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Mponssoacrsennbie naowamin, YHACTRYIOWHE B NPOUECCe MPOHIBOACTRA AeKAPCTBEIIOND
NPENApaTa, ¢ yKasaHHeM CTALNI NPOHIBOACTEA, HAIBARKI 1 dakrTunecknx agpecos
MECTOHAXOMICH A : -

TTpouseodcmeao zom QB0 Nexapemeennod hopser Ancecen Opro JUIC, Tlyspro-Puxo ( I1P),
: CLUA / Janssen Ortho LLC, Puerto Rico
(PR), USA

State Road 933, Km 0.1 » Mamey Ward, Gurabo, Puerto Rico (PR), 00778, USA

Hepsuunan ynacoaka Anceen Opro JUIC, [lyspro-Pio (ITP),
CLIA / Janssen Ortho LLC, Puerto Rico
(PR), USA _

State Road 933, Km 0, 1, Mamey Ward, Gurabo, Puerto Rico (PR), 00778, USA

Hepsuunan ynaxoska _‘ Eﬂncccﬂ—(:.mmr C.A., Wranus / Janssen-
J JCilag S.p.A, ltaly

Via C. Janssen, 04100 Borgo S. Michele, Latina, [taly

Bmopuunan/nompeGumenscias YRAKoBKq Anceen-Cunar C.r.A., Uramng / Janssen-

Cilag S.p.A,, ltaly

Via C. Janssen, 04100 Borgo S. Michele, Latina, Italy

Hpouzeooumens (Brinyexaiouguii Kenmpons Kauecmsa) Anccen-Cunar C.n.A., Mranus / Janssen-

Cilag S.p.A., Italy

Via C. Janssen, 04100 Borgo S. Michele, Latina, !taly_;mm
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«23» mapra 2020 r. - : ; . i :

YBaxaeMble nnapTHepsI!

B ceasu c sanpocamm wa npejocrapnenue JAOKYMEHTOB, TIOATBEP/KIAIOIHX Ka4gecTBOo
NOCTaB/IseMOH noApasnenennem (apmanesraieckux Topapos 000 «Jlxoncon & JKoHCOH» (natee —
Kommnanus) npoyKitiu, HacTOSIHM THCEMOM HH(POPMHPYEM BaC O HHKECIEIYIOLIEM.

. llpeaycmorpentoe vacteio 2 craten 52.1 DenepansHoro 3akoHa ot 12.04.2010 r. N 61-03

- «O6 obpalenuy NeKapeTBeHILIX CPEACTBY TOATBEPXKIICHHE BBO3HMOIO JIEKAPCTBEHHOIO INpenapara

" TPeOOBANMAM, YCTAHOBJICHHBIM NpH €ro rocyAapcTBeHHol PErHCTpPALHH, YIONHOMOYEHHEIM JTHIIOM

- IPOM3BOIHTEIIS ICKAPCTBCHHEIX CPEACTB WITH NPECTaBUTENIeM OPraHH3aIlMy, OCYIECTBIIAIOMIEH BBO3

fICkapcTBennoro npenapara B Poceuiickyio  dejlepaudio M yNOJTHOMOYEHHOM HMHOCTPAHHBIM

NPOHIBOJIMTENIEM JICKAPCTBEHHBIX CPEACTB — NpeiocTasisercs KoMmaHHel B Pocsnpaenanzop nepen

- BBOJIOM B rpaxanckuii o0OpoT K@KIOH CepHu HIM Kaxmoi TIapTHH BBO3HMOro B PoccHiHCKyro

~ Besepannio IEKapeTBEHHOrO NPenaparta Ui MeIulMHCKOTO NPUMEHEHHA, KaK 3TO 3aKpelieHO B

~ yKalanHOH Belimne crathe DenepanbHOro 3akoHa. [IpemocTaBneHHe JaHHOrO JOKYMEHTa IOCHE
 BBEJICHHS B FPAKAAHCKHH 06OPOT He HpeycMOTpeH0 DeaepaibHBIM 3aKOHOM.

- Mndopmauns o npekpaienun IPakIaHCKOr0 060pOTa CepHH MM NMAPTHH JeKAPCTBEHHOIO
- npenapara pasmemmaercs Qesepanbroil cayx6oit no naasopy B chepe 3/[paBOOXPAHEHHS B TEYEHHE 3
- paBouMX jiHell CO JHS NPUHSTHA pPeuICHMs O MNpeKparleHHu rpaXaaHckoro obopora Ha cBoem
~ ohHLHANLHOM caliTe B HHPOPMAIHOHHO-TEIEKOMMYHHKALHORHOMN CeTH «MrTepreT» ¢ cobmoneHnem
~ TpeGoBannil 3aKOHONATENLCTBA PoCcHiicKoit OQesiepalin 0 KOMMEPUECKOl W MHOM oXpaHseMoi

~ 3aKOHOM TaliHe.

~ Kpowme Toro, na caiite Pocsapasuamiopa pasmeinena «[Tamstka 1o TMPHEMKE JIeKapCTBEHHBIX
-n;ﬁgztiépé‘_ros B CBS3U C BCTyIUIEHHEM B Jieficteie ¢ 29 uHos6ps 2019 r. mosoro NOpsiIKa BBOJa
= JICKAPCTBEHHBIX NIpENaparoB B rpaxiaHckuii obopor (nanee — IlamsTka), no cyTH He sBASIOMATCS
! HOPMATHBHBIM AKTOM, HO BEIDAKAIOINAA MO3HINHIO rOCYIapCTBEHHOH ciyxObl 1o Hamsepy B cdepe
e k'v:ilnpaggooxpam;ma. B n.l. TMamsaTkn yxasano, 4ro «cepuu (napmuu) NERAPCMEEHNBIX NPENAPamos,
nocmynaiowux 6 2pasicdanckuti obopom nocae 29 nosbps 2019 2, ne Gydym conpososcoamues
QOKYMENmMaMu, co0epIIcanjumu ceedens 0. 3aPe2UCMPUPOBAHNLIX OEKNaPayUsx 0 coOmeememeuu u
blanibix - cepmughuxamax coomeememeusy. 1. 2 Tlamstkn FOBOPHT O TOM, YTO [OCTaBKA
€KapCTBEHHBIX IIPENApaTOB MOXKET, HO He obs3ana, CONPOBOXKIATHECA MacnopToM (cepTH(HKATOM)
MPOU3BOAHTEINA O COOTBETCTBMM CEPHH JIEKAPCTBEHHOIO Iperapara HOPMaTHBHOH JOKYMEHTAIHH;
TIOATBEPKICHHEM - YNIONHOMOYEHHOr0  JHUA  NPOM3BOMMTENS O COOTBETCTBHH  BBOIUMOIO
JIeKapCTBEHHOTQ TIpefiapata TpeGOBAHHSM, YCTAHOBEHHBIM TIPH €ro rocyapCTBEHHON pPeruCTpaliuy.
) g‘rbf“--}iaxo;&umm NApTHH B IpakJaHCKoM ofopoTe mposepsieTcs uepe3 OQHIHaIBHBII caT

OGpatiiaeM TaKKe Balle BHHMAHHE HA TOT (KT, YTO He CMOTpS Ha COJIEPXKAHKE B ILIL 1) 11.5.3.
[0BOr0 KOHTPAKTA HA IOCTABKY JIEKADCTBEHHBIX MPENApaToB Ul MEIWUWHCKOTO MpHMEHEeHH,
JCIEHHOTO IIpuxasom Munsnpasa Poccun or 26.10.2017 N 870H, o HeoBXoauMocTH

O R Pt csars TARneAr R TnhRRAN O6WecTBO C OrpaHU4eRHON OTBETCTBEHHOCTEIO «/DKOHCOH & [IMOHCOH»
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HPEIOCTABEHTST MOCTABIIMKOM 1IPH IOCTaBKE TOBApPA KONMM «OKYMEHT4, HOATBEP/KIAFOLIEro
coorserersue Tosapa, BEIIAHHOTO YITOTHOMOYEHHBIMM OpraHamMy (OpraHM3aluAMH)», B YKA3aHHOM I,
1. JU) €CTh CChUIKA HOMEp 26, COTJIacHO KOTOPOil «Vkasuieaemes 6 coomeememeuu ¢ noCmanosienuem
[Ipasumensemea Poccutickodi d>edepm;uu om 01.12.2009 N 982 "06 ymeepaicoenuu edunozo nepeyns
npodyKyu,  nooiexcaweli  00A3amensHol  cepmuukayuy, U - eOuH020 nNepeYns  NpodyKyuu,
NOOMEEPICOCHUC COOMBEMEMEBUS KOMOPOIU OCYWECMENAemEa 6 (hopme RPUHAMUA Oexrapayuu o
coomeememenu” (Coopanue 3axonooamenvemea Poccuiickon ®edepayuu, 2009, N 50, cm. 6096;
2010, N12, em. 3517; 2013, N 10, em. 1032; N 41, cm. 5187; N 46, cm. 5951; 2014, N 30, cm. 4315;
N 32 em. 4510; N 41, cm, 5539; N 43, cm. 5914; 2015, N 15, cm. 2270; N 37, cm. 5144; 20]6, N 12,
em. 1655; N 21, em. 3009; N 40, cm. 5745)».

: [Mocranosneunenm Ilpasurensctsa PO or 24.04.2019 N 489 mpoayxuua rpymmsr «9300
Me/InKaMeHTh!, XHMHKO-(DapMaleBTHYeCKAs NPOAYKLHS H NPOAYKUHS MEIHLIMHCKOIO HA3HAYeHHS»
Obiia mckmovena W3 EXMHOrO nepeuus npoaykKuuu, NOATBEpKIEHHE COOTBETCTBHA KOTOPOH
OCYINECTRASCTCS B (DOPME NPHHATHS AEK/IAPALIMH O COOTBETCTBHH, yTBepKaeHHoro [TocTanoBneHHEM
llpasurensersa PO or 01.12.2009 N 982, ¢ 29 nosbps 2019 r. Taxum obpazom, m. m. a) m. 5.3.

~ Tunosoro KOHTpakTa Ha NOCTABKY JIEKAPCTBEHHBIX NMPENapaToB JUIS MEJMIMHCKOTO IpHMEHEHHS,
'"__ecmi H yKasaH B TOCYHApCTBEHHBIX KOHTPAaKTaX Ha IIOCTABKY JEKapCTBEHHBIX IIpenapaTtos,
3akmouaeMeIx nocie 29 nosbps 2019 r., To He NpUMeEHSETCH B CBA3M C YKa3aHHBIMH M3MEHEHHAMH
JEHCTBYIOWErO 3aKOHOMATENBCTBA. : . :

¥

Takum oﬁpazom NPeIOCTaBNICHHE JIOKYMEHTOB, MOATBEPIKIAIONIAX KAYECTBO MOCTABIAEMOI
nponyxmm He ABJisieTes o0s3arenbbM. Bes neoGxoumas HHGOPMaLNs 0 BCEX CEpHsX, BBEACHHBIX B
Gopor nocie 29 nosbps 2019 r., nocTynHa Ha caiite PocssipaBHaazopa.

- C yBaxeHueM,

ynepaaiizep KJIHEHTCKOro cepayca Kounesa E. A.

Oor:np'any Johnson & Johnson o OGWeCTBO C OrPaHUNEHHO OTBETCTBEHHOCTLIO «[DKOHCOH & [DKOHCOH»



