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“— Hnceen Cunar C.n.A., Bua C.Suceen (bopro C.Muxeae)

Janss€n 04100 Natuua (JIT), Hranus

Teacdon: +39 0773 6161 - Daxc: +39 0773 241312

PARUACYIT AL COm S

Ceprudwkar ananusa

HHBOKAHA, TabaeTku, nokpbIThie mienoqnoii obogaouroit, 100 mr

Koz nposyxra: 414996 Jlara npokssoacTea: 07.2020
Homep cepusn: KFL3Z00 Jlara MCTeueHIA CPOKA rOJHOCTH; 06.2022
10 ceprm: KFL8Z00 3akay: 000020759522
Crpana-munoprep: Pocens Koamuectso: 5200 yn.
Henpitanne Cneuudukauns Peavastar
Onncanne Hearvie KaneyacoGpasisle TabICTRH ¢ rpasipoexoii nz  CooTeercrayver
OAHOHR H3 CTOPOH «CFZs. & Ha APYroit — «100»
Moaausnocrs
TNoxmunocrs HK Coorsercibyer cuekTpy CTakIapTHOrO 0bpasus Coorsercrayer
Konnuecrsennoe onpenencuse 01 95.0 % 10 105.0 % 0T 3a8aTcHHOrO KOAHYeCTBA 99,0 %
Xpoyarorpadiyeckar yucTota
JhioGok apyroli eanumamofi <=0.2 % (M) <0.05 % (mfv)
HEHIACHTHOHUXPOBAIHOH npHMecH
CyMMaphoe colepwaniie npusecest  <=0,5 % (/M) 0,0 % (sfv)
JNJ-54526888-AAA <= 660 ppm 26 ppm
Pacrsopenne Q=85 % 32 30 mun 99 %
Qanopoanoets ao3uposaxis
Koapdaunenr npuemacyocty <=15.0 3.3
OHOPORHOCTL 203APOBAHKA CooTseTeTsyer Tpedosaiim Esp.®, <2.9.40> no Cootsetcrayer

OAMOPOIHOCTH Maccehl

Hndopmauns:

3armouesne: Ogobpeno

Tun ynaxoskw: Saucrep

Cocrap: Kanarangaosns 102,00 mr. teanososa MHKPOKDHETRILINNECKUA, 12KT03 BeIBOAHAA, HETPIR KPOCKAPMENN03L
THIAPORCHNPONATUCINON0IA, MAruMs cTeapar, Onaapai 1 85F92200 wearuii

Homep peructpannoutoro vaocrosepenus: JIT-002977

3anBeHHe O MOHHTOPHHTE MHKPOGHONOTHUECKOH YHCTOTHI: MixpoGHOA0rHEECKOE TECTHPOBARHE BLINOAHACTCA ¢

YCTaHOBNEHHO# yacToToh

Homep mauewsuu wa npomzsoacreo u HoMep cepTHduxata cooTeerceus GMP - Ne aM-8972018 u MNe

IT/184/H/2018

Vnakoeka: Tlo 10 TaGnerox B NOAHMBHHWIXAOPHI/aMI0MHHHEBRIE GIHCTEPLI, 3 BakcTEpa BMECTE © HHCTPYKItHE!H Mo

NPHMEHEHHEO B KAPTOHHOI Nauxe,

Cpok roanoeri: 3 roaa

Xpanesine: [Tpu Temnepatype He seiwe 30 °C

Hacrosuum yaocrosepsem, uro MPKBEICHHAR BLILIC HHOPMAUMA ABINCTCA IOCTOBEPHORN K TOUHOM,

Hannas cepus nexapcTeenoro npengpara Seila npouzeencHa, BRIKONAA VN2KOBKY/MAPKHPOBKY M KOHTPOIh
KaHECTEA, Ha BILEYNOMAHYTOM(LIX) Y4acTke(aX) B NOMHOM COOTBETCTRMH ¢ Tpedosannamu GMP wmectHoro
PETYIHPYIOUIETO OPrana i CIeLHGHKAUHAMH B PerscTpaloHHOM YAOCTOBEPEHKH CTPaKbl- HMOOPTEpa.

Hawnsie no npowssoncTeeHHsiM ONEpauHaM, YNakOBKE W aHATM3Y CepHM GbiTH NPOBEPEHBl M NpHIHAHGI
ceoTeeTcTBy oMM GMP.

Hacromuuii cepruduxar anamza Gein BuimyuieH 10 newaGps 2020 u Buinyck cepurt Obinl 0a00peH AneccHed
Metpiann, YNontHoMoueHREIM auuoM JIaTHHbL TIOCPEACTBOM 3eKTPOHHOH noanucu 05 woaps 2020 s 21;50
(uenTpaisHoesponehickoe spens). Jannmit CePTHGRHKAT MOArOTORNCH BATHAWPOBAHHON CHCTEMOR YNpasieHia
naBopatopHoi uudopmainei i e CONCPAKHT NOCTABACHHO BPYUHYIO NOANHCH.

Hueorana 100 mr 30 1adn. /o Poccus Crpaniua 1 w3 1




