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D02COII-KO-07000-39-06

AQO «OPTAT»

Oraen wourpoan kayecrsa
Jlsuenang va ocywecTancHue npoussoncTaa SiekapcTeeHRBIX cpeacts Ne 00058-JIC ot 16.12.2015
157092, Koctpomckas o6a., Cycansucxuli pafion, c. Ceseproe, Mkp-n. Xapwronoso, Ten.(4942) 650-806
Macnopr Ne 2 o1 03.04.2019
Kurpyaa® KONUCKTPAT IR NPHIOTOBACHUSA DAacTBOPa A8 Hitdyuit 25 mr/mn daaxon 4 mn

Ynakosatio: AO «OPTAT», Poceus Homep cepun: 8302619A01 Hara ynakosku: 30.03.2019
Konuuectso ynakosok: 3967 Jlata npowssoncrsa: 09.2018 Conew go: 09.2020
Iponsseneno: MCJl Hpaanaua (Kapaoy), Hpaauaua Cepua nponssoaurens: 8302619A01
HJ JIT-003972-091018
PY JIIT-003972 o7 18.11.2016 (zaTa 3amehsl 09.10.2018)
Ihuu:::::::: ::";lf;"”a Tpeforanun x xawecrsy ne HJ ' PelyavTaTss smansza
Onncanie; Tpospauusiil i onanccunpylownit 0T Gecuse THOMD Tpospausuiii Gecusetuniti pactaop
10 CBETNIO-)KE/ITOrO LIBETA PACTHOP
Nogtnnnocrs
- nemGpoaniymab
Creyughusecrkan axmusgicocms Homken NpoaBNsTE AXTHEHOCT Coorsercrayer
HOA
Pacnpedenenue apsoa Lonnen cooTsercTBOBATE cTaHnapty Cootsercrayer

Bsicokoagdickrusnas
HonooGMensan XxpomoTorpadix

[Mpospaunocrs Crenens onanecuenuny pacrsopa Cootsercrayer
Mmenee stanona [V
Usernocrs Oxpacka pactBopa ke Gonee HuTeHCHBH, oM Coorsetcrayer
okpacka stanoxa Y
pH 015200538 54
Mexanndeckite BRMIOYEHIN:
Buaumbre Mexaunueckne BiAHMLIE MEXQHHYECKHE BRIOHEHHR NOMKHBI
BKAKYEHHA OTCYTCTBOBATS Cootsercrayer
Yacrnubt > 10 mecs te Sonee 6000 wacruw/dnakon 25 wactuw/dnaxon
Yacruue: > 25 mem He Gonee 600 yacTH/ gnakon 0 wacruw/paaxon
Hucrora
Buicokosddexrisnan Pacnpenenenve 3apapa:
HOHOOOMeHHAR XpoMaTorpadHs Kucnotute rapuantai: we Gonee 13,9 % 9,8 %
Kncnotneiii Ik 1: He Gonee 9,1 % 73 %
«Ipearnasusiiy nuk: ue Gonee 5,0 % 2,2%
Fnasusifl nuk: ve meuee 53,0 % 599 %
Octosnoli itk | ne Gonee 10,0 % 7.9 %
QOcnobuofl Mik 2: e Gonee 11,5 % 8,1 %
OcHosusie Bapuantsi: He Gosiee 8,6 % 438
BricokoadibextisHan
IKCKAOIHOHHAR XpomaTorpadus Monomep 1gG: ne menee 97,7 % 99,9 %
Kanunnapuwit anexrpogopes ¢
HJC (8 Hepeayumpyiowmx Hepeayunposanusit IgG (rasnsit 1gG): 98,7 %
YCHOBHAX) He menee 97,1 %
Kanwnspuufi snextpodiopes ¢
HAC (& peayunpyromnx Peayunposannsiii IgG (tamense u nerkie uenu): 974 %
YCIOBHAX) He meuee 96,2 %
Poncreenusie npumeen
Xpomatorpadus ¢ NpoaykTa okucnenua:
runpoobubImM lpeasapurensuuiil nik 1+2: e Gonee 10,7 % 64 %
s3aumonelicTeiem Mpeasapureanuuill nuk 3: e Gonee 0,5 % Menee 0,2 %
Bricokoaddertusnan

3KCKAIOIHOHHAR XPOMATOrpadus Poactsennnie coepmiienns/npumecy:
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Hamsmenonanne noxadatenclt
xadecrna mo HA

TpeGonannr ® wavecray no HJ

Pesyantatil ausnuza

Hzenckaemsil 06nem

Bakrtepuanuisie 3nnoToKcnB

ANOMANBLHAR TOKCHYHOCTS
Crepuasnocrs

Conepixanne Geaka
Y- cnextpodioTomeTps

Monucopbar-80
B32KX

Cneunduueckas akTusnocTs
HDA

Ynaxonka

Mapiuposxa

BrIcOKOMONEKYIAPHbIC COEMMHEHHA: He Boes 23 %
Huskomonexynspusie coenunenna: ne 6onee 0,5 %

He menee somunankuoro (4,0 mn/hnaxou)
He Gonee 0,15 ED/mr
Honen GbiTh HE TOKCHUHRIM
JonxeH GbiTh CrepianeiM

Ot 22,5 no 27,5 mr/mn
Ot 0,10 no 0,25 mr/mn

Ot 80 % no 130 % o7 akTusHOCTH €TaHNapTHOro
o6pasua nem6Gponuzymaba

Mo 4,0 mn npenapata 8o dnakon 3
GecunerHoro crexna Tina | (Esp. ®apm., ®apm.
ClIA) YKYNOpeHHbIH npobxo# H3
xnopByTHnosoro Kayyyka, obxarsiit
UNCOMHHHCBLIM  XOANAYKOM W 3aUIHLLEHHbL
NICTHKOBOH KpPhIKOIi.

Mo 1 dnaxony 8 kaprousom noasosie Bmecre ¢
HHCTPYKLHEH 10 NPUMEHEHHIO B KapTOHHO#
navke. C UeLIO KONTPONA NEPBOTO BCKPBITHR HA
KAPTOHHYI0 NAYKY HAKIEHBAIOT CAMOKIEAIHECH

CTHKEpLI,
Ha nepsuunoit ynakonke (atukerka ¢naxona) ua
PYCCKOM  A3bIKE  YKAILIBAKOT:  Toproeoe
HaUMEHOBAHKE npenapatra

npeaynpeautensHoll mapkuposxoit ®, MHH,
7IeKApCTBEHHYIO  (lopMmy, RO3MpoBKY  (Mr/ma),
cnoce§  npumetienns, npeaynpeauTensisie
naanuck: «llepen npumenennem o3uakoMmbTecs
€ npuiaraeMoil  MHCTpYKumeii», «Crepwishon;
Ycnosus xpatenns; o6bem npenapara (8 ma) B |
¢naxone, norotun pupmbi MSD {rpachuueckmii
cumBon W ab6peswatypa na natumnue), HoMmep
CCpHW, NATY MPOM3BOACTBA, HATY OKOHHAHMA
cpoka roanocTd («omeH no»), BHYyTpeHHuii(e)
KOA(bl)  ynakoBOYHOro  Komnowewta. Ha
ITHKETKY HAHECEeHH! IHEKH, 3awHUWaIoWHe oT
TOANENOK, KOTOPbIE MOXHO NPOBEPHTL NpH
HCMONL30BaHMM CheLnantioro ofopyaosanua.

Ha xaprouno#t nauke wa PYCCKOM  A3bike
YKa3bIBAIOT: TOProBoe HAHMEHOBAHHE NpenapaTa
¢ NpemynpeauTenstoi mapkuposkoit ®, MHH,
/ICKAPCTBERHYIO  (opmy, A03HPOBKY (Mr/mn),
cnocof NPUMEHEHHA, KOIMueCTBO dnaxonos B
ynakoske W ofveM npenapara (8 mn) s |
$nakone, coctae npenapara na | chnako,
NpeaynpeauTenchble  Haanucu: «XpaHuts 8
HEAOCTYNHOM  JAIR  JieTeil  Mecten, «llepen
NPpHMEHEHHEM O3HAKOMBTECH © npunaraemo
HHCTpykumelty, «Crepwasos, «Tonsko ann
OAHOPAZOBOTD Beegenua», «He HCINMONLI0OBATE

C | TOproBoe HaMMEHOBAHHE npenapata ¢

0,1 %
Menee 0,1 %

Cooteercrayer
Menee 0,10 E3/mr
[penapar uetokcnuen
Crepunsno

24,9 mr/mn
0,18 mr/mn
94 %

Mo 4,0 ma npenapara so dnakone m
becusetoro crexna Tuna | (Esp. Qapm.,
®apm. CLUA) yxynopestom npobkoit m
XNOpOYTHAOBOrO  Kaywyka,  omarom
ATOMHHHEBLIM KOANAYKOM H
JAUHLLEHHOM NIACTHKOBOM KPHIWKOH,

Mo 1 ¢naxony s kapronsom nomnosne
BMECTE ¢ HHCTPYKUMER NO NpHMeHeHHIO B
xaprounoli mauke. C uenmio kowrpons
NMCPBOrO BCKPBRITHA HA KApTOHHON nauxe
HAKIECHB CAMOKIERLIHECA CTHKEDSI.

Ha nepeuutoll  ynaxoaxe (3rHKeTKa
nakona) Ha pycckoMm ssike yxkasawo:

npenynpeanTensHoli  Mapkuposkoii  ®,
MHH, nexapcrsennas dopma, A03HpOBKA
{Mr/mn), cnocod rpuMeHenus,
nMpenynpenuTenshble  naamucw:  «Ilepen
npHMeHeHHeM O3HAKOMLTECE c
npuaaraemoii HHCTPYKLIHEe]»,
«Crepunstion; yenopus XpaHenun; obnem
npenapara (8 mn) B | dnaxowe, nororun
dupmet MSD  (rpadmueckuii cumson u

aGbpesnatypa na natHMue), Homep
Cépud,  fara  MPOHMIBOACTBA,  gata
OKOHYaHHA cpoxa roaHocT («oaen RO,
BHYTpeHHNH Ko YnaKosouHoro
KOMMNOHEHTA.

Ha xapronnoii nayxe na pyccroM aabixe
yKazaHo; TOprosoe HAUMEHOBaNHE
npenapara c {ipepynpeaurensHoit
mapkuposkoi ®, MHH, nexapcraennas
dopma, noamposka  (Mr/mn), cnocoS
NPHMEHEHHA, KonuuecTBO dmakoHos B
ynakoske H obvem npenapara (8 mn) s |
tnaxowe, coctas npenapara Ha | dnakon,
NPEAYNPEAHTENbLNBIC HAANHCH: «XpaHiTL
B HEZOCTYNHOM 1na aeteii mecTen, «ilepen
npUMeHeHHeM O3HAKOMBTECH c
npunaraemoit HHCTPYKIHEA,
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Hanmenosanne noxasarenen
KaveeTea no HJL

TpeGosanng % Kavecrsy no HA

PeayanTarsl suaauia

OCTaBWHACA  pactBOp  ana TIOBTOpHOTO
BBEACHHAY,  yCNOBMA  XpaHeHMA,  ycnoBHg
oTnycka; norotun gupmu MSD (rpadimyeckuii
tHMBON M ab6pesuatypa ma NaTHHKUE),
HAIBAHHE W CTpaHy npomIBoauTens; Hadsanue,
Alpec, Tenedon/pake  kommanuu-ynakosimka

(AO  «OPTAT»);  ummanue H  cTpaly
IOPHIHYECKOTO NHUA, HA HMA KOTOPOTO BBINZHO
PETHCTPALMOHHOE  ynocTosepenne, HOMep
PETHCTpauonHoro  ynocrosepetins, HOMep

CCPHH, 13Ty NpPOMIBOACTER, NaTy OKOHYAHHA
cpoka roanoctH («[osen now), WTPHX-KOA,
BHYTpeHHHIi(e) Koz(bl) YNakoBoyHoro
komnownenta. Ha kapronuyio NauKy HaueceHb
3HAKH, 3awmMmaoWMe ot noanenok, KOTOpbie
MOKHO  NpOBEPHT®  NPH  HcnonbIOBAHMM
cneynansHoro obopynonanus,

«Crepunsron, «Tonnko ana 0nHopazosora
BBEACHHAY, «He HCNONL30BATS
ocTaswiniics  pactsop ans nosToOpHoro
BECACHHAY, YCrOBMS XpaneHns, YcioBus
oTnycka;  norotn  dupMs  MSD
(rpadmyeckuii cumson u ab6pesuarypa na
naTHHHUE), HazpalHe H CTpana
npoussoauTEns; HazpaHHe, anpec,
Tenedon/pake KOMNaHHH-YNaKoBL KA
(AO  «OPTAT»); Ha3BaHUE M  cTpaua
IOPHAHYECKOrO nHUa, HA HMA KOTOporo
BBIIAHO perHCTpauioHHoe ynocrosepeuue,
HOMED perHcTpauxoHHoro YAOCTOBEpEHMUS,
HOMCp CcepuM, mata npowssoacTsa, nara
OKOHYaHHMA CpoKa roaHocTH («Togen now),

UITpHX-Koz, BHYTpeHHue Kox
YNaKosoyHoro KOMNoHeHTa, Ha
KAPTOHHYI0 ~ mauky mameceMs! 3Hakw,

jalmmAlowMe  oT  noasenox, KOTOpuie
MOMKHO (POBCPHTL NPH  MCHONLIOBAHKN

cneunansHoro ofopynosanus,

3aknioucune: Mpenapar Kut
cepus 8302619A01, ynakosan

Hasanuunx orgena KOHTPOJIR KayecTna

pyna® KOHUenTpar aam n

usiit AQ «OPTAT», Poccus, COOTBETCTBYET Tpe

I'yaosa E.A.

PHIOTORACHHRA pacTBop

a anst nudyzuii 25 mr/ma paskon 4 v
Gosanunm HJL JI-003972-091018,




