AEKJIAPAIISA O COOTBETCTBUA

JEKJAPAHT, IPUHUMAIOIIUNA JEKJTAPAITAIO O COOTBETCTBUH

000 "3660mm JIa6opamopuz"

Ceedenus o pecucmpayuu opeanuzayuu. Meoscpaiionnas uncnexyus @edepansioii Han02060ti cayxchvl No 46 no
2. Mockee 23.01.2007, OI'PH 1077746154859, dama npuceoenus OI'PH 23.01.2007.

Aopec: 125171, 2. Mocxkea, Jlenunepaockoe uocce, 0. 16 A, cmp. 1.Tenegpon/paxc8(495)258-42-80/81

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

Hosepennoe nuyo: Muponosuu A.H., dosepennocms Ne36-2019/EPD om 24.01.2019e.

3ASABJIET, UTO

nexapcmeentoe cpedcmeo. Pemocmon 2 mabnemxu nokpeimeie nieHouHol o6oroukoti 28 wim., /6 nabope
mabnemxu 2-x 6udos: acmpaduon 2 me-14 wm., sacmpaduon 2 me-+oudpozecmepor 10 me-14 wim./, Gnucmepsr
(1), nauxu xapmonnwre, PY Ne IT N011361/02 om 02.11.2009 (dama nepeogpopmnenusn PY 18.05.2016) evidano
2660mm Xencxea IIpooaxme b.B., cepus 358376, napmus 73600 ynaxosox, 200en do 31.05.2021,
npouseoocmea I66omm Buonooxcukans b.B., Hudepnanow, Abbott Biologicals B.V., Veerweg 12, 8121 AA
Olst, the Netherlands koo OKIT[2 21.20.10.173, koo TH B3I 3004390001, korumpaxm Ne 01-2012 APO om
01.03.2012, unsoiic Ne 456100870 om 15.03.2019

COOTBETCTBYET TPEBOBAHUSM

IIN0O11361/02-141013 uzm. Ne 1-2

AEKJIAPAIIUS ITPUHATA HA OCHOBAHUU

npomoxon ucneimanun Ne H19-01194 om 26.03.2019 OO0 "HLJIC "Buomexnonozus", ammecmam
axxpeoumayuu RA.RU.21OM04, Cepmugpuxam POCC NL.OMI15.C75377 om 26.03.2019

JATA IIPUHSITUSL JEKJTAPAITAN 27.03.2019
IS NEMCTBUTEJNBHA JIO 31.05.2021

4 __ Mpuponosnu A.U.
- ®.1.0

- s

OPT'AH I1O CEPTU®HKAIL i/I, 3APETUCTPUPOBABIIIUI JJEKJIAPAIIUIO

POCC RU.0001.11®M15 OPI'AH 110 CEPTH®HKALIHH ITPONYKITHHA OFLIECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTHIO "OKPY)KHOH LEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, . Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1., aopec opeana no
cepmucpuxayuu: 143581, Mocroeckas obnacme, Hempunckuii pation, dep. Jlewkoeo, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-caiim: oyxx.pe.

AEKJAPALIMSA O COOTBETCTBUM 3APETUCTPUPOBAHA N POCC RU JJ-NL.®@M15.4.12175/19

JATA PETUCTPAIIMH 27.03.2019

ME %
3apeiToBekas H.A.
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Abbott

A Promise for Life

. CEPTU®UKAT AHAJIU3A
Jara Crpanuua
19.03.2019 1us2

DEMOCTOH 2 nauka kapTonHas x 1 6nucrtep x 28 Tabnerok

Kop ynakoBku Homep cepun [Jata usrorosnenua loaen o
1081266 358376 06.2018 05.2021
XapakTepucTuka Emmuuua PesynbTaT Cneuudpmuraums
XAPAKTEPUCTUKA TABJIETOK SCTPAOUONA

onucaHue TabneTok, coaepxalumx actpaguon COOTBETCTBYET CM. XapaKTepucTuky

Kpyrnble, ABOSIKOBLINYKILIE TaBNeTk, NOKPbITLIE
NNEeHOYHON 06ONOYKOW PO3OBOIO LIBETA, C rPpaBUpoBKOit «379» Ha
OAHOM CTOPOHE TabneTku.

MoanuHHoCTb, BpeMs yaepkusanus (BOXKX) COOTBETCTBYET
MoanuHHoCTb, YO-cnekTp, actpaguon COOTBETCTBYET
9,11-acTpaguon oTH.% <0,1
17a-actpaguon oTH.% 0.1

3CTPOH OTH.% <0,1

nobasn eguHNYHan HempeHTuduLMpyemMas npumech OTH.% <0,1

cymma npumecei OTH.% <0,1
KonuyecteeHHoe onpegenenue actpaaunona (BOXKX) mr/Tab. 2,0
OAHOpPOAHOCTL Ao3upoBaHus (Esp.dP) COOTBETCTBYET
- cpegHee 3HauyeHune % 100

- MUHUMYM % 98

- MaKkCUMyM % 102

- nokasartens npuemnemocty (L1) 2.7

cpepHsas macca tabnetkm (n=20) Mmr 144.8
OTKNOHEHUE OT cpefHen macenl +/-7,5% Tabn. 20
OTKNOHEeHWe OT cpegHein Macckl +/- 15% Tabn. 0
pactsopeHue (Eep.9$.2.9.3.) COOTBETCTBYET
- CpegHee 3HaveHue OTH. % 95

- MUHUMYM OTH. % 93

- MakCumMym oTH. % 98

- U3MepeHHas eanHULa ansi pacTBOpeHns n= EQ 6

obujee KonMYecTBO aspPOBHbBIX MUKPOOPraHU3MOB KOE/r <10

obLiiee KONMYECTBO APOMOKEBLIX U NNEecHeBbIX rpubos KOE/r <10
otcyTetBue Escherichia coli 8 1mr (Mn) cooTBeTCTBYeT

XAPACTEPUCTUKA TABJIETOK, COOEPXALLNX 3CTPAONOJ BUAPOMECTEPOH

onvcaHve TabneTok CoaepKaLumx acTpaavon/ AngporecTepoH
Kpyrnbte, ABOAKOBbIMYKNLIE TAbNeTKN,

NOKPbITbIE MAEHOYHON 0BOMOYKOIN CBETIO- XENTOro UBeTa, C
rpasupOBKONA «379» Ha OQHON CTOpOHE TabneTKu.

CooTBEeTCTBYET

ToanuHHOCTL, BpeMs yaep:kuBaHuA acTpaguona (BOXX)
MopnvHHOCTb, BpeMs yaepuBaHUa AuaporectTepoHa
(BOXX)

CoOoTBETCTBYET
COoOoTBETCTBYET

KosnnyecteeHHoe onpepenetxune acTpanunon, Kak

C18H2402 (BOXX) mr/tab. 2.0

36601T Byonogxukans b.B.
Beepser 12, OnbeT 8121 AA HugepnaHngbi

COOTBETCTBYET CTaHOapTy
CM. XapaKTepucTuky
<=0,5

<=0,5

<=0,5

<=0,5

<=1,0

1,9..2,1

cooTBetcTByeT Esp.® 2.9.40
85...115

85...115

85...115

<=15,0

136,8 .. 151,2

KaKk MyuHUMyM 18 13 20Tab
<=2 TabneTku

Q=75% nocne 45 MuH.

<= 1000
<= 100
oTcyTcTByeT /T

CM. XapaKTepucTuky

COOTBETCTBYET CTaHaapTy

COOTBETCTBYET CTaHAapTy

1.9...21




Abbott

A Promise for Life

. CEPTU®UKAT AHANIN3A

Dara CtpaHnuua

19.03.2019 2us2
®EMOCTOH 2 nauka kaproxHas x 1 6nucTep x 28 TabneTok
Kopn ynakoBku Homep cepum [Jata nsrorosneHus [opeH fo
1081266 358376 06.2018 05.2021
9,11-acTpaguon 0TH.% <0.1 <=0,5
17a-scTpaguon oTH.% 0.2 <=0,5
3CTPOH OTH.% <0.1 <=0,5
nobas eiuHUYHan HenaeHTUUUKPYeMas NpumMech, no
OTHOLLEHWIO K 3CTpauony oTH.% < 0.1 <=0,5
CyMMa npumeceil, no oTHOLWEeHWo K acTpaguony (BOXX)  oTH.% <0.1 <=1,0
B-aernaponporectTepoH mr/Tab. 9.9 95...105
17a-guaporecTepoH OoTH.% <0,1 <=0,5
mobas eguHUYHAn HeugeHTuULMpyemMasi npuMeck no oTH.% 0,1 <=0,5
OTHOLLUEHWIO K ANZPOrecTepoHy OTH.% <0,1 <=0,5
CyMMa rnpumeceit, no oTHOLIEHUIO K AUAPOreCTEPOHY OTH.% <0,1 <=1,0
OLHOPOAHOCTb AO3MPOBaHKSA acTpaguona COOTBETCTBYET cooTeeTcTByeT EBp.P
- cpegHee 3HaJYeHune % 99 85...115
- MUHUMYM % 96 85...115
- MaKCUMYM % 100 85...115
- nokasarenb npuemnemoctu (L1) 3.1 <= 15,0
OAHOPOAHOCTb [O3MPOBAHWA AMAPOrecTepoHa COOTBETCTBYET cooTBeTCcTBYET EBp.O
- cpegHee 3Ha4YeHune % 99 85...115
- MUHUMYM % 96 85...115
- MakcMMym % 101 85...115
- Nokasarernb npuemnemoctu (L1) 3.7 <= 15,0
cpenHaa macca TabneTku M 1451 136,8 .. 151,2
OTKMOHEHWe OT cpefpHero Beca +- 7,5% Taon. 20 KaK MuHUMyM 18 u3 20T1ab
OTKINOHeHWe oT cpefHero eeca +/- 15% Tabn. 0 <=2 TabneTtku
pactBopumocTb (EBp.® 2.9.3.) actpaguona COOTBETCTBYET Q=75% nocne 45 muH.
- cpefHee 3HadveHune OTH.% 96
- MUHVIMYM OTH.% 94
- Makcumym OTH.% 98
pacteopumMocTb (Eep.® 2.9.3.) gugporectepona COOTBETCTBYET Q=75% nocne 45 MuH.
- cpegHee 3HayeHue OTH.% 99
- MUHVMYM OTH.% 97
- MakCumym OTH.% 101
- U3MepeHHas eguHuLA ANS PacTBOPEHNA N= EQ 6
obilee KonuyecTso aspobHLIX MUKPOOPraHU3MOB KOE/r <10 <= 1000
ofLLiee KONMMYECTBO APOMOKEBLIX U NNecHeBbIX rprubos KOE/r <10 <=100
otcytcTeue Escherichia coli 8 1mr (mn) COOTBETCTBYET CM.XapakTepuCTAKK

*) rapaHTUpoOBaHO — O3Ha4aeT « KOHTpOJ'Ib no AaHHOMY nokasaTtesnio NpoBoaUTCA nepeoguyecKkn».

[laHHana cepusi npovseeaeHa v BbiNyleHa B COOTBETCTBUM C AOKYMEHTaumMell perucTpaLmoHHOro 4OCke U nNpasunamm
GMP.

CooTBeTcTBYET perynsaTopHbiM TpeBoBaHWSaM criefyloimx CTPaH:

Poccuiickas degepaums

HanHblil cepTudukat Gbin NponsseseH yTBepPKAEHHOR CUCTEMON 1 NOANMCAH 3NEKTPOHHOI NOANUCHIO.
19.03.2019/ 14:07:49 noanuck: AHeke BaH fe Benge, ynonHoMoueHHoOe nuLo.
CepTtudmkar npoBepeH 1 yTBEpXAEH.

36601T Buonogxukans b.B.
Beepser 12, Onbet 8121 AA Hugepnanabl



