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* 6i:ree CI n E4 caFr 14 ff y B eAo Mr4Ttrrrbuo ro pox{ {4M a pa6 ornr
ytr{acrH r4N0s #i-tdC MAJT|{

B cexsr4 c rrepexoAou ofzc MAJtr|I (MrJIrI, IIC MAnrI, czcre^aa) Ha
yBeAoMl4Telrurrfi pexl4M, [pI4 Bo3HI4KHoBeHI4I4 npo6neiu c perr4crp a4veftcne4ennfio6 o6opore JIII, yqacrHI4KaM AoBoA,rrrcr cJreAyroqr4e MeroAr4qecKr4e
peKoMeHAarr4rr rlo Hacrpoftre z pa6ore co6crsenubrx ToBapo-yqerHbrx cr4creM.

Vne4olturelrHsrfi pelKI4M pa6oru c OfLIC MAIII yqacrHr4Koe o6opora
neKapcrBeHHEIX [pelaparoB pel'JlaMeHTr4pyerc-'I r43MeHeHVflMrr B rrocraHoBJreHr4r4
flpanzrelrcrBa Poccuficroft @e4ep a\vr4J\b1556 B qacru:

;\Gsax rp*rrli lryr+lc.r.a 32
[o I Qeepa.nn 2021r., B cryqae HeroJryrreH[_,r cy6rerrov o6parqeHzx

JIeKapcTBeHHEIX CpeAcrB KBZTaHUI4I4 O rrpr4eMe cBeAeHr4fi s coorgercrBt4r4 c a6saqeM
BTOPbIM HACTO'IIIC|O NYHKTA NPI4 NPEACTABN EHVLI CEE4EHIAI B CVCTEMY
MoHt4ropl4Hra B coorBercrBuLr c a6saqeu rperbl4M rryHKTa 35, nyur<r auru 37 - 3gi,40,41,43' 44' 442 u 45 uacronrero llonoxin"r r t.".Hue 15 Mr{Hyr c MoMeHTa
npeAcraBJreHr,rfl cy6rerr o6parqeHrax neKapcrBeHHbrx cpeAcrB BnpaBeocyl{ecrBrltrb Aalruefiurue onepaIII4I4 c JIeKapcrBeHHbrMr4 [pelaparaMr4, He
Aox{r4Aarrcb nonyrreHvr KBr4TaHrryrLr o [pr4eMe cee4enufi

v reas an rlilx I j o pM ie paetp( )frpalt E erc' r:r itr crv{{ari :

1' orcyrcrnzx cSopnal4poBaHHofi ofl4c MAn[ KBr4raHrIr4 m rrpkro6pa6orre z
$uxcaguw B ofl{c Mrnn cne4eurafi, rpeAcraBJreHHBrx cy6rex:rovr
o6pauleHzr JreKapcrBeHHrrx cpeAcrB ;

2. OoprvrzpoBaHLrfl O|I4C MAn[ KBvraHrl\rrl c
o6pa6orrra cne4euvfi, [peAcraBJreHHbrx
neKapcTBeHHBrX CpeAcTB;

3 ' oopnrupoBaHLrfl, ofl4c MAIIT KBr4ra'rlr4r4 c qacrr4qHhrM rrpr4eMoM ceeAeuzfr
(Partial);

4. HerurarHofi
cy6texron
orrepaTopoM

onrra6xofi (Reject) ro vroraM
cy6serc:rov o6parqeuzx

pa6orrr (Dfl4c MAJITI, 6nor<apyrorqefi npzeM cBeAeHzfr or
o6paqenrzx JreKapcrBeHHhrx cpeAcrB, I'ATBepr(4euHoft
ofI,IC MAnil;

5. He4ocryrrHocrr rroprarra rznra ApI O|I4C M,IIln.

/{eflrcrn"ver F} orr r ofir*rr t4 }i e Jlf;n-v }o{:{l.rx onep ailril :

313 - Pervrcrparlr4r B I4c MAnII cne4eHufi o nrrnycKe roroBofr npo4yxuzz;
314 - Perzcrparl'-r B uc MAnrI cee4enufi o6 orrpy3Ke JreKapcrBeH''rx
np en aparoB Anr Bbr[ycKa rorosofi np oAyKrIr4 14 ;
315 - Perzcrparlr4-rr B r4c M[nlI cne4eHwir o Bo3Bpare JreKapcrBeH''rx
ilp en ap aTo B KOHTp aKTH OMy rrp o 14 3 B OAr4 T eJrro ;

O

a
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. 331 - Perucrpalll4"rl s I4C MAn[ cee4eHraff o6 orrpysKe JreKapcrBeHHbrx
nperaparos s Poccufi cryro (De4epaqraro;

o 332 - Perzcrpalq.ufl s VIC MAnn cne4enufi o BBo3e neKapcrBeHHbrx
npenaparos e Poccufi cryro Oe4epaqr,rro;

c 333 - Perzcrpar\ufl s VIC MAnil cne4enzfi o BBo3e neKapcrBeHHbrx
rperaparoe e Poccuficryro Oe4epaqurc 6eg r4Mroprepa;

o 334 - Perzcrpa\vrfl.BI4C MAnII cee4eHufi o nepevreqeHr4r4 JreKapcrBeHHbrx
lpelapaToB MexAy 3oHaMr4 TaMolKeHHof o KoHTponr ;

o 335 - Perucrpaul4t B I4C MAnII cne4eHrafi o pesyJrbrarax raMolr{eHHoro
oSopvneHrax;

o 336 -Perucrpaqza AepxareneM Py (utu ero npeAcraBr4remcrnolr)
cne4euIafi o6 ycJroBr4-rrx BBo3a B Poccrzftcryro @e4epaquro JIII,
MapKr{poBaHHbrx Ha raMo)KeHHoM cKJraAe, B,VIC MAJIII;

o 341 - Perzcrpa\vrfl s VIC MIn|I cne4euzfi o npveMKe neKapcrBeHHbrx
[penapaToB Ha cKJraA r4MnopTepa;

o 342 - Perzcrpar\vrn s I4C MAJIII cne4eHufi o BBoAe JIil e o6opor ua
reppr4roprau P@;

o 351 - Perucrpaqur B I4C MAn|I cne4eHuft o cMeHe co6crseHHzKa
neKapcTBeHHbrx I]peIIapaToB;

o 360 - Perzcrpa\krfl B VIC MIn[ cne4eHzfi o BBo3e co6crneunux
neKapcrBeHHbIX rperaparoe s Poccrficr<yro Oe4epaqurc rz3 crpan EASC;

. 367 - Perucrpawrfl B I{C MAnII cne4euuit o6 orrpy3Ke JreKapcrBeHHbrx
rperaparoe e Poccuficr<yro @e4epaqrzro r43 crpaH EASC;

o 362 - Perrzcrpa\vneVIC MAn[ cee4eHzfi o BBo3e ras EASC r4 npr4eMKe

JreKap cTBeHHbrx I]p elap aToB Ha cKnaA rroKynaTenr ;
o 363 - Perzcrpar\krfl B I4C MAnII cre4eHufi o BBoAe JreKapcrBeHHbrx

rperap aron n o6 opor Ha reppr4rop uu P o ccuircxofi @e4 epagr4;
o 381 - Perucrpa\prfl e I4C MAn[ cee4enufi o6 orrpysKe neKapcrBeHHrrx

npenaparoe co6crneHHr4Ky;
o 4I5 - Perzcrpawrfl e VIC MAn|I cne4enuft o6 orrpysKe JreKapcrBeHHbrx

npenapaToB co cKJraAa oTrrpaBr4TeJrr;
o 416 - Pervcrpar\rrfl. s VIC MAJI|I cre4eHnfi o rpr4eMKe rreKapcrBeHHbrx

npenapaToB Ha cKIraA rloryr{aTer_f, ;

o 417 - Perzcrpalll4t B IIC MAnII cne4enufi o nosepare rprzocraHoBJreHHbrx
rr eKap cTBeHHErx IIp en ap aToB ;

o 431 - Perzcrpalll4t B IICMI.III cne4enufi o repervrerrleHr'rr4 JreKapcrBeHHbrx
np ellaparoB Me)KAy pa3nI4qH6IMI4 aApecaMz ocyqecrBJr eHr4r Aefl TerrbHocrr4 ;

c 470 - Perucrpawrfl. B I4C MAn[ cne4euzfi o cMeHe BnaAenbrla
neKap cTBeHHbIX IIp elap aToB B paMKax f ocyAapcTBeHHoro JreKap cTBeHH of o
o6ecuevenu-r;

o 471 - Perrzcrpa\vrfl. B UC MAIII cee4eHzfi o cMeHe BnaAenbrla
JI eKap cTBeHHbIX np elap aToB B paMKax f ocyAap cTBeHH oro JreKapcTBeHHof o
o6ecne.IeHrax;

,[,annute MeroAl4qecKhe peKoMeHAaq:r'V moryr 6urru Aono/rHeHbr no Saxry nocrynneHils yror{Hrloult4x
cee4eH r fr.



. 472 - Perucrpalllzt B I4C MAnII cne4eHufi o6 orrpy3Ke JreKapcrBeHHbrx
npeflapaToB co cKJIaAa oTnpaBl4TeJr-f, B paMKaX afeHTCKOTO AOTOBOpa;

. 707 - Perzctpa\vfl B VIC MIJIII noArBepxc1elkrfl (arqenroeauux)
cee4euufr;

. 702 - Perncrparlr4r B llc MAnII cne4euzfi o6 onprzxoAoBaHr,rr4;
c 703 - PeracrparJvrflrVIC MAnII cnegeHzfi od onpzxoAoBaHvr4 (zir,ruopr);
c 971 - Perucrpauv-a uLIC MAn|I cne4euzfi o6 arperupoBaHvrr4 yrraKoBoK

neKapcrBeHHbIX [pelaparoB B Tperr4rrHyro (saeo4cryro, TpaHcnoprnyro)
ynaKoBKy;

o 9I2 - PerracrparJvrfl.BI,IC MAnII cne4eur.rft o pac$opMr4poBaHr,rz rperzuuof
(s ano4cr<ofi , rpau cn oprn ofi ) y[aKoBKr4 neKapcrBeHHbrx rp elap aroB ;

o 973 - Pervlcrpaqua B I4C MAn[ cee4eunfi o5 LrsrflTvrr4 ynaKoBoK
neKapcrBeHHbIX [pelaparoB r43 Tperr4rrHofi (sano4cr<ofi, rpanenoprnofi)
ynaKoBKr4;

o 914 - Perrzcrp arlvrfl B I4C MAnII cee4eurafi o 4ouoJrHr4reJrbHoM BJrolKeHVr4
yrraKoBoK B rperr4qHyrc (s aeo4cVrc, rp aHcroprnyro) yrraKoBKy;

. 915 - Perzcrpaqrza B vrc MAnil ene4eunfi o6 arpervpoBaHnrr Bo
MHo)KecrB o rperrzrrHrrx (sano4cKr4x, TpaHc[ opruux) ynaKoBoK;

o 916 - PerzcrparJVfl B I4C MInII cne4eHzfi o 4oroJrHzreJrbHoM BJrolreHr4r4
BO MHO)TCeCTBO TperzrrHbrx (sano4crzx, TpaHcrroprHux) ynaKoBoK.

llper orcyrcrBln4 BbrrreyKa3aHHbrx cee4eHzft B vIC MAn[ cy6rexru
o6paqenzx rleKapcrBeHHbIX cpeAcrB BrrpaBe ocyqecrBnrrb 4alsuefturze
Qusuvecrue orrep aqr4r4 c JreKap crBeHHbrM rrpelap aroM.

flpu erou rloBTopHoft ornpanrl4 nocJre orcyrcrBr4xlomu6xu KBr4TaHrIr4rr rro
r4ToraM HarrpaBrreHr4.f, cB eAe uufi se rp e6yercx.

C qenrro ocyqecrBJIeHI,I.[ KoppeKTHoro BbrrrycKa neKapcrBenHbrx [pelaparoB
ArIf, BHyrpeHHero norpe6reHzx npkt r4Mrropre (ga r4cKJrrorreHr4eM EAOC)
ueo6xo4Iaruo o6ecneql4Tb [peAcraBJreHrre r4 yclerrrHyro o6pa6orrcy cee4eurzfi o6
afpefarlr4r4.

C Ilenbro ocytuecrBJleHl4t KoppeKTHoro BBoAa B rpax4ancrvrfi o6opor
neiapcreeHHbrx npenaparoB, BBo3r4Mbrx c reppr4rop:lrw EAOC, Heo6xoArznro
o6ecne'Il4rr rlpeAcraBneHl4e Lr ycilerrrHyro o6pa6orxy cee4euufi o BBo3e
neKapcrBeHHbIX rperaparon (nz6o c vcrroJrb3oBaHr4eM onepaqzfi 36013611362 unvr
BocrroJrb3oBaBrrrr4 cb o[eparlr4eir 7 03).

llpu neo6xo4uMocrl4 r$Iarccaqzra 4amnefiurzx cne4enzfi B orHorrreHr4r4
JreKapcrBeHHofo rrpellapara, I,nn Koroporo orcyrcrByror ycnernHo
3apefr4crpr4poBaHHbre npeAbrAyrqr4e oreparlr4r4, cy6rer<r o6parqeHrax
JIeKapcTBeHHBIX CpeACTB MOlKer ocyuecrBr4Tb orrpr4xoAoBaHpre raKofo
neKapcrBeHHoro [penapara c r4crroJrb3oBaHr4eM cxeM 702 vt 703.

,{annute MeroAl4t{ecHt4e peKoMeHAawv moryr 6urru AononHeHbr no Qaxry nocrynneHilR yroqHfltoult4x
cee4en r il.



P er<onn eHA aur4r4 uo ptcft CI JrbB cln ar{r.{to

y:Tp o TueHHoro o6patcrof 0 aKrlefiToB anil-s

(7 82 cxeMa - cfipprxog*naHlae)

B cB-f,3rr c [epexoAoM MAn[ Ha yBeAoMr4Telrsrrfi pe)Kr4M, npr4
Bo3HI4KHoBeHw\r upo6lerra c perl4crpa\wefr. cne4euraft o6 o6opore JIII, peaJrr43oBaH

ytpoqeHHrrfi rpoUecc ocyqecrBrrenufl. r'rpr4eMKr4 JIII He rpe6yroqero
n oATB epxAeHr4 e npr4 e MKr4 JIII or rro craBrrlr4Ka.

B uen.f,x ycrpaHeHl4;l rloreHuuiutbHbrx pa3pbrBoB B ToBapolpoBoA.rrulr4x
uerloqKax peaJlu3oBaH MexaHv3M onpr4xoAoBa:r'vrfl, 14 4opa6oraHa cxeMa
ylpoqeHHoro o6parHoro aKIIeIIToBaHr4r (4anee ro reKcry cxer\la 702
<Pezucmpaqun e @fI4C MIilII ceedeuuil o6 onpttxodoeaHuu)).

Cxeua 702 gocrynHa14 Mo)Ker [pr4MeH-rrrbc-f, BceMkr cy6rerrauw o6pallileuu4
14Merour4Mr4:

o @apualleBTr4rrecKyronr4rleH3r4ro;

o MeAuIIt4HcKyro nr4rleH3r4ro;

o Jluqen3r4ro Ha npor{3BoAcrBo.

Cxerua yrtpouleHHoro o6parnoro aKrle[ToBaHr,r-rr Moxrer [pr4MeHrrbcq
cy6texrauu o6parqennfl B cJlyqae, ecnlt cy6rer<r o6parrleHr4r neKapcrBeHHoro
lpenapara rlo KaKI4M rIa6o [pr4qr4HaM He [epeAan s I4C MAn[ cBeAeHr4{ o
npzeure/orrpy3Ke JIII vrJrvr aKIIerIre cne4euraft o6 o6opore MapKr4poBaHHoro
neKapcrBeHHofo [pe[apara, vrrv no rexHl4.recKrar\a/zHbrM rrpr4qr4HaM yKa3aHHbre
cBeAeHVt He 6ulrz 3apervcrpl4poBaHbr n M{JIII, nz6o ro perxeHzro cy6rerra
o6parqenux.

Cy6rexr o6paqenua, ocyqecrsusurr4fi Sar<ruuecryro [przeMKy
MapKI4pOBaHHOfO JIeKapCTBeHHOfO [penapara Ha cKJraA, IJrfl rrocneAy]oqefo
nH6Hrz-q vrvr ABrzrlr<entrfl. MapKr4poBaHHofo JreKapcrBeHHoro rrpe[apara, Mo]Ker
ocyuecTBt4Tb oIrpI4xoAoBaHI4e TaKorO neKapcTBeHHoro [pelapaTa rryreM 3arpy3Kr4
cxertsr 702.

, Aualorl4rlHo, cy6rerr o6paqeHIa.rr, ocyuecrer4s[r[fi KoppeKTr4poBKy paHee
HarIpaBJIeHHbIX, Ho He 3aperl4crpl4poBaHHErx s LIC MAn[ cre4eHrzft, Mo]Ker
BoclloJlb3oBarbc.f, cxeuofi 702 glx rrocneAyroqero ABr4)rceHr4r MapKr4poBaHHofo
neKapcTBeHHofo IlpelapaTa"

Cxeua y[poueHHoro o6parHoro aKrlerrroBaHr4r He rpe6yer rroATBep)r(AeHrrt
o6 orrpysKe co cropoHbl KoHTpareHra. MaprraporanHrrfi neKapcrBennufi [pe[apar
6y.uer npl4Htr ua 6wta:r'c opraHl43arlvrv, saperr4crpr4poBas[efi 702 onepa\nro s I4C
MAnr.

p,aHHute MeroAr4i{ecKHe peKoMeHAa\uv moryr 6urru AononHeHbt no Qaxry nocryn.neHiln yror{HR}ou{l4x

cae4enn ft.



r',rpalj 14 LI OFti4r n0 ilppiNt 9Il eHICIO :

1. Cxeua 702 He npvMeH-flerc.f, rrrfl neKapcrBeHHr,rx rpenaparoB rpyrrrrbr
12B3H;

2, Cxenta olpl4xoAoBalnflue rpe6yer rroArBepxAeHr4r o6 orrpy:Ke co cropoHbr
oTrrpaBr4Tenr;

3' B otuolreHl4l4 olepaIII4I4 onpl4xoAoBaHrrfl He rrpr4MeHr4Ma oleparlr4.rr orMeHbr
(250-recall.xsd), a rarcKe orepallrrr4 or3brBa r{ orKa3a or rrppreMKu (251,252).

Tarvna o6pasona, npn ueo6xoAt4Mocrr4 rrpoBeAenvrfl o6paruofi Jrorr4crr4Kt4
HyxcH o rroBTop H o B o crr o JrB3 o Barlo cfl cxevoit 7 02 ;

4. Cxeua 702 se BJII4.fier Ha rlpoqeccbr rrpoxo)KreHr4r TaMolr{eHHErx rporleAyp,
a raK)I(e npoqeccbl BBoAa JleKapcrBeHHoro lpeilapara B rpa)KAawcxuit o6opor
B cr4creMe or6opa o6pasqon AIIC Pocs4panuaA3opa;

5' ,ftx olepaIII4I4 702 gocryrlHo aBroMarr4rrecKoe Lr3:'llrTvre yKa3aHHbrx SGTIN
rz SSCC r43 rpynronofi ynaroBKr4 BepxHero ypoBH{.

He 4onycKaercr perr4crparlvrv onpvxoAoBaHr4-rr no SGTIN HaxoA.f,rut4xcr B
SSCC Broporo ypoBH{ (nanneru).

.[,aHHute MeroAl4qecKile peKoMeH Aa].]/n moryr 6utru Aono.nHeHbt no Qaxry nocryn,neHhg yroqHnpu{]4x
coe4e H r il.
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P erco ft,reuA ar;, [4H gnx cy 6b sr'r CIB o 6parq eFr]rs Jremap crs em]f {;{x
c pegern ft pki pa6ore c e{aprd{apon aHHbrMx4 J{eKapcrB€HHb{MH

np e n ap aT a.Mi,kr B y B eA o M rr rtrJr h Ho M p e xr4M e p a6 *"rnx

@I-'IC h,{Axll

llpr'r"-so:uI4KHoBeHI4Iz npo6nevr y cy6:rer<ron o6parqenux rreKapcrBeHHbrx
cpeAcrB c npoqeccov o6opora MapKr4poBaHHr,rx neKapcrBeHHbrx [pelaparoB Ha
Mecro ocyqecrBJleHl4e Ae-flTenbHocrr4 AJr.[ MeAr4rIr4HcKr4x opraHvrzarytrft I4 alreqHLIX
opraHl43allzft ocyqecrBntloqux ornycK JIII (sa r4cKJrroqeHr4eM neKapcrBeHHbrx
rperaparoB BKIIIoqeHHbIX B reperleHn 12B3H), pearrr43oBaH yrrpoqennrrft [poqecc
ne rpe6yroqufi noArBep)r(AeHr4r or KoHrpareHTa.

B cnyqae orcyrcrBl4-s rloATBepx(Aelnprfl, (ar<qeura) or KoHTpareHTa Ha
ornpaueuHuft AoKyMeHr, ocyqecrnrtxroqufi [epeMerrleHze JIII Ha 6al.auc
rtonyrrareJl-a, AorlycKaerct BEIBoA JIII us o6opora c [crroJrb3oBaHr4eM KoHTponbHo-
xac cosoff rexHr.rKt4 ra ycrpoff crBa perr4crparop err6rrrr4f, .

B cnyuae ocyqecrBlrenilfl nrr6rrru.f, JIII vepes KKT u PB Ao 3aBeprrennfl
orepaqzfi rro perl4crpa\vv cee4eHvIfi o6 o6opore MapKr{poBaHHbrx JIII ua Mecro
Ae-rreJlbHocrl4 ocyqecrBltBllree BbrBoA JIII ras o6opora Moxcer ocyqecrBJr,r{Tbct
ornpaBKa KoppeKTHofr nocre4oBareJrbHocrr4 AoKyMeHToB 3aBepnarcqr4x rrpoqecc
o6opora.

llpz orcyrcrBl4l4 rIoATBepNCAeHI4.rI or rrocraBrqr4Ka B ycraHoBJreHHBre cpoKr4
corJlacHo |IIPO N1556 I4JII4 I4HIIX npo6nevr ilpr4 ocyqecrBJreHrrvt otepaquir
o6opora MapKI4poBaHHbIX IIII, AorrycKaerc-rr r4crroJrb3oBaHv e cxeMrr
T}2ocywecrBJl-arcqeft npzenrr<y na 6aranc opraHr43arl[r4 BrrrroJrHraeurefi orrrpaBKy
4auHofi cxeMbr 6es no4reepxAeHr4r KoHTpareHTa"

MexaHIzsN4 cxeMEI 702 (onpwxoAoBaHr4e) rvroxer nprzMeH;rrbc.fl B ToM rrr4cJre B

Ilenrx ycrpaHeHl4,ll rloreHllr4aJrbHrrx piBpErBoB B ToBapo[poBoA.rrqe[ qeuo.mu
BceMr4 yqacrHr4KaMv roBap orrp oBoA_rrrqefr qenu :

o llpousBoAureJr-rrMr4;
c fiucrpn6rroropavu;
o MoAIIqI4HcKI4MI4 ra QapvraqeBTr4rrecKr4Mr{ opraHr43arlr4rMr4.

,[,annute MeroAt4qecxne peKoMeHAa\nv moryr 6unu AononHeHbt no Qaxry nocrynneHufl yroqHR]ou{t4x
cae4enril.



l locneAoTlarerlbl{oerh epepaql4 ene4snlrfr Il yRe4oNfr{'r€Jrbr{o:ft,lr pex{r,Jn/re

pa6ornl qll't4C I\4ltJTI f npa odparlloft,{ nopnll*e

1" Ornpanra cne4enzfi no 416 cxerue c yKa3aHr{eM neperrH.s SGTIN\SSCC;

a. ,{o 1 rarons 2021 ro4a AorlycKaercr repexo4 lc u.6 (no4ava cne4euzfi
B cxeMe 702);

2. Buno4 qepe3 PB\KKT, nocryrneHr4e cxeMu 10511\10521\10531 s O|I4C
MAnr;

3. llonyveHl4e KBI4TaHIII4Ia no paHee HalpaBneHsofi 416 cxeMe B cryrrae
orcyrcrBr4.f, Bo3MoxHocrl4 ee [oryqenrax n n.1;

4. IIpu ycueruuofi KBI4TaHIII4TI no pe3ynbrary BhrrroJrHeHus n.3 co cropoHbr
MeAVTIT4HCXOfi\anre.r ofi opraHr43arlr4r4 neo5xo4zrr,ro lonyrrr4Tr,
rroATBep)KAeHv e oT [ocTaBrrlr4Ka;

5. llpu orKa3e nocraBlrllzKa or [oArBep]KneHvrfl [pr4eMKr4 no pe3yJrbrary
rIoBTopHo noAarb cBeAeHI{,f, I4cnpaBr4B oruu6xz s 416 cxeMe v oxcr4Aarb
n oATBepNC I.eHIlfl OT rr O CTaBrrIr4Ka;

6. B cnyuae orcyrcrBl4t [oATBep)KAeHr4-f, or rrocraBrur4Ka rroAarb cBeAeHrrr 11o

702 cxeve s O|I4C MAn[ c yKa3aHrzeM repeqH.r SGTIN\SSCC, corJracHo
lepeAaHHbrM cBeAeHr4.f,M s 416 cxeMe;

7. B cnyuae nortyqeHl4t KBIzraHIII4t4 c rau$opnraquefiod ycnenHoM 3aBeprrreHr4r4
orepaIII4I4 702 no pe3yJl6rary BbIIIoJrHeHus n.6 rppreMKa IIII co cropoHbr
MeAr,rur4Hcroft \anreq ofi oprauv 3a\w 3aBeprueHa.

a. ,{o I Senpan x 2021 gtn arlreqHhlx 14 Me4t'zr4rrHcKr4x oprauusaqzfi
rlo cJI e H arlpaBn eHI4-[ AoKyMeHTa O npr4 eMKe AorrycKaeTc.rr coBeprrreHr4 e
cneAyroqux olepaqufi, 6es olKn4laHLrfl rtoltyqeHr4r KBr4TaHrIr4r4 no
HarrpaBneHHoMy AoKyMeHry o npr4eMKe s OfITIC MAnn.

F:$axtru*l

o llo Saxry rocrynrleHl4t cBeAenufi 10511\10521\10531 B M.IIJIII AoIrx{Ha
co6nro4arbct rlocJleAoBarenbHocrb, rrepeAaBaeMbrx cBeA ewvit o rprreMKe
JIII. ftr onepaqrafi rpI4eMKV JIII sHa-reHr4e B rer-e (operation_date> e
ofllc MAn|I 4nx SGTfN uaxo4.rrqr4xc.rr B peecrpe oxugaruuft 6y4er
pa3pelrleHa flepeAaqa cBeAeHI4fi 6es xpoHonorr4rrecKoro yqera oleparlr4r4
I 05 I 1 \ 1 0 5 2 1 \ 1 0 5 3 1 (oNra Aaercr pearrr43arlnq e (DfI4C Mlne ;

o 3a vcKJrroqeHzeM JleKapcrBeHHbrx [pelaparoB, BKJTToqeHHEIX B leperreHb
12B3H.

,{annute MeroAr4qecKhe peKoMeHAa\uv moryr 6srru AononHeHbt no Qaxry nocrynneHuR yroqHR}ou{t4x
cae4ennfi.



]IocnefioeareJtrll{ocri} neperaql4 ceegeuufi n yT}oron{rdrerrbr{ohr pe}K}.in4e

padclrnr #lT4C MfiJII I rTpr4 irpr{Morvl t{opfl/Ir(€

1" orrpanxa cee4eHuft o roATBep)KreHLrr4 rrpr4eMKv uo 701 cxenae;

a. !o 1 zronn 2021 ro4a AorycKaerc-rr repexo4 r u.6 (no4ava cne4enzft
B cxeMe 702);

2" Buno4 qepe3 PB\KKT, nocryrrJreHr4e cxeMu 10511\10521\10531 e q>fI4C
MAn[;
floryuenze KBr4TaHrIr4r4 fro paHee HarrpaBneunofi 701 cxeMe B cryqae
orcyrcrBl{r Bo3MoxtHocrld ee [oryqeurax n n.l;
llpz ycneruHoft KBVTaHIII4I4 rlo pe3yJrbrary BrrrroJrHeHr4-rr n.3 npr4eMKa
3aBepmeHa;

llpz [onyrreHl4t4 ouru6rz B KBLITaHrIr4r4 Heo6xo4znao cKoppeKTr4poBarb
omz6rz r4 rroBropHo HalpaBr4rs 701 cxevry;

B cnyuae HeBo3Mo)KHocrI4 rIpI4eMKr4 [o pe3ynbrary u.5 rroAarb cBeAeHr4-rr o
npr4eMKe to 702 cxeMe e @|I,IC MAn[ c yKa3aHr4eM reperrH,s SGTIN\SSCC,
corJracHo rrepeAaHHbrM cBeAeHr4_{M s 701 cxeMe;

B cnyuae noilyrreHl4.t KBI4TaHIIrzz c zuQopnaaquefi o6 ycneruHoM 3aBeprrreH4r4
onepaIII4I4 702 to pe3ynbrary BrIrIoJIHeHux n.6 npr4eMKa JIII co cropoHEr
MeAr4rIr4Hcr<ofi\anre.ruofi opraH vsagpr 3aBeprneHa.

a' {o 1 Qenpann 2021 4n-a arreqHblx r4 MeArzrlr4HcKr4x oprauusaqzfi
flocJle HarIpaBneHI4.[ AOKyMeHTa o npr4eMKe AonycKaeTc_{ coBeprueHr4e
cneAyroqrax onepaqufi, 6es olntr4anvrfl nonyqeHr4-fl KBr4TaHrIZr4 rro
HarpaBneHHoMy AoKyMeHTy o ilpveMKe s O|I4C MAn[.

33a;xgo!

r llo Qar<ry rocrynrreHr4r cne4envrfi 10511\10521\10531 s M.4nn
AOTDKHa CO6lro4arbcr nocJreAoBarenbHocrb, [epeAaBaeMbrx cne4enzfi
o rpr4eMKe JIII. [tn onepaqzfi rpr4eMKr4 JIII 3HaqeHVe B rere
<operation_date> s ofI,IC MAnil an.s SGTIN Haxo4xrrlt4xc.rr B peecrpe
oxnSauuir 6yler pa3perrreHa repeAaqa cne4eHzfi 6es
xpoHorrofr4qecKofo yqera oneparlrzr4 105 1 l\10521\1053 1(oxu4aercx
pearrr3arlu-{ s OfZC MAnD;

o 3a 14 cKJrroqeHr4eM neKapcrBeHHBIx ilpe[aparoB, BKJrrcqeHHbrx B
repeqeHb l2B3H.

,QanHute MeroAnqecKHe peKoMeH Aa\uu moryr 6urru Aono.nHeHbr no $axry nocryn.neHufl yroqHn;gqilx
cee4en r fr.

J.

AT

5.

6.

n



l locne;lollareJlnllocrb rTepe IIarTTr cnegerrurfr B yEo/IoMHTeJrbr.roM pelr(r4&{e

paSo'rw #I-l4C M/UilT JIJI{ Boeoral{oBJrer{r4fi noficr4crer{Trroerp{ Jrarrl{bix
(npoN:m clltrr4reJrb, grzcrpufilrorop)

B cs-f,gla c BcryrIJIeHI4eM B ct4Jly a6zarya rperbero rryHKTa 32 llonoxeHz.q o
cI4CTeMe MOHt4TOpI4Hra ABI4NCeHI4' neKapCTBeHHbrx [penapaToB Anr MeAI4TIZHCKO|O
npI4MeHeHI4t B peAaKIIt4I4 or 02.11 2020 rpr4MeHeHve 702 oneparlr4t4 He .f,BJrrerct
ueo6xo4zuuna u ocyqecrBluerc-q Ha ycMorpeHr4e cy6rer<ra o6paqeuua
JIeKapcTB€HHbrX CpeACTB"

1. Orupanra cne4eHzfi o [ocraBKe 415 cxenrofi nocraBrrlr4KoM
(npou:no4r4TeJreM, gvcrpu6woropou) ;

2. flpu ycneruHofi KBI4TaHIII4I4 rlo pe3ynbrary BbrrroJrHeHufl rr.1 orrpysra co
cTop oHbr fro cTaBrrlr4 Ka 3aBeprueH a;

3" KoHrpareHT, BbInoJIH-f,IoIqufi no4TBep)KleHrze [ocraBKV, HanpaBr61er 707
cxeMy noATBepx n|elll/.fl on ep arlr4t4 ;

4. flpu ycnenHofi KBI4TaHIII4I4 ro pe3yJrbrary BbrfroJrHeHr4r n.3 rpr4eMKa
3aBepllreHa;

5, llpu rtonyrreHuv ourz5ru B KBI4TaHrIr4r4 n.3 Aonycrr4Mbr cneAyroqr4e
Bapr4aHrrr geftwnuft;

a. B occ:ranoBJleHl4e KoHcI4creHTH ocrl4 AaHHEIX co crop oHbl no craBrrllrKa :

i. llocranrqzx r4crroirb3yer cxeMy 702 (oupuxo4oeauue) c
raH0opnraqveftus cxeMbr 415 prxBo3Bpara JIII ua lwru:r.c ceoefi
opfaHv3arl14r4.

ii. llocrauqzK rloBropHo Ha[paBJrrer cBeAeH:zfl o nocraeKe 415
CXeivtOfi.

iii. KourpareHT Bo3Bpaqaercr K BbrfroJrHenvro n.3.

b. B occraH oBJIeHI4e KoHcl4creHTHocrr4 AaHHbrx c o cropoHbr KoHTpareHTa:

i. Kou:rpareHT, rlo corJlacoBaHzro c flocraBrrlr4nov, SopMr4pyer
cxeMy 7 02 (onpuxo4onaHrz e) ;

ii. llpu nolyrreHl4l4 KBI4TaHIII4I4 o6 yclerrrHoM 3aBeprrreHzr4
o[epaqr4r4 npr4eMKa sa 6atawc KoHTpareHTa 3aBeprrreHa;

iii. llocranrqwr< yqr4rbrBaer AaHHyro raHQopnraquro B ceoefi
cI4CTeMe.

ffia;ffic#!

leficrnze AaHHoro MexaHr43Ma Ao[ycKaercr Ao I zror_fl 2021.

flaHHute MeroAt4qecKtae peKoMeHAat1:l.V lnoryr 6urru AononHeHbr no Qaxry nocrynneHuR yror{Hr}ou_{r4x
cae4ennfi.



1 ionngotsaroJrr,cmr.{ e c ueuapr4r4 :

lrplruep 1 - o6parHsrfi nopnAoK rroATBeprr(AeHr{q, o[epaquq err6srruq:
- llomsoBareJlb HarIpaBI4n 416 cxevry (o6paruufi nopx4oK roArBepx4enzl),

Ho He roryqr4r KBVraHrIr4ro or OfI4C MAnn;
- llonrsoBarelrb ocyqecrBr4rr BbrBoA JIII uepes pB\KKT;
- Or PB/KKT rocrynlrnl4 cBeAeHV-r o BbrBoAe JIII r,rs o6opora s @fI,|C M,[ln.

Cxevu 1 05 I 1\10521\1 053 I ;
- flottrsoBarerlb noryrrl4r KBI4TaHrIr4ro o6 ycnerrrHoM 3aBeprrreHvl onepar\krkr

416;
- llomsoBarelb tloryrrl4n yBeAoMJreHV e o6 ycnerrrHoM noATBepxA elkrvr

oneparlr4r4 rrpr4eMKr4 co cropoHhr KoHTpafeHTa - yBeAoMneuue 607;
- llper neo6xo4uMocrl4 [oJlBsoBareJrb BbrfroJrHr4Jr oleparlrzro

pac(popnrzpor,anwxlusrflrrrl. cxeuu 912\913 (npra :aurvu:ar $GTIN B
SSCC);

- llpz Heo6xo4IaMoorl4 rloJlr3oBareJrb B6r[oJrHr4Jr rrepeMerrleHr4e Ha M[, r4e
6rtn ocyuecrBlleH BbIBoA IIII ras o6opora ecnu rpr4eMKa ocyrqecrBlrrJracb Ha
r4Hoe M!. Cxena a 43 1 (llepenaeqeuue).

lrpHnrep 2 - oueparryrfl esr6rrrus, o6parHsrfi uopr4oK rroATBepr(AeHuq:
- llorusoBareJrb He ornpaBr4Jr 416 cxeMy (o6parnrrft iloprAoK

roArBep)K4eHzx) s @|I,IC M[nn;
- llomsoBareJrb ocyqecrBt4Jr BbrBoA II|I.repes pB\KKT;
- Or PB/KKT rocryrl4nl4 cBeAeHV-r o BrrBoAe JIII zs o6opora e O|I,IC MAnn.

Cxenau 1 05 1 1\10521\1053 I ;
- flomsoBareJlb orrlpaBlzn 416 cxervry (o6parHuft nopx4or< rroArBepx4enrax);
- llomsoBareJlb ilonyql4n KBI4TaHrIr4ro o6 ycnerrrHoM 3aBeprrreHzr4 orreparlr4r4

4t6;
- llomsoBareJlb rtonyrll4r yBeAoMneHr4e o6 ycnerxHoM rroATBep)K re1uu

oleparlr4r4 rrpr4eMKr4 co cropoHbr KoHTpafeHTa - yBeAoMnetue 607;
- llpv neo6xo4IaMocrl4 [oJlb3oBareJrb BrrnoJrHr4Jr oleparlr4ro

pac$opnazpouauuxlu3\flrrrfl. Cxenan 9I2\9I3 (np" Harrullrnvr SGTIN B
SSCC);

- llpu Heo6xo4nMocrt4 rIoJIb3oBareJrE BbrrroJrHrrJr rrepeMerqeHr,re Ha M!, r4e
6ru ocyuecrBJleH BbIBoA JIII zs o6opora ecJrr4 rrprzeMKa ocyqecrBn.flJracB Ha
r4Hoe M[. Cxenra 43I (llepeueqenve).

rrpunrep 3 o6parHufi rropflAoK rroATBep?K /,elc']s.'', orepaqr,rfl eu6srrur,
onprdxoAoBaHne:

- flomgoBareJlb HarIpaBI4JI 416 cxewy (o6parHuf nopa4oK rroArBepx4eHrz-a),
Ho He ronyqrn KBVraHrIr4ro or O|I4C MAnil;

- llomsoBarerrb ocyuecrBr{rr BhrBoA JIII vepes pB\KKT;
- Ot PB/KKT rocryrl4nl,I cBeAeHr4r o BBrBoAe IIII us o6opora e @flIC MInn.

Cxenmr 105 1 1\1 0521\1 053 I ;

,{aHHute MeroAt4qecKt4e peKoMeHAaq:l,V moryr 6urrs AononHeHbr no Qaxry nocrynneHnn yroqHflpulr4x
cae4ennfi.



- lIoDsoBareJIL I]onyqvn KBI4TaHTIT'trc c orurz6xoft rro oleparlr4rr 416 He
rro3 BoJr.{roqefr npoee crr4 rrpr4enar<y JIII;

- llomsoBareJrr ocyqecrBr4Jr noAarry cne4eHzfi rro 702 cxeMe
(onpuxo4oeauue) c zH@opnraqueft us cxenaH 416;

- florrsoBareJrb noflyr{r4r KBr4TaHrIt4ro o6 ycneruHoM 3aBeprrreHLrv oilepa\vvr
702:

- llpn Heo6xo4zMocrr4 rroJrb3oBareJrb
pacQoprvrzpovauunlus\fl-tkrfl . Cxeurr 9 l2\gl3
SSCC);

- llpu ueo6xo4zMocru noJlb3oBareJrb BbrrroJrHrrJr nepeMerrleHr4e Ha M[, r4e
6rtn ocyuecrBJleH BbIBoA JIII zs o6opora ecnz frpr{eMKa ocyqecrBJrrJracb Ha
r4Hoe M!. Cxeru a 43 1 (llepenreuleuve).

lrplrruep 4 lrparvrofi ropqAoK rroATBep]nA e:pinfl,, onepaqnq nsr6urrar,
oIIpprxoAoBaHHe:

- llonyvareJreM rronyqeHo BxoA-rrqee yBeAoMrrenue 601 (npxuoft nopx4or<
rroATBepx{ geuut) or KoHTp arenTa;

- llonyvareJrb HarrpaBr4n cxeMy 701 (noarBeplKAeH'x, npxuof [op_trAoKr;- llony.rarerr' ocyqecrBr4Jr BbrBoA II|I,repeepB\KKT;
- Or PB/KI{T rocryrl4nv cBeAeHI4r o BbrBoAe JIII us o6opora e Of14C MAn[.

Cxeuu 1 05 1 1\1052 l\1053 1 ;- llomsoBareJlE [oryrrl4n KBI4TaHrIr4ro c ouz6rofi rro oneparlr4r4 70I, He
no3B oJrrrouleft np one crr4 rrpr4enarcy JIII;

- llo*soBarenB ocyqecrBr4Jr roAaqy cne4eHzft rro 702 CXEMC
(onpr4xoAonaune);

- llpz Heo6xo4zMocrr4 rroJrb3oBarerrs
pac$opl,rzpozautrxlw3uflrvrfl. Cxeuu g|2\gl3
SSCC);

- llper Heo6xo4zMocrl4 IIoJIb3oBareJrE BrrrroJrHr4n rrepeMerrleH.ze Ha M.{, r4e
6un ocyrqecrBJleH BhIBoA JIII zs o6opora ecnr4 rrpr4eMKa ocyqecrBJrrJracb Ha
r4Hoe M{. Cxena a 43 1 (llepeir,reqeHrae).

rpnvrep 5 - rrpr oft nopr4oK noATBeplr(AeHrrfl, o[puxoAoBaHrre, rroBTopHafl
orrrpaBKa ceegeHufr npr{Moro [opsAKa:

- flocraeul4K HarIpaBJIter cxeMy 415 (np-anrof uopx4oK noATBep )KKeHkrfl);- lIocraBIrII4K [oryql4n KBI4TaHIII{Io o6 y.n.a"or 3aBeprxeHr4r4 orreparl ww 4I5;- KourpareHr HarrpaBn-{er cxeMy 701 (noArBep)KAeHr' e oteparywr);- KourpareHT [onyqvn KBr4TaHrIr.{rc c ourz6rcofi rro orapuq"" 701, He
rro3BoJrrrorle npoBecrr4 npzenrxy JIII;
onqzoHalrHo no pelreHl4ro cy6rerroe o6parqeHrza neKapcrBeHHErx
cpeAcrB:

- floc:raeqr4K HanpaBJrrer cxeMy 702 (onpuxoAoBaHr4e) c uuQo pwaryueft 415
cxeMhr, HarrpaBJressofi n n.1;

.QanHute MeroAl4t{ecKile peKoMeH Aa\va4 moryr 6urru AononHeHbr no Qaxry nocrynneHilR yror{HR,ou_l,rxcee4enrfi.

BBrrroJrHI4JI O[eparll4ro
(upra Harv.rr4w SGTIN B

B6TTIOJIHT{Jr olepallr4ro
(upz HaIrwsvLr SGTIN B



- llocraeqr4K rroJrytraer KBr4TaHrII4ro o6 ycneruHoM 3aBeprueHr4l4 oneparlulr
702;
Taruna o6pasonr roBap Bo3Bpalqaerc.t rIocraBIrII4Ky sa 6atalec.

- llocraBrrlrzK [oBTopHo HarrpaBlr.f,er cxeMy 4I5 (np.nrr,roft [op.aAoK
rroATBepxAeHvrfl,);

- llocraeqvK rrolyrrr4Jr KBurraHr{I4ro o6 ycneuHoM 3aBeprIreHI4I4 onepaqnu 415;
- Kou'rpareHr HanpaBJrrer cxeMy 701 (noarBep)KAeHr4e ouepaqzu);
- KoH,f,pareHT [oryqaer KBr4TaHrIt4ro o6 ycnerrrHoM 3aBeprrreHm onepa\uv

701.

,{aHnute MeroAhqecKt4e peKoMeHAaq:.z'V moryr 6urru Aono.nHeHbr no Qaxry nocrynneHun yrot{HR}ou-U4x

cae4enrfi-,



P et<o nn eH.( aulrt4 rlo uano;lb3 CIB aHI4Io

y fl p orueHtlCI f 0 MexaHr43M a onp{.rxoAoB a}1r4_fl t4Mrlo p"a
(703 cxsMa - onppt.xoAouanrae unnnopra)

B cBflsu c I43MeHeHI4eM IlocraHoBJreHr4r [paBr4TenbcrBa iS1556, [pr4
Bo3HI4KHoBeHI4I4 olrz6ox [pr4 perr4crparJvrv cne4eHuft n M{JIII o BBo3e rrperapara
n Poccltficxyro Oe4epaquro, peullr{3oBaH MexaHV3M KoppeKTr4poBKr4
perr4 crpr4pyeMbrx cne4enzfi o BBo3e r4MrroprHrrx JreKapcrB.

B qerl.flx ycrpaHeHI4.tI rIoreHul4arlbHbrx paspbrBoB B ToBapolpoBoArrqr4x
qenorlKax peaJII43oBaH MexaHI43M onpr4xoAoBaHr4r AJrr r4Mnopra v pazpa6orawa
HOBa.fl CXeMa, KOTOpar B OAHOCTOpOHHeM nOpfAKe nO3BOJr.[er B yrrpoqeHHoM
pelKI4Me rlepeBecrl4 craryc neKapcrBeHHbrx npelaparoe B ((BBe3eH Ha reppr4Topr4ro
P@> .qn-fl 4amHeftruero 4eftcrBnfl. c JreKapcrBeHHbrMr4 npe[aparaMr{ corJracHo
nacropraM rlpoqeccos (Cxeva703. Perucrpaqra-a s @fI4C MAn[ cne4eHr.rfi o5
o rrp I4x oA o Banvrr4 (uvrn opr) > .

Cxenaa 703 AocryrlHa v Mo)ICer rrpr4MeHrrbcr Aepx{arenrMr4
perl4cTpaIIv oHHofo yAocToBepeHl4t npu npor43BoAcrBe JreKapcTBeHHofo
np enap ar a BHe reppl4Topl4l4 Po cczfi ct<o ft @e4ep a\vr4, r4Jrr4 [p eAcraBr4TeJrb crBaMZ
I4HocrpaHuofr opranr4salJlrvr Ha reppr4ropr4r4 Pocczficxofi @e4epar\rrvr,xuarouleficx
AeplKareneM lz6o BnaAeJIbIIeM pervcrparlr4oHHoro yAocroBepeHprfl, a rarcKe
I4MrIOprepaMI4 OCyqeCTBJIrrOqr4Mr4 BBO3 JTeKapCTBeHHOTO lpelapara Ha
reppvropl4ro Pocczfictcofi Oe4epaqzz. Cxeiva 703 Mox{er npr4MeH.rrrbct
cy6terrauz o6paqeHzx B cJlyqae, ecJII4 rro rexHr4qecrlaru/ustrlr [pl4arr4HaM
yKa3aHHbIe cBeAeHI4-fl He 611114 3aperr4crpr{poBaHbr e MIJIII, urvr Ha ycMorpeHr4e
cy6rex:ra o6paqenrzx.

Cy6rer<r o6parqeuzx, ocyqecrBur;nufr BBo3 MapKr4poBaHHoro
JleKapcrBeHHoro trperrapara, Alrfl. rlocneAyrotqero BBoAa B rpa]KAaHcxnft o6opor ulrz
TaMolceHHoro oQopulenux, Mox{eT ocyqecTBr4Tb orrpl4xoAoBaHtre TaKoro
neKapcrBeHHoro npe[apara [yreM 3arpy3Kr4 cxerrau 703.

Cxerua ylpoqeHHoro MexaHI43Ma olpr4xoAoBattrfl, vMnopra He rpe6yer
lloATBep)KI€:F']1lfl o6 orrpy3Ke co cropoHbr KoHTpareHTa. Mapr<zpoeaHHsrfi
neKapcrBessrrfi [pelapar 6y,Uer npr4H-rrr Ha 6atarrc opraHr43arlr4r4,
3 ap err4crpr4p oBaBrrr e fi 7 03 oil eparlr4ro s I4C MAn[.

fhpar lr.euenl4n' no i rprzMer{eFrmrc :

1. Cxelra 703 He npl4MeH-rerct 4rrfl JreKapcrBeHHErx npenaparoB rpynrrbr
12B3H:

,{aHHute MeroAt4qecKile peKoMeHAa\vv luoryr 6urru AononHeHbl no $axry nocryn,neHt4r yroqHsrou-{r4x
cae4enrfi.



2. Cxeua ofipr4xoAoBaHnfl,ue rpe6yer rroATBep]KAeHr4r o6 orrpysKe co cropoHbl
oTIIpaBI4Ten.tl;

3. Perzcrpawrn B VIC MAn|I cne4euIafr o6 orpl4xoAoBaHvrr4 (703-

posting import.xsd) AocryrlHa:
r [epxareJr.f, M perracrparlr4oHHoro yAocroBepuenfl. - rtpta npo\r3BoAcrBe

n eKap crB eHH o f o fl p en ap ara BH e reppl4Top uu P o ccufrcxofi (D eA ep a\v\r;

9 llpe4craBr4TeJrbcrBaM nnocrpaunoft opraHr43arlr4l4 Ha reppl4Topl4l4

P o c cu fi crcofi (D e4ep al\r4tr, .xBr-fl ro Iqefr cx 4epNa:r en eM ;

o BlaAelbIIaM perlrcrpaIII4oHHoro yAocroBepennfl;

o LIrr,ltoprepaM, ocyuecrBJrrrour4Mr4 BBo3 JreKapcrBeHHoro flpe[apara
Ha reppl4roplrrc Poccufi cxoft @e4ep a\w.

4. Perzcrpa\vfl s VIC MAII|I cseAeHrafi o6 oupuxoAoBaHrrr4 AocryrlHa roIIrKo

Arr.'I cneAyroql4x cTaTycHbIX nepexoAoB :

o Ox<raAaer orrpy3Kra s PO (released_foreign, rroclre orepalll4lr 10319)
---r 703 ---+ Bsegeu Ha reppl4ropl4ro PO (arrived);

o Orrpyxen B PO (shipped, rocrle orepaIII4I4

33113321333136013611362) ---) 703---+ Beegeu Ha repprropt4ro PO
(arrived);

o BeeseH Ha reppr4Topr4ro PO (arrived, rocJle onepaIII4I4 701
rIoArBep)KAeHr4fl, orrpysxu/npuentru) ---) 703 ---+ Beeseu Ha

reppr.rropraro P@ (arrived);

. 3aAerrapr4poBaH (declared, rocJre oneparlr4r4 335 raMolreHHoe
ooopvnenue) ---+ 703 ---+ BeegeH Ha reppl4ropl4lo PO (arrived);

i. He upurvreHterct ArIt roBapoB, BBo3I,IMbIx I43 EASC;

o OxvAaer rroArBepirAeHv;r r4MnoprepoM (transferred_to_importer,
rrocrre oileparlr4r4 336) ---+ 703 ---, BsegeH Ha reppl,Iropl4ro P@ (arrived);

i. He npznreHterc.f, AruI roBapoB, BBo3I4MbIx I43 EASC;

. llpuuxr Ha cKIraA ras 3TK (declared_warehouse, rrocJle onepaquz 341)
---+ 703 ---+ BseseH Ha reppr4ropr4ro P@ (arrived);

i. He npulaeHterct AJUI ToBapoB, BBo3I4MIIX I43 EASC;

. OxraAaer cMeHbr co6crseHHzra (change_owner, [ocJle olepaIII4I4

351)--+ 703 -- BeeseH Ha reppr4roplalo P(D (arrived);

i. He npunreH-flerc.fi ArIt roBapoB, BBo3I4MrIX I43 EASC;

5. B oruo[reHr4r4 oleparlr4r{ olpr4xoAoBaunfl. He npr4Men\rMa oleparlr4-rr orMeHbr
(250-recall.xsd), a rarcr(e oneparlr4r4 or3brBa r4 orKina or rrpveMKu (25I,
252);

6. Llp.e:crrraQrararop MecroHaxo)rcAeHr4-rr roBapa B 3oHe raMoxeHHoro KoHTpoJI-rI

,{aHHure MeroA[r{ecKlae peKoMeHAaq:z'V moryr 6urru AononHeHbl no $axry nocrynneHhR yror{Hff]oulhx

cae4enr il.



oor3aTeJreH K 3arroJrHeHI4Io Ant neKapcTBeHHbrx npe[apaToB, BBe3eHHbrx rr3

crpaH, He tBJl.f,Iorrll4xcr rrJreHaMr4 EASC);
7, fitrx onepaIII4I4 703-posting_import.xsd 4ocryuHo aBroMarr4rrecKoe us:'fllae

yKa3aHHbIx SGTIN u SSCC r43 rpynronofi ynaroBKr4 BepxHero ypoBH.rr;

8. B oruolreHr4t4 JreKapcrBeHHbrx npenaparoB, BBe3eHHbrx r43 crpaH, He

.rBll.arou1uxc.f, qJIeHaMIa EASC B [oJIe Crouuocrb eAr4Hr,rrlbr upo4ynqrzz (c
yqeroM Hurrrora ua 4o6aueHrryrc cror4Mocrr) 4onycrilMo yKa3aHr4e

uynenofi cror4Mocrrd.

,[,annute MeroAt4qecx[e peKoMeHAayvl tuoryr 6urrs Aono.nHeHbr no Qaxry nocrynneHhR yroqHntou-U4x

cae4erril,
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Perorren4ar$.rrd 4;rx ey6r-,erToi! o6paqer{Htr Jrenapcrner.{}rbnx cpeAeTtrj

rTpti pa0ore c lwapr{r4poBarrrrhrMrr JIeT{apcTT}er{rrbrMH ilp€napatail,rH T.J

yB e.q oN{IareirbnoM pex{pin,r e p a6 orw
{lI"I4C MIIJll I (7t)3 - Onpnxo6cRar,{r{e mnnnopr)

llpu Bo3HI4KHoBeHI4r4 oruu6ox y cy6rerron o6parqeHzx JreKapcrBeHHbrx
cpeAcrB cBJr3aHHbIX c perl4crparyvefi, cseAeHufi o BBo3e neKapcrBeHHoro rrpelapara
B Poccnftcryro @e4epaqzro (sa trcKmoqeHl4eM JreKapcrBeHnbrx [pe[aparoB
BKJtoqeHHhrx B [eperreHr 12B3H), pezlru43oBaH MexaHrz3M KoppeKTr4poBKr4

perr4crpl4pyeMblx cne4eHafi o BBo3e r4MrroprHbrx JreKapcrB.

B cnyuae Bo3HI4KHoBeHr4-rr 3arpyAHeHuittpunoAarre ceeAeHrfi Srzrcrapyrorqrax
nepeAarry JreKapcTBeHHbrx lpelapaToB oT rrpor43BoAnTerfl. K r4Mr]opTepy B npoqecce
I4HocrpaHHoro [por43BoAcrBa, rrpr4MeH.rrercr yilpoqeHHar cxeMa 703,
I]o3Bon_{rcIlla_rl B oAHocTopoHHeM rlop_sAKe rrepeBecTv neKapcTBeHHbre npe[apaTbr
Ha craryc <<Bse3eH Ha reppvropt4ro PO).

llpu orcyrcrBl4l4 noATBepxAenvrfl. or rrocraBrrlr4Ka B ycraHoBJreHHbre cpoKr4

corJracHo IIilPO }lb1556 vtrv vrnbrx npo6nevr rpr4 ocyqecrBlreHr4r4 onepaqrafi
o6opora MapKI4poBaHHbIX JIII, AonycKaercr r4crroJrb3oBaHr4e cxeMbr 703
ocyuecrBn-f,rc[Iefi [pr4eMKy sa 6uta:ec opraHv3ar\vvr BrrfroJrHr{Brueff ornpaery
4aHHof cxeMlr 6es no4:rneplKAeHr4.tr KoHTpareHTa.

Mexauugir,t cxeurr 703 (onpuxo4onaurae) Mox{er flpr4MeHrrbcfl Lr B rleJr-rrx

ycrpaHeHl4t rIoreHIII4i[JIbHbIX pa3pblBoB B ToBapolpoBoA-rrqeft qeuouKrr BceMr4

yrracrHt4KaMl4 ToBapolpoBoA-rrulefi qeuz - [porr3BoAr,rreJr.f,Mr4, gucrpw6broropaMr4,

M eAr4 rII4 H cKr4Mr4 ra Q apnraqe BTr4q e cKr4Mr4 opraHr43 arlr4,f, Mrl,

Cse;"ry e r e"r 6 p*"r"r,r t-t" H : i r.{tux i}"} { 14 e :

o llpuueHeHl4e cxeMhr 703 4onycrrrMo roJrbKo AJr-rr JreKapcrBeHHbrx npeflaparoB
npoqecca I4HocTpaHHofo rrpor43BoAcTBa r4rrr4 r4HocTpaHHoro [por43BoAcTBa

Jr eKap crBeHHbrx [penaparoB r43 ro cyAap crB-qJreHoB EA3 C ;

o 3a IzcKlrorreHl4eM JIeKapcrBeHHbIX flpeilaparoB, BKrrorreHHbIX B [epeqeHb
12B3H.

,0,annute MeroAr4qecKile peKoMeHAa\AV nnoryr 6uru AononHeHbr no Qaxry nocrynneHilR yror{HRtou-lt4x

cae4eHril.



I l o cxe4ae il ror [: r{o cT]r} Trep elraqr4 eR eA erir{ii B vn e/Ionf r4Teil brloM p ex(vrM e

pa6etrnl @I'l4cl M/{Jti l npr.l paGore e \4apr{r4poBar{rrr}rrvrr4

ir e Id ap crB eH I-IbrT\l 14 n p eTi ap aranl u ( o np HX oAoB aHHe naM rr opra)

Ilpuruep - 1"

Beos JIII ua reppr.rropuro P(D. OnpHxo4oBaHr{e rrMrropra.

1, flepe4ava cBeAeHr{ft o seose/orrpy3Ke JIII e PO (33 1,332).

a. [o 1 raronn 2021roAa AonycKaercf, rrepexoA x n.5 (no4a.ra cseAeulafi
B cxeMe 703);

2. KoHrpareHr ornpaBJr.rrer [oATBepxAeHr4e oreparlvr4 (cxervra 7 0l) .

3. Ecnz uoATBepx(AeHr4e rrpor4cxoAr4T KoppeKTHo, orrepalll4r BBo3a

neKap crBeHHbrx flpeflaparoB ycII eIIIH o 3 aBeprrreH a.

4. B cnyuae Halrr4qr4s oruu6ox npr4 repeAarre cBeAeHzfi o enose/oupysr<e JIII
r4nr4 rrpvr rroATBeplcileHvrkr onepalll4t4 [pI4eMKI4, t4MrropTep B oAHocTopoHHeM
rop.rrAKe HalpaBn.rrer coo6uleHr4e rro cxervre 703.

5, B cnyuae florryqeHr4f, KBr4raHrlr4r4 c rzn(poprraaquefi, o6 ycnerrrHoM 3aBeprneHr4r4

ofleparlr4r4 703, fro pe3yJlbrary BbrrroJrHeHr4fl il.4, nros/orrpysra
neKapcrBeHHbrx rrpeflaparoB ycrreruHo 3aBeprrreHa. Jlerapcrneuurrfi
rpe[apar rrpr4Hr4Maer craryc <<Bee3eH Ha reppr4Topr,rrc PO), repexoAt4T Ha

lar'a:ac KoHTpareHTy, orrrpaBr4BrxeMy cBeAeHrrfl r4 AocryrreH Anfl
4amnefiurux onepaqufi.

a. !o I Qenparx 2021 B cnyqae orcyrcrBr4r orBera rpr4 rprreMKe

AoKyMeHTa vrrrkr raH$opnaaquu o6 ycnerrrHoM 3aBeprrreHr4fl. onepar\r4r4 B

KBr4TaHrIrar4 3a rrepr4oA, npenrrmarorqzft 15 Mr4Hyr or rrolbrrKrr
orrrpaBKr4 AoKyMeHra B cr4creMy O|I4C MAJIII, AorycKaerc-rr
4amHefi uree coBeprleHr4e onep a\uit c JreKapcrBeHHbrM rrpenaparoM
6es uosropHoft or[paBKr4 cne4euufi"

,[,annure MeroAr4qecKile peKoMeHAaq:l'V moryr 6utrs Aono.nHeHbr no Qaxry nocrynneHilR yroqHnrou-p4x

caeAeHuil.



la ^tilpyiJtolKeHhe

bnsK-exerwh$ offi L4caffiwfl TytrusBbFX ct+eF{fi pMeffi pffi hsThi
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