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06 yTBep:KIEeHHH
(hopMEI 3asiBJIEHHS 0 BHECEHHH H3MeHEHMI B JOKYMEHTbI,
coJiepKallHecsl B perHCTPaNHOHHOM JI0Che HAa 3apericTPHPOBAHHbIH
JIEKapCTBEHHbIH Npenapar 1Jis MeJHIHHCKOT0 NPHMEHEeHHSs

B coorBerctBum ¢ mnommynktom 5.2.152 Tlomoxxemmss o MuHHCTEpCTBE
3gpaBooxpaHeHus  Poccuiickoit = ®egepanmu, yTBEp)KIECHHOTO  ITOCTAaHOBICHUEM
IIpaButensctBa Poccuiickoit ®Penepanmu or 19 mions 2012 r. Ne 608 (Cobpanme
3akoHoparenscTBa Poccuiickoit ®eneparmu, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970;
Ne 20, ct. 2477; Ne 22, cr. 2812; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014, Ne 12, cT. 1296;
Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491; Ne 12, ct. 1763;
No 23, ct. 3333; 2016, Ne 2, cT. 325; Ne 9, cr1. 1268; Ne 27, cT. 4497; Ne 28, ct. 4741;
Ne 34, c1. 5255), npu ka3 bl Balo:

1. YrBepoute d¢opMmy 3asBieHHS O BHECEHMH HW3MEHEHHH B JOKYMEHTHI,
cofiepXKallliecss B PETHCTPAlMOHHOM JOChe Ha 3aperMCTPHpPOBAHHBIA JIEKapCTBEHHBIN
penapar JJjisi MEJULWHCKOTO NPIMEHEHNS, COTIACHO TPUIIOKEHHUIO.

2. YcTaHOBUTH, YTO YTBepXKIeHHas NyHKTOM | Hacrosmero IIpHKasza ¢opma
3a4BIEHUS DpPUMEHSeTCSd K 3asiBIIEHHSAM O BHECEHUM HW3MECHEHHH B IOKYMEHTHI,
coZiep)Kaliuecss B PErucTpalliOHHOM JOChE Ha 3aperHCTPUPOBAHHBIN JIEKApCTBEHHBIM
mpenapar s MEOUIMHCKOTO HpUMeHEeHMS, INpeICTaBIeHHBIM B MUHUCTEPCTBO
3npaBooxpaHeHus Poccmiickoit @enepanuy mocie BCTYIUICHHS B CHIy HacCTOSAIIETO
IpHKa3a. '

3.llpusHaTe yTPaTHUBIIHM CHIy [OpHKa3 MUHHCTEPCTBA 3APaBOOXPaHEHHUS
¥ comuanpHOro passutus Poccuiickoii Pemepammu ot 26 aBrycta 2010 r. Ne 760m
«O6 yTBepxIeHMH GOpPMBI 3adBIEHHS O BHECEHHH W3MEHEHH# B JOKyMEHTHI,
coJepKamuecss B PErMCTPAllMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM
TIpETIgEATo T \\MEAULUHCKOr0 IMPUMEHeHUs» (3aperiCTpUpoBaH MUHHCTEPCTBOM
10cf] /Z’ﬁlii%‘?\e ol ®enepanuu 2 centsbps 2010 r., peI‘I/ICTpaI.II/IOHHLII/I Ne 18332).
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IIpunoxenue
K npuka3sy MuHHCTEpCTBa 3ApaBOOXpaHEeHUs
Poccuiickoit ®enepaimu

ot 2 »_tenizdhe  2016r. N Zl2y

®opmMa

3anBjieHHe
0 BHECEHHH H3MEHEHHIl B JOKYMEHTbI, coJlep:KaliHecs B PerHCTPAllHOHHOM J0Che Ha
3aperucTPHPOBAHHBIN JIEKAPCTBEHHBIH NpenapaT AJs MeIHIHHCKOro NpHMeHEeHHs

3asBUTEND:

(HaHMeHOBaHI/IC ACPKATE UIH Bjladejblia pEruCTpallMOHHOr0 YAOCTOBEPCHUA
HIIH YIIOJJHOMOYCHHOI0 MU ApYyroro puanIeCKoro J'II/IIIa)

IlepxcaTenL WIN BJIAJACIICH pETUCTPALlHOHHOT'O0 Y IOCTOBEPEHHNA
JICKApPCTBEHHOI'O ITpCriapara.

Howmep peructpaliioHHOro yAOCTOBEPEHUS:

Jlata rocyiapcTBEeHHOI1 perucTpanuu
JIeKapCTBEHHOT'O Mpernapara:

PerucrpaninoHHOE yAOCTOBEPEHUE BEIAAHO OECCPOUHO, CO CPOKOM JEHCTBHUS
5 net (Hy>Hoe IMOAYEPKHYTH)

TOpl"OBOG HAaNMCHOBAHHUE JICKAPCTBCHHOT'O
Ipenapara:

MexayHapoJHOe HEelTaTeHTOBaHHOE
HalIMEHOBaHME UM XMMHUYECKoe (TPyIIHUPOBOYHOE)
Ha¥MEHOBaHMeE JIEKapCTBEHHOTO NIpenapara:

JlexapcrBennas popma:

JosnpoBka:

W3MeHeHus, KOTOpble BHOCSITCS B IOKyMEHTHI,
COJIepIKallecs: B PeTUCTPALlHOHHOM JIOChE Ha

3aperuCTPUPOBaHHbIN JIeKapCTBEHHBIH Mpenapat
IUTS MeIULUHCKOTO IPUMEHEHHUS:



1.1.

1.2.

1.3.

1.4.

1.5.

1.6

1.7.

1.8.

1.9.

1.10

1.11.

2

HHCTPpYKIHUS 110 MEJUIIMHCKOMY IIPUMEHEHHIO JIEKapCTBEHHOTO
Ipenapara:

HanMCHOBAHHE JICKapCTBEHHOT'O IIpEIlapaTta (Me)K,I[}’HaPOI[HOC
HENAaTCHTOBAHHOE, WIH I'PYIITHPOBOTHOC, HITH XHMHUYCCKOC
H TOProBoO¢C HaI/IMeHOBaHI/ISI)

JleKkapcTBeHHasA ¢popMa ¢ yKazaHHEM HauMEHOBaHMiA

1 KOJIMYECTBEHHOr0 COCTaBa JeHCTBYIOLINX BEIIECTB
¥ Ka9eCTBEHHOI'0 COCTaBa BCIIOMOTaTeIbHBIX BEIIECTB
(pu HeOOXOAUMOCTH KOIMYECTBEHHOI'O COCTaBa
BCIIOMOTaTEJIbHBIX BEIECTB)

OIMCaHuE BHCUIHCTO BUA JICKAPCTBCHHOIO IIpenapara JJist
MEIUIIMHCKOT0 IPUMCHCHHA

(HU3UKO-XUMHUYECKUe CBOMCTBA (111 panuodapMaeBTHIECKAX
JIeKapCTBEHHBIX [IPENapaToB)

q)apMaKOTepaI'IeBTI/I‘IeCKaH rpyumia, Ko JICKapCTBECHHOI'O
nperapara aJjisl MCAUIUHCKOT O IIPUMEHCHHUA 110
aHaTOMO-TepaHeBTI/I‘-IeCKO-XI/IMI/I‘ICCKOﬁ Knaccmbmcaunn,

peKoMeHA0BaHHOM BcemupHoit opranu3anuei 31paBooXpaHeHus,

WK yKa3aHUe «rOMeolaTHYeCKHil IeKapCTBEHHBIN NpenapaT)
dapMakogHAMHUKa U papMaKOKHMHETHKA (332 UCKIIOYEHHEM

@apMaKOKI/IHeTI/IKI/I roMeonaTHICCKUX JICKapCTBCHHBIX
npenapaToB U paCTUTCJIBHBIX JICKADCTBEHHBIX IIpEIiapaToB

IMOKa3aHWs AJis IPAMCHCHUA

IIPOTHUBOIIOKa3aHusl AJI IIPUMEHEHHNST

MEPHI IPEXOCTOPOXHOCTH IIPU NPUMCHCHHH

YKa3aHHE BO3MOXXHOCTH U ocobenHOCTEH IIPUMCHCHUA
JIEKApCTBCHHOTI'O IIpeniapata i1 MCIUIIUHCKOT'O IIPUMCHEHHU A
6epeMeHHI>IMI/I JKCHIIWHAMHU, XXCHIIMHAMH B [ICpUOA I'PYAHOTI'O

BCKapMJIiBaHuA, OCTbMH, B3POCJIBIMH, HMCIOIIMMHN XPOHHYCCKHUC

3a00J1eBaHUs

peXXUM J03UPOBaHUS, CIOCOOHI BBEJIEHHS U IPUMEHEHHS, IIPH
He0OXOIMMOCTH BpeMs NpHeMa JIEKapCTBEHHOTO Npenapara il
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1.12.

1.13.

1.14

1.15.

1.16.

1.17.

1.18.

1.19.

1.20.

1.21.

1.22.

1.23.

MEIHUIIHHCKOIrO INPUMCHEHHUS, IIPOAOJDKATEIIBHOCTD JICYHCHU,
B TOM 4HCJIC Y JieTeil 10 ¥ MOCiie OJHOr0 roga

BO3MOXKHBIE IIO0OYHEIE TEHCTBUA M HeXKellaTelIbHbIe peaKIInu
TIpY IPHMEHEHHUH JIEKAPCTBEHHOTO MpernapaTta A MEAUIIHHCKOrO
IpUMEHEHHS

CHMIITOMBI TIepeI03UPOBKHU, MEPHI 110 0Ka3aHUIO NIOMOIIM IIPH
nepeo3UpOBKe

B3aMMOJIeHiCTBHE C APYTHMH JIeKapCTBEHHBIMU IIpenapaTaMu H
(wn) MUIIEeBEIMU POJYKTaMH

(G opMBI BHIITYCKa JIEKapCTBEHHOTO IIpenapara

ykazaHue (Ipx He0OXOAUMOCTH) 0coOeHHOCTEN AeHCTBUA
JIEKapCTBEHHOT'O IIpernapaTa Jis MEAUIIHCKOTO IPUMEHEHHS
IIpH TIEPBOM MpHEMe WIH IIPU ero OTMEHe

onucanue (Ipyd HeOOXOTUMOCTH) AeficTBUI Bpaya ((enpaiiepa)
1 (WIK) HallieHTa MPH MIPOIMyCcKe NMpHeMa OJHON HIIA HECKOJIBKHX
1103 JIEKapCTBEHHOTO IpenapaTa A1 MEJUIMHCKOTO IIPUMEHEHHs

BO3MOKHO€ BIIHAHHNE JICKAPCTBCHHOI'O IIPEIIapaTa ajIsd
MEIUIUHCKOT'0 IIPUMEHCHUSA Ha CIIOCOOHOCTEH YIpaBJATb
TPaHCIIOPTHBEIMHA CpE€ACTBAME, MEXaHN3MaMH

CPOK rOAHOCTH U yKa3aHUEC Ha 3alp€T IPUMCHCHUA
JICKapCTBCHHOTO IIperiapara Ui MeEAUITHHCKOIo IIPHMECHCHHS
IO UCTCUYECHHUH CPOKa rOJHOCTH

YCITIOBUS XpaHEHUS

yKazaHue Ha HEOOXOAMMOCTh XpaHEeHHs JIEKapCTBEHHOI'O
nperapara I MeJULIUHCKOTO IPUMEHEHH B MECTaX,
HEIOCTYITHBIX I AeTel

ykazaHue (IIpu HeoOXOIUMOCTH) CIIEIHATBHBIX MEP
IPEIOCTOPOXXKHOCTU NIPH YHUUTOXXEHUH HEUCIIONB30BAHHEBIX

JIEKapCTBCHHEIX MperapaToB NJid MEJUIHHCKOIo IIPHUMCHCHHNA

YCIIOBHUS OTILyCKa
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1.24.

1.25.

4.1.

4.2.

4.3.

4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

HaAanMEHOBaHHA A apeca MPOU3BOACTBCHHBIX INIOIIAA0K
IMPOU3BOAUTEI JICKAPCTBCHHOI'O IIpCIIapara

HaUMEHOBaHUE, afipec OpraHU3alliy, YIIOJIHOMOUYEHHOR
Jep)karesieM WIH BlajelblieM PerucTpalioHHOTO
YAOCTOBEPEHMS JIEKApPCTBEHHOTO IIpenapaTa Jyist
MEIULIMHCKOTO IPUMEHEHNS Ha MPUHATHE NPeTeH3UH
OT noTpebGuTeNs

MAaKCThI HepBI/I‘-IHOﬁ YII2aKOBKH H BTOpI/I‘-IHOﬁ YIIaKOBKH
JIEKApCTBCHHOI'O IIpenapara s MEIUIIUHCKOIO
IIPpUMCHCHHASA

HOpMAaTHUBHas JOKYMEHTAIUs UM HOPMAaTUBHBIN JOKYMEHT
Ha JIEKapCTBEHHBIN Ipenapar il MeAUIIHCKOIro
mpuUMeHeHHss 00 yKa3aHHE COOTBETCTBYHOLIEH
dbapmakorneiHoi cTaTbu

JIOKYMEHT, COJepXaluii cBeleHus o (papMaleBTHYECKOM
cyOcTaHIMM WM (apMaleBTUYECKHX  CyOCTaHIMAX,
BXOJIAIIMX B COCTAB JIEKAPCTBEHHOTO IIpernapara;

HaHMEHOBaHUe (apMalleBTU4IEeCKOH CyOCTaHIIUHM, €€ CTPYKTYpa,
o0111e cBOMCTBA

HaNMEHOBaHHE U aZIp€C IIPONU3BOIUTEIIA

TEXHOJIOIus INpOU3BOACTBA C OIITMCAaHNEM cTagun IpON3BOACTBA
H METOOOB KOHTPOJIAI HAa BCEX CTAAUAX IIPOHU3BOACTBA

OIMuCaHue pa3pa60TKn nponccca Npou3BoACTBa

ONHCaHue KOHTPOJISA KPUTUYESCKUX CTauH IPONU3BOACTBA
¥ IIPOMEXYTOTHOH HPOXYKIUH

IOKyMeHTaJIbHOE MIOATBEpXKIeHNE (BaTUIAIIN ) TPOLIECCOB
1 (W) UX OLIeHKa

CBOMCTBA U CTPYKTypa JeHCTBYIOLINX BEIIECTB
XapaKTepUCTHKa IpuMecen

creruduKaiysa Ha papMaleBTUIECKyIO CyOCTaHIMIO U ee
o6ocHOBaHMNE

HE
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4.10.

4.11.

4.12.

4.13.

4.14.

4.15.

4.16.

5.1.

5.2.

5.3.

5.4.

5.5.

5.6.

5.7.

5

aHAIMTHYECKNE METOIUKH, MCIIOIb3YEMBbIe IIPH OCYIIECTBICHUU
KOHTpOJI KadecTBa (hapMalleBTHIeCKOl CyOCcTaHIMH

NOKYMEHTAIbHOE MOATBePXK/IeHHe (BATUAAINS) aHATUTHIECKUX
METOJUK, UCIIOJIE3YEMBIX ITPH OCYIIECTBIEHHH KOHTPOJIA
KadecTBa (papMarieBTH4eCKO# CyOCTaHIIUN

pe3yNbTaThl aHANIH3a cepHii ¢papMalieBTHYeCKOi cyOCcTaHITNM

NEpPCUCHb CTAHAAPTHBIX o6pa3u013 HJIN BEIIECTB, UCITIOJIb3YEMBIX
IIpHA OCYILICCTBIICHUH KOHTPOJIA Kau€CTBA

OIHCaHHE XapaKTEPUCTHK M CBOMCTB YIIAKOBOYHBIX MaTEpUAIOB
¥ YKYIIOPOYHBIX CPEJICTB

NaHHBIEe O CTa0MIBHOCTH dapMalleBTHYECKOH cybcTaHIMK
CPOK F'OJHOCTH

CBCACHHA O JICKApCTBCHHOM IIperiaparce IJid
MEIHUIUHCKOI'0 IIPUMCHCHU AL

OITMCaHHEe B COCTaB JICKapCTBEHHOI'O IIperiapaTa i
MEIUIUHCKOI'O IIPUMCHCHNUA

onucanue papMaleBTHIecKoi pa3paboTku (06ocHOBaHNE BEIOOPa

cocCTasna, neanquﬁ YIIAKOBKH H I/IHOI‘O)

TEXHOJIOIUA IMPOHU3BOLACTBA € OIIMCAHHUECM cTagui IIPpOU3BOACTBA
N MCTOZIOB KOHTPOJISA Ha BCEX CTaUAX NPONU3BOACTBA

OIMUCaHuC KOHTPOJIA KPUTHYCCKUX craaui nmpomnecca
IIPpOU3BOACTBA U HpOMe)KYTO‘IHOﬁ NpoOAYKIIHA

HaHMEHOBaHHE U aJpec MeCTa OCYIEeCTBISHUS POU3BOICTBA
JIEKAPCTBEHHOTO IIpenapara sl MeUIHHCKOro IpUMEeHEHUS
(B ciiyuae HaTM4Us HECKOJIBKUX YIaCTHHKOB ITpoliecca
IIPOM3BOJICTBA HEOOXOUMO yKa3aTh KaXKAOT0 U3 HUX)

dapmarieBTHYECKasi COBMECTUMOCTD

MI/IKPOGI/IOJIOI‘I/I‘-ICCKI/IG XapaKTCPUCTUKHA
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5.8.

5.9.

5.10.

5.11.

5.12.

5.13.

5.14.

5.15.

5.16.

5.17.

5.18.

5.19.

5.20.

MaTepHaIbHBIH 6alaHC I IPOU3BOACTBA CEPUH FOTOBOIO
HpOIYKTa

OMHCaHUe XapaKTePUCTUK U CBOMCTB YIIaKOBOYHBIX MaTepHaoB
¥ YKYTIOPOYHEBIX CPEACTB

JOKYMEHTAJIBHOE ITOATBEPKAeHHE (BaIHallvsl) IPOLIECCOB
TIPOM3BOACTBA U (MJIH) UX OIlEHKa

TpebOoBaHMS K Ka4eCTBY BCIIOMOIaTEIbHBIX BELECTB
(cepTudukar, cnemudukanys Ha BCOOMOraTebHbIe
BEIIECTBA ¥ MX 00OCHOBaHUE)

AHAITHTHYCCKHNE MCTO/IMKH, HCITOJIb3YEMBIC ITPH OCYIIIECTBIICHNH
KOHTPOJIsE KaUECTBa BCIIOMOI'aTECJIBHBIX BEIIICCTB

JOKYMCHTAJIIBHOC IOATBCPKICHUE (Banpmaunx) AHAJIUTHYICCKHUX
METOOHK, UCITOJIb3YEMBIX ITPH OCYLICCTBIICHUN
KOHTPOJI1 Ka4eCTBa BCIIOMOTI'aTEJIbHBIX BEIIECTB

I/IH(i)OpMaI_II/IH 00 HCIIONIB30BaHUH BCIIOMOTaTENIbHBIX BEIIECTB
YEIOBCYECKOI'0 U ) KUBOTHOI'O ITPOUCXOXICHU S

uHbopMaIya 00 UCIIONH30BaHUH HOBBIX BCTIOMOTaTENIbHBIX
BEIIIeCTB

TpeGoBaHMs K KaueCTBY JIEKapCTBEHHOI'O Ipenapara Ajs
MEIUIIMHCKOT0 PUMEHEHus (cepTuduKar, cienupuKaIis Ha
JIeKapCTBEHHBIH IpernapaT U UX 000CHOBaHHE)

AHATIMTHYCCKHC MECTOONKH, HCHIOJIB3YCMBIC IIPH OCYILECTBIICHUA
KOHTPOJIA KaueCTBa JICKAPCTBCHHOI'O IIperiapaTta ajis
MEIUIHUHCKOI'O IIPUMCHCHNUS

JOKYMEHTAIEHOE IOATBEPXKIeHHE (BaTHAAIA) aHATUTHIECKUX
METOMK, HCITOJIb3YEMBIX IIPH OCYIIECTBICHUH

KOHTPOJIA Ka4ecTBa JIEKapCTBEHHOI'0 Mperapara AJis
METUITUHCKOTO IIPUMEHEHUS

pe3yJIbTaThl aHATTN30B CEpHUil IEKapCTBEHHOT'O Nperapara i
MeIULHUHCKOr0 IPAMEHEHMS

XapaKTepuCTHKa puMecei
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5.21. mepedyeHb CTAHAAPTHBIX 00PA3LOB, HCIIOIBE3YEMBIX IIPH
OCYINECTBIEHUH KOHTPOIA KayecTBa JIEKapCTBEHHOTO
npenapaTa Jyi1 MeJUIUHCKOTO MPUMEHEHHS

5.22.  naHHBIE O CTaGUIIBHOCTH JIEKAPCTBEHHOT'O NIpenapaTa Al l:|
MEIUIMHCKOT0 IIPUMEHEHNUS

6. ONpE€aeICHHE B3aHMO3aMCHICMOCTH JICKApCTBCHHBIX IIPENIapaToB |:|
JJ1 MEQUITHUHCKOTO IIPUMCHCHHUS

7. HHBIE U3MEHEHUA , D
[lepeueHs JOKyMEHTOB, IPUJIaraeéMbIX K 3asABJIECHUIO:

JlaTa nomaum 3asBIIEHUS O BHECEHHU M3MEHEHMH B JOKYMEHTEHI, COAepXKaiiuecs
B PETMCTPALlMIOHHOM JTOCh€ Ha 3apeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar

JUISI METULIMHCKOTO IPUMEHEHUS 20

3asgBieHHe O BHECEHMH M3MEHEHMH B  JOKYMEHTHI, COZAepXKaluecs
B PErMCTPAllHOHHOM JIOChe€ Ha 3aperdCTPUPOBaHHEIN JIEKapCTBEHHBIH Ipenapar uis
MEIUIITHCKOrO IPUMEHEHH S, IIPeICTaBIIIL:

(IOJKHOCTB) | (®.1.0.) (moamucs)
M.IL
(npn HaNIMYIUN)




