPenapaTroB MPH IPOM3BOICTBE
JEKapCTBEHHBIX IIpenapaToB BHe TeppuTopuu Poccuiickoit Penepamuu -
B OTHOIIICHHH JIEKapCTBEHHBIX IIPENapaToB, BBO3UMBIX M3 TOCYJapCTB - YWIECHOB
EBpa3suiickoro s5KOHOMHYECKOTO COH03a.

Ilpu sTOM omneparop CHCTEMBl MOHWUTOPHHTA pPETHCTPUPYeT (BHOCHT)
B CHCTEMy MOHHMTOpMHIa HWHPOpPMALMI0O O  HaHECEHHWH  CpeICTBa
UACHTUOUKALMY,  YKa3aHHYI0O  3MHUTEHTOM  CpEeACTB  WIAeHTH(QUKAIHH
B CBENGHUSAX O HAaHECEHHHM CpeICTBA HIAEHTHGHUKAIMH, I10Ce IT0JydeHUs
OIIJaThl YCIYT'W IO IPEIOCTAaBIEHHIO KOXAa MAapKHUPOBKH, MPeoOpa3oBaHHOTO
B COOTBETCTBYIOILIEE CPEJICTBO UIACHTHDHUKAIHH.

Pemenne o Beibope criocoba omnathl YCAYrH 0 NPeIOCTaBICHUIO KOJA
MapKHUPOBKH NPUHUMAETCS SMUTEHTOM CPEACTB UICHTH(OHUKALIUY.

B ciydae ecnu orara ycayrd Mo MpelOCTaBISHHIO KOJa MapKHPOBKH
OCYILECTBIIIETCS AMUTEHTOM CPEJCTB HASHTHUGUKAIUU 10 TPEICTABICHUS UM
B CHCTEMY MOHHTOpPMHIA CBeJeHHI O HaHECEHUH CpeICTBa HACHTH(UKAILIUH,
IpeoOpa3oBaHHOIO0 M3 COOTBETCTBYIOIIErO KOJa MAapKHPOBKH, Takas yciayra
IIPU3HAETCS OKa3aHHOM OmepaTopoM CHCTEMBI MOHMTOPHHTa B MOMEHT
[IOJ[y4E€HHUS 3MHMTEHTOM CpeACTB HACHTH(MUKAIIMKM OIUIAYCHHBIX  KOJIOB
MapKUPOBKH.

B cinydae ecnu omnara yciayrd IO NpeJOCTABJIEHUIO KOJa MapKHPOBKH
OCYIIIECTBIIAETCS SMUTEHTOM CPEACTB HACHTUGHKAIMK IIOCe IIpeaCTaBIeHUs
UM B CUCTEMY MOHUTOPHHIA CBEIEHUI O HAHECEHUH CPENICTBA UAEHTU(DUKALINH,
peoOpa3oBaHHOIO0 M3 COOTBETCTBYIOIIErO KOAa MapKHPOBKM, Takas yciyra
[IPU3HAETCS OKa3aHHOM OIepaTOpOM CHCTEMBl MOHHMTOPHHTa B MOMEHT
perucTpanuy (BHECEHHs) ONEepaTOpOM CHCTEMbl MOHHTOPHHIa B CHCTEME
MOHHTOPHHIa HHGOpMAllNM, COAep)Kallelicsl B CBEACHHSX O HAHECEHHH
CpelCTBa HACHTU(UKAINH, MpeoOpPa30BaHHOTO U3 COOTBETCTBYIOIIETO KOna
MapKUPOBKH. '
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B cnyyae ecnmm B COOTBETCTBMM € IIOCTaHOBIIEHHEeM IlpaBHTenbcTBa
Poccuiickont @eneparuu ot 8 Mast 2019 . Ne 577 "O6 yTBep)aeHUH pasMmepa
IJIaTBl 3@ OKa3aHWe YCIyr @0 MPeJoCTaBIeHHIO KOJOB MapKHPOBKH,
HEOOXOMUMEBIX Ul (OPMUPOBAHHUS CPEACTB HACHTHMUKAIIMKA W OOECIIeYeHHs
MOHHTOPHMHIa IBYDKEHUS TOBAapOB, MOIJIEKAIIMX OOS3aTeIbHOH MapKHpPOBKE
CpeICTBaMU HAECHTU(QUKALUK, a TaKKe O IOpAAKE €€ B3UMaHws" yciryra
10 NPENOCTABICHUIO KOJAa MapKUPOBKHY He MOJICKHUT OIIaTe, IMUTEHT CPEICTB
UACHTHQUKALMN TI0CNie TNOJyYeHHs KoJa MapKHpPOBKM IIpeobpasyer €ero
B CpeACTBO HACHTU(HUKAIMM, OOeCleurMBaeT ero HaHeceHHe Ha BTOPUIHYIO
(TOTpeOUTENBCKYIO) YIAKOBKY JIEKapCTBEHHOTo Ipenapara (a mpu  ee
OTCYTCTBHMM - Ha IIEPBHYHYIO YNAKOBKY JIEKapCTBEHHOTO Ipenapara) WIH Ha
MaTepUabHbIM HOCHUTENb (3TUKETKY) U B TedeHHe 180 kameHOapHBIX OHeH, HO
He II03/IHee NaThl BBOJAA B OOOPOT JIEKapCTBEHHOTO Ipelapara, Ha YIaKOBKY
(3THKETKY) KOTOPOI'0 HAHECEHO CPeNCTBO HMIEHTH(UKAIMH, IpeoOpa3oBaHHOE
M3 COOTBETCTBYIOIIETO KOoJa MapKHPOBKH, WM He IIO3[HEE IAThl JOCTaBKU
JE€KapCTBEHHBIX NpPENapaTtoB B MECTO NMpUOBITUA Ha TeppuTopuu Poccuiickoit
Qenepaluy IpyA NPOU3BOIACTBE JIEKAPCTBEHHBIX MpPENapaToB BHE TEPPUTOPHUH
Poccuiickon @enepauuu (32 HUCKIIOYEHHEM JIEKapCTBEHHEBIX ITPENaparos,
BBO3UMBIX M3 IOCYJapcTB - 4jleHOB EBpa3uiickoro 3KOHOMHYECKOTO COH3a),
WIA OO0 JaTel  BBo3a Ha  Teppuropuro  Poccumiickor = Depepamun
Ha (apMalleBTUYEeCKHH CKIa] JeKapCTBEHHBIX MPeNapaToB NPH MIPOU3BOACTBE
JIEKapCTBEHHBIX IIPEeNapaToB BHe TeppuTopun Poccutickoii ®Denepannu -
B OTHOIIEHHUH JIEKAPCTBEHHBIX MpENnapaToB, BBO3UMEIX U3 TOCYJApCTB - WICHOB
EBpasuiickoro 3KOHOMHYECKOro cOI03a, IepefaeT B CHCTEMY MOHUTOpPHHIA
CBE€HUs O HAHECEHUH CpeACTBa MACHTUGUKAIUM B COOTBETCTBHM C ab3alem
IIEPBBLIM IIyHKTa 35 mnu nyHkToM 36 HacTosmero IlomoxxeHus.

9%, Kompl MapKHAPOBKH aHHYJIHUPYIOTCS B CIEAYIOMINX CIydasX:

a) HapyIIeH YCTaHOBIEHHKI ab3aleM BTOPHIM MyHKTa 9' HacTosIIero
ITojt0xeHKs CPOK OILIATHI YCIYT IO IPEIOCTABICHHUIO KOJa MAapKHUPOBKHY;

0) HapyllleH YCTaHOBJEHHBIH ab3auamMu IEpBBIM M (WIHM) CeIbMBIM
nyskTa 9' Hacrosmero IlonokeHus CPOK Iiepefayd CBEJEHHH B CHCTEMY
MOHHTOPHMHIA O HAHECEHUH CPEACTB UACHTH(DUKAITHH.

9°. B perucrpanuu B CHCTEME MOHUTOPHHTa CBEIECHHN O HaHECEHUU
CPEACTB MIEHTU(DUKALIUN OTKA3bIBAETCS O CIeAYIOIIUM IIPHYHHAM:

a) OTCYyTCTBHE KOJOB WICHTU(HUKAIIAH, YKA3aHHBIX B CBEIEHMIX
O HAHECEHHWH CPEINCTB HMICHTH(MUKAIUH, B pEeCTpe CPEACTB MISHTU(DUKALIUH
ollepaTopa CUCTEMEI MOHUTOPHHTa;
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©) npeAcTaBIeHHe OMHTEHTOM CpPEACTB WIACHTUGUKAIMM CBEIEeHUH
O HaHECEHUM CPEJCTB HICHTU(QUKAIIMM [0 UCTEYCHHM CPOKa, YCTAHOBIEHHOIO
a3aaMm ITepBHIM U (MITH) CeIBMEIM IIyHKTa 9' HacTosmtero [1onoXKeHns;

B) OTCYTCTBHE Y oOlleparopa MOHHTOpPHHIA CBeJeHHH 00 ycTpoiicTBe
perucTpalM SMHUCCHH, C MCIOIb30BaHWEM KOTOPOIO IIepe/laHbl CBEACHUS
B CHCTEMY MOHUTOPHHT 2,

r) OTCYyTCTBHE  MOATBEPXKIEHWS  OIUIaTHl  KOJAOB  MapKHUPOBKH,
IpeoOpa3oBaHHbIX B CPEACTBA HACHTH(PHUKAIMH, O HAHECEHHH KOTOPBIX SIMUTEHT
CPEICTB HICHTHU(PHUKALMH IepefaeT B CHCTEMY MOHHTOPHUHIA CBENEHUS
O HaHECEHWM CpeACTBa HACHTU(HKALIMH, NPeyCMOTPEHHBIe ab3alleM IepBBIM
IIyHKTa 35 unu nyHKToM 36 HacTtosero ITonoxenus.".

8. B mynkre 10:

a) B ab3ame mnepBoM cioBa '['pynmoBodl Kox" 3aMEHHUTH CIIOBaMu
"Kon uaeHTHOUKAIMY TPEeTHYHOU (TPaHCIOPTHOH) YITaKOBKH JIEKapCTBEHHOTO
npemnapara';

6) B ab3alle TpeTheM ClIOBa "TPYIIIOBOTO KoJa" 3aMeHUTh CJIOBaMH "Koaa
UICHTUOUKAUK TpeTUYHOH (TPaHCIOPTHOW) YNAKOBKHA JEKapCTBEHHOTO
npenapara'’;

B) B a03alle IIATOM cjOBa "TPYHIOBOM YIakoOBKH"' 3aMEHHUThH CIIOBAMH
"TpeTHYHO! (TpaHCIOPTHOW) yIIAaKOBKY JIEKAPCTBEHHOIO Mpenapara';

r)B alzalle cempbMOM cCjOBa "TpymioBod Kon" 3aMEHUTh CIIOBaMH
"KOJ MAECHTU(QUKAINUA TPETUIHOU (TPAaHCHOPTHOH) YHaKOBKH JIEKAPCTBEHHOI'O
npemnapara';

1) ab3al] BOCKMOH H3JI0XKHUTE B CIEIYIONIEH pelaKiuu:

"Kox  uneHTHduKanmuum  TpeTHYHOH  (TPAaHCIOPTHOM)  YHAKOBKH
JIEKapCTBEHHOI'O IIpernapaTa TIeHepupyeTcs M HaHOCUTCS Ha TPETUYHYIO
(TPaHCIIOPTHYI0) YIAaKOBKY JIEKApCTBEHHOrO TmperiapaTa SMUTEHTaMH KOJIOB
UICHTU(QUKAUE TPEeTHYHOH (TPaHCIIOPTHOM) YMAaKOBKH JIEKAPCTBEHHOIO
npernapara METOJaMU IIe9aTH WU 3TUKETHPOBAHHUS. "

9. B nynkre 24:

a) ab3al TPeTHi U3JI0KUTH B CIIEIYIOUIEH pelaKIuu:

"CBeJIEHHUs O HAJIWYUHU JIHO0 00 OTCYTCTBHHM JIMLIEH3WH HA MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, JIMLEH3MM Ha (apMaleBTHYECKYIO [IeSTeTbHOCTh
(BKJIIOYAsg ONTOBYIO U PO3HHYHYIO TOPIOBIIO JIEKAPCTBEHHBIMH CpEICTBAMH),
JULEH3UM Ha  JEATENIBHOCTE II0 O0OpOTY HApKOTHYECKHX CpeICTB,
ICUXOTPONHBIX  BEIIECTB M  HUX  NPEeKypcopoB,  KYIbTUBHUPOBAHHUIO
HapKOoCOAepXKallyX pacTeHUH U INIEH3UN Ha MEJUIIMHCKYIO IeSTeIbHOCTD;"
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0) ab3am mecToN HU3JI0XKUTE B CIeIYIOUIEN pelaKIlnu:

"CyOBeKTsl oOOpamieHHs JIeKapCTBEHHBIX CpPEACTB - OpraHu3alyH,
IpU3HABaeMble  HAJOIOBBIMM  pe3upeHTamMm  Poccmiickoit ~ Denepanuy,
HHIYMBHAyaldbHble  IPEIIpHUHUMATENH, HEe  HUMEIOIIWe = JUIEH3UH  Ha
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB, JMIEH3WH Ha (QapMaleBTHYECKYIO
JEeATENBHOCTh (BKIIIOYasl ONTOBYIO M PO3HHYHYH) TOPIOBJIIO JIeKapCTBEHHBIMHU
CpeACTBaMH), IMIEH3UHN Ha eATeIbHOCTE 110 000pOTy HAPKOTHYECKHUX CPEACTB,
[ICHXOTPOIIHEIX ~ BELIECTB M WX  IPEeKypcopoB,  KYJIbTHBHPOBAHUIO
HapKOCOAEPKalllUX PACTEHHA M JULEH3UM Ha METUIIMHCKYIO HesTeIbHOCTH,
a TaKX€ IIPeICTaBUTEIIbCTBA HHOCTPAHHBIX OpraHU3aluii Ha TEePPUTOPUH
Poccuiickoit Penepalyy, SBISIOIIUXCA JEPKATENIMH WIM BiaJeiblaMu
PETHCTPALMOHHOIO yIOCTOBEPEHUS U HEe UMEIOIIUX JIUIIeH3UH Ha ITPOU3BOACTBO
JEKapCTBEHHBIX CPEACTB, JMLEH3UU Ha (QapMaleBTHYECKYIO IesATeIbHOCTh
(BKJIIOYasl ONTOBYHD U PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBLIMU CPEICTBAMH),
JTHUUEH3HH Ha  JesATeJIbHOCTh 10  00OpOTYy HapKOTHYECKHX  CPEeJICTB,
IICUXOTPOIHEIX  BEIIECTB W HX  IPEKypcopoB,  KyJIbTHBHPOBAHHIO
HapKOCOAEPKalMX PacTEHUH U JIMIICH3UU Ha MEIUIIMHCKYIO JIeATEIbHOCTh, He
no3aHee 10 KaleHOapHBIX JHEH ¢ 1aThl BHECEHUS CBEICHHH, MPEIyCMOTPEHHBIX
abzallaMd BTOPBIM - IIATBIM HACTOSMINErO IIYHKTa, IPEACTABIAIOT TAKXKeE
B DenepanpHyro ciyx0y 1o Hamzopy B cdepe 3ApaBOOXpaHEHHUS 3asBIEHUE
O PETrHCTpallMd B CHCTEME MOHUTOpPMHIa (najee - 3asBIeHHE) Ha OYMaKHOM
HocuTele II0 (opMe, YTBEPXKIEHHOW MUHHUCTEPCTBOM 3ApaBOOXPaHEHMS
Poccuiickoit ®eneparmm.".

10. B nyukre 27:

a) ab3all mepBRI moamyHkTa "6" mocie ciooB "(BKIOYas OITOBYIO
U PO3HHYHYIO TOPIOBIIIO JEKapCTBEHHBIMH CpeJICTBaMM)" IOMOJNHUTH CIIOBAMH
", IMUEH3MM Ha JESITEeNBHOCTh II0 O0OpOTY HApKOTHYECKHUX CpPEICTB,
IICUXOTPOIIHEIX  BELIECTB W  HMX  HOPEKYypCcoOpoB,  KYJIbTUBHUPOBAHHIO
HapKOCOJepKalluxX pacTeHUM";

0) ab3a1] YeTBEePTHIN MOAMYHKTA "I U3JI0KUTE B CIIEAYIOMIEH pelaKIyH:

"HalMuuMe pacXOoXIECHUM Mexay uHpopmanued, peaycMOTpeHHOU
3asBJICHUEM, IIPEJCTABICHHBIM B COOTBETCTBUM C ab3alleM IecThIM MyHKTa 24
Hactosimero IlonoxeHus, U CcBeNeHUSAMH, TIPEACTABIEHHBIMA B CHCTEMY
MOHHTOPMHIa (1  IIPEICTaBUTENBCTB  WHOCTPAHHBIX  OpraHM3al(yii
Ha Teppuropun Poccuiickoli Pepepainuy, SBISIOIINXCS JAEpXKaTeIsIMH HIH
BJIaJIeJIbIIaMU PETUCTPAallMOHHOIO yAOCTOBEPEHUS U He HMEIOIIUX JINIEH3UH Ha
IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, JULEH3UH Ha (apMaleBTHYECKYIO
NESTEIBHOCTL (BKIIOYas ONTOBYIO M PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
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CPEACTBAMM), INLEH3UHU Ha NeATeILHOCTh 10 000pOTY HAPKOTHYIECKUX CPEJICTB,
IICUXOTPOIHEIX  BEIECTB W KX  IPEKypCcOpoB,  KYJHTHBHUPOBAHHIO
HApKOCOAEP KalllX pacTeHUM U IMIEH3UU Ha METUIUHCKYIO IeATeIbHOCTD);";

B) ab3all 4eTBepTHIN MOAMYHKTa """ H3IOXKUTh B CIEAYIOIEH peaKIuH:

"OTCYTCTBHE CBEICHUI O NeHCTBYIOIIEH ITUIIEH3UH B €IHHOM DEECTpe
JMIEH3MH, B TOM YHCJIE JIMLEH3UH, BBIJAHHBIX OpraHaMH T'OCYHapCTBEHHOM
Bnact cybwekToB Poccuiickolt ®Denepalii B COOTBETCTBUM C IEPENaHHBIM
IIOJTHOMOYHEM I10 JIMIEH3UPOBAHHUIO OTAEIBHBIX BHIOB JeSTEILHOCTH. "

11. A63ar nepBrii myHKTa 29 U3JI0XKUTH B CIIEAYIOIIEH pelaKkiuu:

"29. CybbekT oOpalesus JIeKapCTBEHHBIX CPEICTB, ITOJYYHMBIIHI
YBEOOMJIEHHE O pErucTpaMd B CHCTEME MOHHUTOPHHIA, IIPU aKTUBAITHA
(GYHKIMH IUYHOrO KabWHEeTa BHOCHT B CHUCTEMY MOHHTODHHIra I€pedeHb
a7pecoB MECT OCYIIECTBJIEHUS AEATENbHOCTH MyTeM BBIOOpa TAaKOTO ajapeca U3
aZpecoB, YKa3aHHBIX B JIMIIEH3USAX Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB,
JULEH3UAX Ha (apMaleBTHYECKYI0 [esSTeAbHOCTh (BKJIIOYas OITOBYIO U
PO3HMYHYIO TOPIOBIIO JIEKAPCTBEHHBIMH CpEICTBaMH), JHIIEH3UAX HAa
JEATENBHOCTD 110 000POTY HapKOTUYECKUX CPEJICTB, ICHXOTPOIHEIX BELIECTB U
UX IPeKypcopoB, KyJIbTUBHPOBAaHHUIO HapKOCOAEpXKalluX pacTeHWHd U
JAIEH3UAX Ha MEIUILMHCKYIO JAESITEeNbHOCTh, a Takke IepedeHb aJpecoB
(dbapMaleBTUYECKUX CKIIAJ0B (TIPH HAIMYWY YKa3aHHBIX JTHLIEH3ui)." .

12. A63a11 4eTBepThIi MyHKTa 37 U3J0XKHUTh B CIIEAYIOMIEN PeIaKIIHH:

"3almpalmMBaeT B CHCTEME MOHHMTOPHWHTA CBENEHHS O  KOJE
UICHTHQHKALUN WIA Koie HACHTHOHUKAIIMK TPETHIHOM (TPaHCIIOPTHOM)
YIIaKOBKH  JIEKAPCTBEHHOIO IIperapara, B KOTOPOH HaXOIUTCS TaKOH
JIEKapCTBEHHBIX Ipernapar (B ciay4ae BBO3a TPETHYHOW (TPaHCIOPTHOH)
YIIaKOBKH JIEKAPCTBEHHOTI'O IIpenapara LEeTHUKOM), NI OCYIIECTBICHUS CBEPKH
C NaHHBIMHM, YKa3aHHBIMU B JACKJIapalliy Ha JIeKapCTBEHHBIM npenapar;".

13. ITyHKT 39 M37M0XUTE B CleAyIOLIel peaakIiuu:

"39. Ceenenus, [IpeJCTaBIsIEMbIE cyOBeKTaMu oOpalleHust
JEKapCTBEHHBIX CPEACTB B CHCTEMY MOHWUTOPMHIa IIPH OCYIIECTBICHHUH
omepaui ¢ TPeTUYHOH (TPaHCIOPTHOM) YHAKOBKOH JIeKapCTBEHHOIO
Ipenapara, IpUBeICHbI B IpuiioxeHun Ne 5.".

14.B nyHkre 40 cnoea '"rpymmoBoii Koa" 3aMEHHTb CIOBaMHU
"KOI UICHTH(OUKAUY TPETUIHOH (TPaHCIIOPTHOM) YIIAKOBKH JIEKAPCTBEHHOIO
npenapara’.

15. ITyHKT 43 H3M0XUTE B CIeAYIOUIEeH peaakiiuu:

"43. CyOBpeKT oOpallleHHs JIeKapCTBEHHBIX CPENCTB, OCYILECTBIISIOLIUIA
[IEpEMEILEHHE  JEKapCTBEHHBIX  IIpenaparoB  MeXJy  alIpecaMd  MeCT

20030437.doc



OCYIIECTBIEHHS JEATEIBHOCTH COINIACHO JHULEH3UM (C y4eTOM TaKHX BHJIIOB
JeJTENBHOCTH, KaK IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, hapMalleBTUIECKast
JNEeATENBHOCT, U AEATENBbHOCT 110 000pOTYy HapKOTUYECKUX CPEACTB,
[ICUXOTPOIHBIX  BEIIECTB M  HUX  IPEKypcopoB,  KyJIbTUBUPOBAHHIO
HAapKOCOJEpKallluX pacTeHui) U (umu) QapMalueBTHYECKUMH CKIagaMmH,
B Te€4eHHE 5 pabounx IHel ¢ GaKTUIecKol 1aThl epeMeIeH s JIEKaPCTBEHHEBIX
[penapaToB 10 NIPEICTaBIeHUs CBEJAEHUHN O JalIbHEUIINX omepaiusx ¢ TaKUMU
JEKapCTBEHHBIMH IIperiapaTamMy IpEeACTaBIsSe€T B CHCTEMY MOHHUTOPHHIa
CBEIEHUs, IPEAYCMOTpPEHHblE IMYHKTOM 1 mpunoxenus Ne 6 x HacTosmemy
IlTonoxeHuno.".

16. ITysxT 44" H3n0XUTS B ClIEQyrOmeit pedakLuu:

"44!, IIpy nepenade QenepanbHBIM OpraHaM HCIOJTHHUTEIBHOM BIACTH,
OopraHaM TOCYJapcTBEHHOW BiacTd cyObexToB Poccuiickoit ®enepanuu
M YHNOJIHOMOYEHHBIM HMH OpraHHM3alldsM JIEeKapCTBEHHBIX I[Ipenaparos,
3aKylaeMbIX IS HYXI OOOpOHBl CTpaHbl M 0O€30IacHOCTH TIOCyAapCTBa,
OKa3aHus FyMaHUTapHON IOMOILY, JUKBHIALIMK IOCHENCTBUM 4Ype3BBIYaNHBIX
CUTyaluld, KpynHOMacIITabHBIX aBapud ¥  HHIMAEHTOB IPHUPOIHOTO
I TEXHOTEHHOI'O XapakTepa, B LENAX HCKIIOUYEHHS BO3MOXKHOCTH PacCKpBITHS
CBEICHUM, OTHECEHHBIX K TIOCYINapCcTBEHHOM TaifHe, CcyOBEeKT oOpalueHus
JIEKapCTBEHHBIX CPEACTB, OCYUMIECTBIAIOIIMHA Iepeady TaKuX JeKapCTBEHHBIX
penapatoB, B TedeHHe S5 paboumx naHel c Harhl (DaKTUYECKOH OTrpy3KH
JEKapCTBEHHBIX IIPENapaToB IPEACTaBIsIeT B CUCTEMY MOHUTOPUHTA CBEICHUS
O BBEIBOJIE JIEKAPCTBEHHBIX IIpENapaToB U3 000poTa, 3a UCKIFOYEHUEM CBEJIEHHUH,
OpEeXYyCMOTPEHHBIX IOAIyHKTaMH "a" © "e" myHkTra 1 npmnoxerus Ne4
K HacToswmeMy [lonoxennro.".

17. B npunoxennu Ne 1 x ykazaHHoMy [lonoxenuro:

a) MOAMYHKT "r" myHKTa 7 U3JI0KUTH B CIEAYIOIIEH peaaKiuu:

"r) ko uaeHTUbUKaNKH;";

0) B myHKTe &:

IOAITYHKT "I M3JI0KUTH B CIEAYIOIIEH pelaKiiuu:

"I') KOO ~ UASHTUQHKAIMM W  KOJ  HMJAECHTU(GHUKAIMA  TPETHYHOM
(TpaHCTIOPTHOM) YIaKOBKH JIEKAPCTBEHHOIO Iperapara, B KOTOPOH HaXOMUTCS
BBEJICHHBIA B 000POT JIeKapCTBEHHBIN IIpemnapart;";

IIOAIYHKT "€" U3JI0KUTH B CJICIYIOIIEH peIaKIIHH:

"e) mepeyeHb KOJOB HICHTH()HUKALMH, CONEPKAIIUXCH B TPETHUIHOM
(TpaHCIIOPTHOM) yIIakOBKe JIEKapCTBEHHOTO IIpernapara.”.

18. B npunoxenun Ne 3 k ykazanaomy ITonosxeHuto:

a) B ITyHKTE 1:
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B NOANyHKTe "uU" crnoBa "CepHUHBIA IMOOaNbHBIA HMIECHTU(PUKALMOHHBINA
HOMEP TOProBOH eUHHULIEI" 3aMEHHUTH CJIOBAMH "KOJ MACHTHGUKAIIHN";

JOIOJIHUTH NOAIYHKTOM "K" CIEAYIOIIEro CONepKaHus:

"k) uHGopMaIusa 00 HCIOIB3YEMOM YCTPOMCTBE pErHCTpalliy SMUCCUN.";

0) noanmyHKT "e" myHKTa 2 U3M0XXUTH B CAeAYIOMEN peTaKIiim:

"e) kog HUAeHTUGOWKAIMM WX KOJA HUACHTUQUKAIMU  TPETUYHOH
(TpaHCIIOPTHOW) YHaKOBKH JIEKAPCTBEHHOIO IIpernapara, B KOTOPOH HaXOAMTCS
BRIMYLIEHHBIH B OOOpPOT IeKapCTBEHHBIM mpemapal (B ciydae BBINyCKa
TPEeTUYHOH (TPaHCIIOPTHOH) YIIaKOBKH JIEKapCTBEHHOTO Ipenapara LHelukoM).";

B) B ITYHKTe 3:

B oJnyHKTe "H" cjoBa "CepUHHBIA I'TOOATBHBIN UICHTU(PUKAIMOHHBINA
HOMED TOPTrOBOM eIMHHIIBI" 3aMEHHTH CIIOBaMH "KOJ HACHTH(QUKAIIN";

JIOIOJHUATE NOAITYHKTOM "0" CIeIyIoIero CoaepXKaHusi:

"0) nHpopMaLKg 00 UCTIOIB3YEMOM YCTPOHCTBE PETHCTPALIMU SMUCCHUH.";

') IOANYHKT "H" MyHKTa 5 U3NIOXXUTH B CIAEAYIOMIEH peAaKIuu:

"W) Kon  HUAeHTUDHUKAUMM WA KOA HISHTU(PHKAIUM TPETAYHOMN
(TpaHCTIOpPTHOM) yNaKOBKM JIEKapCTBEHHOTO Mperapara, B KOTOPOH HaXOAUTCA
BTOT JIEKapCTBEHHBIM Npernapar (B ciiydae BBO3a TPETHYHOH (TPaHCIIOPTHOM)
YIaKOBKH JeKapCTBEHHOTO IIpernapaTa HeInKoM).";

1) HOAITYHKT "e" ITyHKTa 6 U3JI0KUTH B CJIEIYIOIIed peJaKIuu:

"e) Ko HIOEeHTUDUKAIMKM WIM KOJ HISHTUDHUKAIMU TPETHYHOH
(TpaHCOPTHOH) YNAaKOBKH JIEKAPCTBEHHOTO IMperapara, B KOTOPOM HaXOIUTCS
3TOT JIEKapCTBEHHBIN Ipenapar (B cilydae rnepeiadd TPeTUIHOH (TpaHCIIOPTHOM)
YIaKOBKH JIEKAPCTBEHHOTO Ipernapara HelTuKoMm).";

€) NOAMYHKT "n" IMyHKTa 7 U3JI0XKUTH B CIAEAYIOIIEH peaKkiuu:

"n) Kon HUACHTUGUKAIMH WIA KO HUIASHTU(DUKAIMKM  TpPEeTHUYHOMN
(TpaHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOI'O ITperiapara, B KOTOPOX HaXOAUTCH
3TOT JIEKapCTBEHHBIN Npenapar (B ciaydae nepeiadd TPeTUYHOM (TpaHCIIOPTHOM)
YIaKOBKU JIEKApCTBEHHOT'O IIpernapara IeluKoM).";

K) MOAMYHKT "e" MyHKTa § U3JI0XKUTH B CIETYIOLIEH pelaKIIuu:

"e) ko UIeHTU(DHKAIMA HIX KOJA HWIASHTUGUKAIMU  TPEeTHUYHON
(TpaHCIIOPTHOM) YNMaKOBKM JIEKapCTBEHHOro Iperapara, B KOTOPOH HaxXOOUTCS
3TOT JIEKapCTBEHHBIM Ipemapar (B clydae I[epeMelleHUs TPeTUIHON
(TpaHCIIOPTHOM) yIIaKOBKH JIEKQPCTBEHHOI'O Mpernapara LeJluKoM).";

3) IOANYHKT "X" MyHKTa 9 U37I0KUTH B CIEOYIOIIEeH peaKihu:

"X) KoA HAeHTHGUKanud WIM KOX HUIASHTHGUKAUWKM TpPeTHYHOH
(TpaHCIIOPTHOM) YIIakOBKU JIEKapCTBEHHOI'O Iperiapara, B KOTOPOM HaxOJuTCs
3TOT JEKAapCTBEHHBIN IIpemapar (B cilydae NOMEIIEeHHsS IIOJ TaMOXXCHHYIO
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HOpoLEeAypY TPETHYHOHN (TpaHCIOPTHOM) YIAKOBKH JIEKaPCTBEHHOI'O Npernapara
LIeJIUKOM );";

¥) NOMIIYHKT "X" myHKTa 10 M3I0XUTH B CIENYIOMEH pelaKIliH:

"X) KoL WICHTUQHKAIMK MWIH KOX HIAEHTH(OUKAUM TPETHYHOM
(TpaHCHOPTHOM) YIIaKOBKHM JIEKAPCTBEHHOIO IIperapaTa, B KOTOPOM HaXOIUTCS
3TOT JIEKApCTBEHHBIN IIpernapaT (B ciiydae NpHUEeMKH Ha GapMarieBTHIeCKHi
CKJaJ TpeTHYHOH (TpaHCIOPTHOW) YMaKOBKH JIEKAPCTBEHHOrO IIpelapara
LIETTUKOM).";

K) NOAIYHKT "KH" myHKTa |1 M3/I0KHUTE B CIEAYIOMEN pelaKIyH:

"H) kon UAeHTH(UKAMM WIH KON HAECHTUDHUKAIMA  TPETHIHOM
(TpaHCIOPTHOM) yIaKOBKU JIEKAPCTBEHHOrO Iperapara, B KOTOPOH HaXOIUTCS
3TOT JIEKAPCTBEHHBIN ITpenapar (B Cllydae OTTPY3KH TPETUYHOH (TpaHCIIOPTHOM )
YIIaKOBKH JIEKapCTBEHHOI'O IperapaTa IeIUKOM).";

JT) NOAIIYHKT "u" MyHKTa 12 W3I0XUTE B CIIEAYIOUIENH PeIaKIMu:

"M) KOO HMASHTH(QUKALMKM WIA KOX HAEHTHQUKAIMM TPETHYHOM
(TpaHCTIOPTHOM) yIIaKOBKH JIEKApPCTBEHHOIrO IIperapara, B KOTOPOH HaXoIuTcs
3TOT JIEKAPCTBEHHBIM Ipenapar (B CiIydae BBO3a TPETUYHOU (TPaHCIOPTHOMH)
YIIAKOBKH JIEKAPCTBEHHOIO Mperapara HeIHnKom).";

M) DONMYHKT "e" MyHKTa 13 H3JI0XKUTE B CIEAYIOMEHR peIaKIiu:

"e) KoJ UOCHTUOHUKAIMA WIM KOI HAECHTH(GHKAIMHA  TPETHYHOM
(TpaHCIIOPTHOH) YIaKOBKH JIEKAPCTBEHHOrO IIpenapara, B KOTOPOH HaXOMUTCS
3TOT JIEKapCTBEHHBIN IpenapaT (B ciydae BBO3a TPETHYHOHN (TpPaHCIOPTHOMN)
YIIAKOBKH JIEKAPCTBEHHOI'O IIperapara LeJTUKOM).";

H) B moanyHkTe "e" myHkTa 14 cnoBa  "cepuMHEBIA  IM0GANbHBINA
UIEHTU(DUKAIMOHHBIE HOMEp TOProBOM eIWHMIKBI" 3aMEHHTL CJIOBAMHU
"kox uaeHTuuKanuu".

19. B npunoxxenuu Ne 4 x ykasanaomy Ilonoxenuro:

a)B noamyHkTe "K' nyHkTa l cioBa  "CepMMHBIA  IT0GATBHBINA
UICHTU(MUKAUMOHHBIM HOMEp TOProBOM eAWHHIEI" 3aMEHUTh CIOBAMHU
"KoJ uaeHTuuKanun'";

0) B noanynkre "n" myHkTa2 chooBa  "CepMHHBIA  ITI00aNBHBINA
HIEHTU(QUKAUOHHBIA HOMEp TOProBOM eJMHMIL" 3aMEHHUTH CJIOBAMH
"Koa UIEeHTU(UKAIIH'";

B) MOAITYHKT "X" IYHKTa 3 HU3JI0KUTH B CIEAYIOIIEH peIaKIIH:

"X) Ko HMICHTU(QUKAIMKH HIM KOX HMICHTH(QHKAIMA TPETHIHOM
(TpaHCIIOPTHOI) yNaKOBKH JEKapCTBEHHOTO IIperapara, B KOTOPOM HAaXOIUTCS
3TOT JIEKAapCTBEHHBIH IpenapaTr (B cioydae BBIBOZA W3 000pOTa TPETHUHOMN
(TpaBCIIOPTHOI) YIIaKOBKY JE€KapCTBEHHOTO NpENapaTa LUeIUKoM);";
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) NOANYHKT "A" MyHKTa 4 U3JI0)KUTH B CIIEAYIOLIEH pEeIaKUu:

"n) Ko WAGHTUGUKALMM WIM  KOJ  MIASHTU(GUKALMUM  TPETUHHOM
(TpaHCTIOpPTHOM) yNakOBKH JIEKAPCTBEHHOI'O IperapaTta, B KOTOPOH HaXOAMUTCH
STOT JIEKapCTBEHHBIH TMpemnapar (B ciiydae BbIBOAa U3 000poTa TPETUYHOU
(TpaHCTIOPTHO!) yIIaKOBKH JIEKAPCTBEHHOr' O NpenapaTa LUeJIMKoM);".

20. B npunoxenuu Ne 5 k ykazanHomy Ilonoxenuro:

a) B HAUMEHOBAHUM CJIOBa "TPYNIOBOM YNaKOBKOH" 3aMEHHUTh CIIOBaMU
"TpeTUYHOH (TPaHCTIOPTHOM) YIIaKOBKOH JIeKapCTBEHHOTI O Npenapara’;

6) moamyHKTH! "r" ¥ "n" myHkTa 1 U3N0XUTH B clieAytOlleH peaaKIHU:

"r)Kombl HAeHTUGhUKAIUU TPETUUHBIX (TPAHCHOPTHBIX) YMAKOBOK
TeKapcTBEHHOrO  MperapaTa CO3[AaBaeMBIX TPETHYHBIX  (TPaHCIOPTHBIX)
yIIaKOBOK JIeKapCTBEHHOI'O IIpernapara;

1) IepevYeHb KOAOB MJICHTUDUKAIMKH WIM KOAOB MICHTU(DUKALUU
YIIaKOBOK JIEKAPCTBEHHOIO MNpenapara 0ojiee HU3KOIO YPOBHS BJIO)KEHHOCTH,
BXOJSIIMX B COCTaB KaXIOW CO3[aBaeMOH TPETHYHOM (TPaHCIOPTHOM)
yIIaKOBKH JIEKapCTBEHHOIO npernaparta.”;

B) B MYHKTE 2:

B ab3ale mnepBOM cjoBa "IpynnoBOH yNakoBKU" 3aMEHHTh CJIOBAMH
"TpeTUYHOH (TPaHCTIOPTHOM ) YIaKOBKH JIeKapCTBEHHOT o npenapara';

HOAMYHKT "I U3JIOXKUTH B CIEAYIOLIEN peaKUN:

"r') koA uACHTU(MUKALMU TOPIOBOM €IMHMIIBI, H3bIMAEMON U3 TPETUUHOU
(TpaHCIOPTHO#)  yNaKOBKM  JIEKAPCTBEHHOTO  Ipenapara, WIH  KOX
HJeHTU(GUKAIIMK YNIAaKOBKHU JIEeKapCTBEHHOro mpernapara 0oiee HU3KOrO YpOBHSA
BIOXXEHHOCTH, HW3bIMaeMOW U3 TPETUYHOH (TPAHCIOPTHOH)  YNAaKOBKHU
JleKapCTBEHHOTIO npemnapara.”;

I') B MyHKTE 3:

B a03ale NepBOM cjoBa '"TPYNNOBYIO YINAaKOBKY" 3aMEHHUTH CJIOBAMHU
"TpeTU4HYO (TPaHCIIOPTHYIO) YIIAKOBKY JIEKApCTBEHHOr O Ipenapara’;

B MOANMYHKTe "r" cioBa "cepuiiHBIA MIOOANBHBIA HWIACHTH(PUKALUOHHBINA
HOMEp TOPTOBOM €AMHHIB!I WA TPYNIIOBOM KOA YNaKOBKU'" 3aMEHUTH CIIOBaMHU
"kon WAeHTAPHKAUKWKW WM KOJ HAeHTUDHUKAUUM YNMAKOBKU JIEKAPCTBEHHOIO
npenapara';

B moAnyHkre "a" cnoBa "rpylnmoBod KOJ yHNaKOBKH'" 3aMEHUTH CIOBaMH
"KOJl TpeTUUHOM (TPaHCIIOPTHOM) YNAaKOBKH JIEKapCTBEHHOTO Mpernapara’;

1) B myHKTE 4:

B ab3ale nmepBOM cCJjioBa "TpYNIOBOH YNAKOBKU" 3aMEHUTHb CJIOBaMU
"TpeTUYHOM (TpaHCIIOPTHOM) YIIAaKOBKH JIEKAPCTBEHHOr O Npenapara’;

NOAMYHKT "1" U3JI0)KUTH B CIEIYIOLIEN pelaKliUu:
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") KOA ~ UAEHTH(QUKAIMH . TPeTHYHOH  (TPaHCIOPTHOW)  YMaKOBKH
JIEKapCTBEHHOTIO IipernapaTa pac(opMUpOBLIBAEMOH TPeTUYHOH (TpaHCIOPTHOM )
YIIAaKOBKH JIEKapCTBEHHOTO pernapara.”.

21. B mpunoxennu Ne 6 k ykazanHoMy [ lonoxeHuro:

a) MOAMYHKT "e" ImyHKTa 1 U3JI0XHUTE B CIEAYIOLIEH peaaKIIiu:

"e) Koo WAECHTU(PHUKALMHA WIA KOA WACHTH(UKAIIUH TPETUYHOMN
(TpaHCIIOPTHOW) yIaKOBKH JIEKAPCTBEHHOI'O INpenapara, B KOTOPOW HaXOXUTCS
3TOT JIEKApCTBEHHBIM mpenapaT (B cilydae IIepeMelleHHs TPEeTUYHOH
(TpaHCIIOPTHOM) YIIaKOBKH JIEKAPCTBEHHOT'O Ipernapara IeJIMKoM).";

6) moanyHKT "K" MyHKTa 2 U3JOXHUTH B CIEAYIOIEH peaKIIiu:

"K) KOI ~HACHTU(QHUKAUWKA WIA KOA HUACHTHOUKALIUH TPETHIHOH
(TpaHCTIOPTHOW) yIaKOBKM JIEKAPCTBEHHOT'O Ipernapara, B KOTOPOH HaxXOJUTCSH
3TOT JIEKapCTBEHHBIN ITpenapart (B ciIydae nepenadu TPeTUYHOU (TPaHCIIOPTHOM)
YIIAKOBKH JIEKAPCTBEHHOTO TIpernapara LeJIuKom);";

B) NOAMYHKT "K" IyHKTa 3 M3JI0XKUTH B CJIEIYIOIEH peaakiinu:

"K) KO HUACHTH(HUKAIMA JIH KOI HUIASHTUDHUKALMH TPETHIHOM
(TpaHCTIOPTHOM) YIIaKOBKH JIEKApCTBEHHOTO IIperapara, B KOTOPOW HaXOIUTCS
3TOT JIEKAPCTBEHHBIN IIpenapar (B ciiydae nepeadu TPeTUIHOH (TpaHCIIOPTHOMN)
YIIaKOBKH JIEKAPCTBEHHOI'O IIpenapara HeIuKoM);";

') IOANYHKT "I IIyHKTa 4 U3JIOXUTh B CIeAYIOIIEH peaaKI[uu:

"I') KOO UIOSHTUDHUKAIMK WIKA KOJA HACHTUGUKALMU TPETHIHOH
(TpaHCTIOPTHOM) yHaKOBKH JIEKapCTBEHHOI'O IIpelrapara, B KOTOPOH HaXOIHUTCS
3TOT JIEKapCTBEHHBIH Npemnapar (B ciy4ae nepeiadyd TPETHIHOH (TPaHCIIOPTHOH )
YIIaKOBKH JIEKAPCTBEHHOTO Ipernapara IeIuKom).";

1) IOMITYHKT "e" IMyHKTa 5 W3JI0XKUTh B CIEeAYIOIeH pelaKiInu:

"e) koI HUAeHTUOHUKALMHM WIH KOJ HIASCHTH(QHUKAUUH TPETHIHOU
(TpaHCTIOPTHOM) yIaKOBKH JIEKAPCTBEHHOIO INperiapaTta, B KOTOPOH HaXOMUTCS
3TOT JIEKapCTBEHHBIN ITpernapar (B clydyae nepeiadyd TPeTUUHOHM (TpaHCIOPTHOM)
YIaKOBKH JIEKapCTBEHHOIO IIpernapara LeInKkom);" .

20030437.doc



