JNEKJAPALIVSI O COOTBETCTBUH

JEKJIAPAHT, IPUHUMAIOI U JEKJIAPAIIUIO O COOTBETCTBHHU

000 "3660mm JIr6opamopu3z”

Ceeoenus 0 pecucmpayuu opeanusayuu: Mescpaiionnan uncnexyus Qedepanvioil Hano20801 cayxcovr Ne 46 no
2. Mockee 23.01.2007, OI'PH 1077746154859, dama npuceoenus OI'PH 23.01.2007.

Aodpec: 125171, 2. Mockea, Jlenunzpadckoe wocce, 0. 16 A, cmp. 1. Tenepon/ppaxc8(495)258-42-80/81

B nuye: I'enepanvuwiti oupexmop Kapmaweea E.O.

Hosepennoe nuyo: Muponosuu A.H., dosepennocmes Ne36-2019/EPD om 24.01.20192.

3ASABJAET, YTO

nexapemeernoe cpeocmeo: I'enmpan mabnemxu, nokpvimole KuweyHopacmeopumou obonoyxoi 400 mz2 10 wm.,
bnucmepul (2), nauxu kapmounvie, PY Ne IT N011968/01 om 11.08.2011 (dama 3amenst PY 26.03.2018) svidano
3660mm JIsbopamopus Im6X, cepus 1109696, napmus 23712 ynaxogox, 20den do 31.12.2021, npouszeodcmea
J66Bu C.p.JI., Hmanua, AbbVie S.r.L., S.R. 148 Pontina km 52, SNC - Campoverde di Aprilia (loc. Aprilia) -
04011 Aprilia (LT), Italy koo OKII[J2 21.20.10.114, koo TH B3] 3004900002, xonmpaxm Ne 01-2012 APO om
01.03.2012, uneotic Ne 456101023 om 19.03.2019

COOTBETCTBYET TPEBOBAHWSIM

ITN011968/01-231117 uzm. Ne 1-2

JEKJIAPAIIMA ITPHHATA HA OCHOBAHUH

npomoxon ucneimarnui Ne H19-01313 om 03.04.2019 O0OQ "HI[J/IC "Buomexnonozun”, ammecmam
axkpeoumayuu RA.RU.21®M04, Cepmugpuxam POCC IT. ®M15.C76053 om 03.04.2019

JATA IPUHSATHUSA TEKJTAPAIIAHU 04.04.2019
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OPT'AH ITO CEPTHU®UKAITUH, 3APETUCTPUPOBABIIHIT JEKJIAPAIIMIO

POCC RU.0001.11®M15 OPTAH 110 CEPTHOHKAIIMH TPOJIYKI[HH OFIECTBO C
OI'PAHUYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",
aopec opzanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1., aopec opzana no

cepmugpurayuu: 143581, Mockoeckas obnacmv, Hempuncxuii pasion, dep. Jlewkoso, d. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-caiim: oyxx.peh.
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a 3668u C.p.Jl.

C.P. 148 Noxtuna Km 52 cHy Tel. +39-06-928921
Kamnosepgae an Anpunua, llatuna 04011 Fax: 39-06-928927000
WUranun

CEPTU®UKAT COOTBETCTBMUA

Homep CAI: 20025246 Homep B cnucke: OON314
Toprosoe Hazganwe: N314 Mentpan 400 mr 2x10 Dara npoussoacrea: 01— 2019
Homep cepun: 1109696 Data ucteueHns cpoka rogHoctu: 12 - 2021

IIpousBoacTBeHHas miowaaka: 366eu C.p.n. 04011 Kamnosepae (JIT) Hranus

Jlnuensus Ha npoussoacTso / CepTHdHKAT 0 HaANexameii NPOH3BOACTBEHHON NPAKTHKeE:
IT / 138-N°/ H/2017
[Ipox3BOACTBEHHLIIH ABTOPH30BaNKbIH AekpeT: n.aM#119/2018 del 19.09.2018

VYnakoska = 20 Tabnerok B Gnucrepax
JlexapcTaenHas popMa = TaGneTkH, NOKPHITEE 060104KOH

Mapxerusropoe paspemerue = Ne 011968/01
Crpana umnopra = Poccus
TeiicTryromee BewmecTso: = AfieMeTHOHUH 400 Mr

HacTosilvM NoATBEPXAAlD, YTO JaHHan cepus npenapara npovsseaeHa, BKNoYas ynakosKky W NpOBEPKY
KayecTBa, B MOMHOM COOTBETCTBUM C MpaBUNamMii OpraHu3auuid MpOM3BOACTBA W KOHTPONA KadecTsa
nexapcTeeHHbix cpeacts (GMP). Coipbe W ynakoBOWHbIE MaTepuanbi MpoBepeHbl B COOTBETCTBAM C
YKa3aHHbIMWU METOAAMM ¥ YCMIELHO NpoLwmy Bee TecTbl. Cepus MpousseeHa v BoiMylleHa B COOTBETCTBUN
C YCTAHOBMEHHLIMA MpaBuNamv ¥ EBPONEACKUM W/ MECTHbIM PerMCTPaUMORHBLIM  YAOCTOBEpEHUEM
nekapcTBEHHOrO cpecTsa.

[lokyMeHTaLWs No NPOU3BOACTBY, YNAKOBKE ¥ NPOBEPKE Ka4ecTBa NpoBepeHb! W COOTBETCTBYIOT Npasunam
OpraHu3aLu1 NPOM3BOACTEA Y KOHTPONSA Ka4eCTBa NekapCTBeHHbIX CPEACTB (GMP'S).

3668u C.p.JL.
Y IOMHOMOYEHHOE JIMLIO

Moanuce: Jrouusa Toxpapo
Mara: 12.03.2019

Jlata yreepxnenns: 12.03.2019



CEPTUO®OUKAT AHAJH3A

Howmep CAIM: 20025246
Toprosoe HazBaHwe: N314 lentpan 400 mr 2x10

Homep B cnucke: 0ON314
Oara npousBoacTtsea: 01 - 2019

Homep cepun: 1109696

[laTa ucTeueHus cpoka rogHocTu: 12 — 2021

Tect/ XapaKTepHCTHKA Meton Hopma PesyapTar

Bueursuii BUI Buzyansusiii Cwm. XapaKTepHCTHKH S::;:;f:g:;

TabneTkn oBanbHOH (GOPMBI, IBOAKOBBIITYKIEIE,

raankue, ot 6e10ro 0 CBETIO-KEeNTOro LBETa,

MOKPBITHIE [LIEHOYHOH 060N0UKOH.

O I ——— EP /Erp.®. 2.9.40 Cwm. XapakTepHcTHKH Cootsercrayer

CootetctByer Esp.®.

AJIEMETHOHHMH HOH RTM.C6166- [TonoxuTenbHbLH [poxoaut
SOLID1000616056

AJleMETHOHHH HOH RTM.C6167-SOLID  TlonoxurensHbIii Ipoxozaut

S,S-uzomep 1000617564

1,4- 6yranucynsdanar RTM.I1742-SOLID [Tpoxoaut wim He npoxoaut  Ipoxonur
1000617556

KonuuecrsenHOE onpeacneHne AIEMETHOHMHA RTM.C6166- 360-420 mr/ Tabnerka 402 mr/ Tabnerka
SOLID1000616056

S,S-uzomep RTM.C6167-SOLID >=55% 66 %
1000617564

_ —9 509

KLCrigsoum 25

Pactsopenue npu pH 6,8 1R Erp.® 2.9.1 <=30 MuH 13 MHH.

Pacreopenue npu pH 6,8 2R Esp.®@2.9.1 <=30 muH 13 mun.

Pacteopenue: B 0,1 M pacrsope Epp.®2.9.1 Cwm. XapaKTepucTHKH Cootsercrayer

XJIOPHCTOBOAOPOAHOM KHCJIOTH! yepes 2 qaca creuuduxaluu

(nepBEiit ypoBEHb)

Pacrsopenne: B 0,1 M xnopucToBonopoasoH Esp.®2.9.1 Cm. XapaKTepHCTHKH CootBercrByeT

KHCJIOTBI 4epe3 2 yaca (BTOpo#H ypOBEHB) cneunHKalHH

Pacrsopenne B 0,1 M xnopucrosoopoaHo RTM.C6101-SOLID <=10% 0%

kucnotet 1R 1000605343

Pacrsopenne B 0,1 M xJ10pHCTOBOIOPOIHOH RTM.C6101-SOLID  <=10% 0%

KHCIOTHI (POMEXyYTOYHOE 3Ha4eHue) IR 1000605343

PactBopenne 8 0,1 M xnopucrosopopoanoi RTM.C6101-SOLID  <=10% 0%

KHCI0Th! (OCHOBHOE 3HaycHue) 1R 1000605343

Pacrsopenue npu PH 6,8 1R RTM.C6101-SOLID  >=75% 98 %
1000605343

Pacrsopenue npy PH 6,8 (npome:xyTotHoe RTM.C6101-SOLID >=75% 95 %

sHavyenue) 1R 1000605343

Cmp.2nsd



CEPTH®HKAT AHAJH3A

Homep CA: 20025246 Homep B cnucke: 00N314

Toprosoe Ha3saHue: N314 [entpan 400 mr 2x10 [ara npousBoactea: 01— 2019

Homep cepuu: 1109696 [aTa ucreueHun cpoka roaHocTu: 12 — 2021

Pacreopenne npu PH 6,8 (ocHosHoe 3Hauenue) 1R RTM.C6101-SOLID >=75% 101 %
1000605343

Pacteopenne B 0,1 M xnopHCTOBOAOPOAHO! RTM.C6101-SOLID  <=10% 0%

KHCIOTEI 2R 1000605343

Pacrsopenwue B 0,1 M xnopucroBoaopoaHoi RTM.C6101-SOLID  <=10% 0%

KHCJIOTHI ([IpOMEXYTOUYHOE 3Ha4YeHue) 2R 1000605343

Pacteopenue B 0,1 M xnopucroBozoponuoi RTM.C6101-SOLID  <=10% 0%

KHCJIOTH! (OCHOBHOE 3HaueHHe) 2R 1000605343

Pacreopenne npu PH 6,8 2R RTM.C6101-SOLID >=75% 100 %
1000605343

Pacreopenne npu PH 6,8 (mpoMme:xyTounoe RTM.C6101-SOLID  >=75% 98 %

3xHauenne) 2R 1000605343

Pacreopenne mpu PH 6,8 (ocHoBHOE 3HaueHue) 2R RTM.C6101-SOLID >=75% 102 %
1000605343

Apenunn (ADN) RTM.C6166- <=2.5% 0.2%
SOLID1000616056

MertwrruoaneHo3us (mta) RTM.C6166- <=25% 0.7 %
SOLID1000616056

Nemmemcemrclmemmencant (il RTM.C6166- <2.0% 02%
SOLID1000616056

Enunuunas HenneHTHUUMPOBAaHHAA IPHMECE RTM.C6166- <=0.2 % 0.0%
SOLID1000616056

Cymma HeHJeHTH(HITHPOBAHHBIX IPHMecei RTM.C6166- <=3.0% 0.0%
SOLID1000616056

Cymma npumeceit RTM.C6166- <=6.0% 1.4%
SOLID1000616056

I'omocepus (hs) RTM.C6170- <=1.2% 0.1%
SOLID1000616060

2-amuHO-4-OyTHpONAKTOH (abl) RTM.C6170- <=1.2% 0.3 %
SOLID1000616060

O61ee yncio aspobubix GakrepHit Epp.® 2.6.12 <=2000 wr/r 0 wrr/r

OBb1mee YHCIO APOHOKEBBIX H ILUTECHEBEIX IPHOOB Esp.® 2.6.12 <=200 wt/r 0 wr/r

Orcyrerene Escherichia coli B Imr Epp.®2.6.13 Orcytcrayer He obnapyxeHo

2668u C.p.JL.

Y noJHOMOYEHHOE THLO

IMonnuce: Jlaypa TaHisoHu
Hara: 12.03.2019

Hara yreepxpenns: 12.03.2019



