"AEKJIAPATIVASI O COOTBETCTBAM

JEKJIAPART, IPHHUMAYOHTHY TEKJAPAITHIO O COOTBETCTBUH:

000 "3agod Medcunmas”

Ceedenun o pezuctmpayuu opzanusayuu: Hrengxyus @edeparsroti nanoz060ii enyacbol no
Bepx-Heemcxomy pailony 2. ExamepunGypza 30.03.2015, OI'PH 1026601726315, dama rpuceoenus
-OIPH: 20.12.2002 .

| Adpec: 620144, 2. Examepunbype, ya. 8 Mapma, 0. $0a. Teneghon: 8(34370)2-50-61

B nuye: Nenepanenwii oupexmop Hodxopuimos A.5, )

Hosepernoe suyo: Cmapuxosa K. JI. Josepennocmv: Ne 33 om 09,01,2019

SANABJIAET, YTO , ’

Aexapemeennoe cpedeme; Mazieauem® pacmeop Ons erympusenpozo esedenur 0.5 mvons/mn 15 mx,
@aaxonw: (10), navku kapmonusie, pez2.yo.Ne IT NO15832/01 am 30.06.2009 (0ama samens 02.11.201 7)
swi0aro Bailep AT, cepus 831864, napmus 3996 ynaxaeok, z0den da 01.07.2023, npoussodcmea Batiep
AT, Mullerstrasse 178, 13353, Berlin, Germany / ynaxoeano O0Q "3as0d Medcuumes", 6241 30, ..
Cegponasckas obn., & Hosoypasscx, yn. Topeosan, 0. 15, Iepmanus/Poccis, kod OKIIA2 21.20.23.112

COOTBETCTBYET TPEROBAHHAM

| JINCIS832/01-280411 usm. My 18 ' :

HEKJIAPATTHSA IIPHHATA HA OCHOBAHVH ¢ ‘
Cepmughuxam coomeememeus CUCMEMB MEREONCMERINA KANECNEA 8 CUCINEME cepmugpuxayuu I'OCT P
Ne POCC RU.TA45.K00307 om 10.08.2018 2., npomoron uenumanuii Ne 65/19 om 12.02.2019
Tocydapcmsennae Giodacemnoe yspeacdenue 20pasooxparenur Ceepdrosckati obaaemyu "Lenmp
KOHMPORR KAYCCMAT 14 CEPRUPURAYUY NeXapecmBenKbix cpedeme", ammecmam axkpedumayuy. POCC
RU.0001,21 DMO6 om 07.09.2015 2., nacnopm Ne 8 om 05.02.2019 2., Cepmucpuxam POCC
RU.QMO5.C05339 om 14.02.2019 "

RATW HERJIAPALAH 14,02.2019

NEKJTAPATHSNEHCTBHTEIBHA JIO 01.07.2023
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CBEJIEHUSI O PETUCTPAIIHH
OPT'AH I10 CEPTHOHKAIH, 3APETHCTPHPOBABHINE TEKJIAPALIIIO

Opzan no cepmupuxayuu npodyKyuu -

Ofwecmsa ¢ 0zpanusennoll OmeememseRHOCmbI0 « OXPYXCHOU HEHMP CapmUpUKaIpa,
adpec: 620014, POCCHA, Ceepdnosckas obnacmy, Examepunbype, Xoxpaxosa, 74, 1706,
men; (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanutt Ne RA.RU. 11 OMO5 e

JEKJIAPAIBA O COOTBETCTBHH M POCC RU J-RU.®M05.A.16263/19

YngepnHa AA.
PyroBomarens oprasa no
cepTEQAKALEL POy KIHH
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CUCTEMA CEPTHOUKAIIMHE TOCT P
QOEIEPATBHOE AFEHTCTBO IO TEXHUYECHOMY PEI'YJIUPOBAHUIO U METPOIIOTUU

i CEPTUOUKAT COOTBETCTBUS

w

N pocc Ru.eMos.Cos338
Cpox pAeficTBRAA € 14,02.2019 no -—

Ne 0454051

o’”mdmuai-\"“

OPTAH TIO CEPTUO®HKALINU

Opzan no cepmughuxayuu npodysyuu OGwecmsa ¢ oe,ﬁhuuwexmoﬂ omgememaennocmvio « Orpyxcioi yenmp cepmugnxayuuy,
adpec: 620014, 2. Examepunbype, yi. Xoxpaxosa 3.74, o, 1706,.mea: (343} 380-27-55, www.ekbocs.ru,
amimecmam akkpedumayuu M RA.RU.1 1OMOS , ,

TIPOAYRKUINSA _
Hexapcemacunoe cpedemso: Moznesuem® pacmsop 0nn auympusenwozo saedenus 0.5 xoa OK
smoneinma 15 mn, raxone {10), nauxu kapmonnse, : 0K 034-2014
pez Ne IT NO15832/01 om 30.06.2009 (dama samenw (02.11.2017) emdane Sagiep AT, cepus (KITEC-2008) (OKIT/12)
831864, napmun 3996 ynarocaok, 20den 60 01,07,2023 21.20.23.112

COOTBETCTBYET TPEBOBAHHSAM HOPMATHBHBIX AOKYMEHTOB
71 N015832/01-280411 wz. 16 1-8 | B xoa TH B3A

H3TOTOBUTEAD

Batiep AT, Mullerstrasse 178, 13353, Berlin, Germany /! ynarogane OO0 "3agod Medcunmes”, Hill 6629012040, 624130,
Ceeponosckan obi., 2. Hosoppanvck, ya. Topeosas, 9. 15, ‘cmpana._' Tepmanun/Poccus

CEPTUMUKAT BHIAAH

00O "3aso0 Medcunmes”, ) 7 .
HHH :6629012040 , Adpec : 620144, 2. Examepunéyps, ya, 8 Mapma, 0. 90a. Tenechon/pare: 8(34370)2-50-61

HA OCHOBAHHU

Cepmugiukam coomgemcmeun cucmemsl MeNeONCMeUma KGNeCmaa § cucmeme cepmuchuxayuu FOCT P Me POCC
RU.TA45.K00307 om 10.08.2018 2., npomoxan ucnsimanuiz Ne 65/19 om 12.02.2019 I ocyoapemaennoe Modxcemnoe
yupexcoenue 30pasooxpanenun Ceepdnosckod obnacmu "Lienmp kowmpons xavecmsa u CEPMUIPUKTIIN TERAPCMBENIBIX
cpedema”, ammecmam axxpedumayuu POCC RU.0D001.2 1OMO6 om 07.09-2045 2., nracntpm Mo & om 05.02.2019 »

PYKOB.OAHTEAL‘-oprauai. A , L Ynucpnna ALA.
IKcoepr v 4 : ) IIuiiaen C.A,
" nannucs, HHVAUARTTE, Dans nivis

ePTHOHHUKAT He IPUMeHTeT s TIDH OOA3aTEARHOH cepTHhHKAITHY

AQ =ONUEADH -, Vit 2015, =B e b 0503 COD00 THICPE, Twn, (#5) T2 AT42, v ook o




624130, Crepanosckas ob1.
r. Hosoypaneck, yiu. Toprosas, 15

Cepus: 83180A

Ten/taxe: (34370) 2-54-95
E-mail: Medsintez{@mail.ru

HACIIOPT Ne 8

Maruesacr® pacTBOp A8 BHYTPUBCHHOIO
peegenud 0,5 mvons/ma, paaxon 15 mu (10), nauka xapToHHas

Mara usrorosaexus: 09.07,.2018 r.
[ara Bemycka: 05.02.2019 r.
logen mo: 07.2023 r.

KoanuecTBo: 3996 yIIakoBOK.
Anaans BeInoaHeH o HJ{ TIN015832/01-280411, namenernusa Nel-8

e Hamenonanfe TpeGosamun HI PesyasTaTsl BECOBITANEH
/o noxasaTeseH
1 Onucanne TIpospaynas fecuBerHas HAW Tpospavsasn GecLBeTHAS HAR
TIOYTH OeClIBeTHAS MHAKOCTE. MoYTH DECLIBETHAS] IMUAKOCTE.
2 [opauHBEOCTE
-Tanoamsuit Yd-cnexrp MOTAQLUEHHA | YP-crnexTp TMOPAQILIEHUST
UCTEITYEMOrO PACTBOpA, CHATHIA B | HCHOBITYEMOTO PacTBOPA, CHSTHUL B
Yd-criexrpocKonud oBazcTa oT 270 no 285 1M, noaxken | obaacti or 270 mo 285 um, umeer
FMETh MAKCHAMYM HAH MMEHMYMBI | MAKCHMYM d MHHUMYM IPH OJIHHX
TpY OLHWX W TeX e JAUHAX BOAH, | I TEX Xe JAMHAX BOAH, 4TO H
YTO M CTAHASPTHEIE pacTRop CTaHJAPTHEIH PACTBOP
- lamoneHTeTOBAY OCHOBEBIE IHTHA Ha OcHOBREIE NATHA HA
KMCAOTA 1 MEeTAyMHH XpOMaTOTPAMME HCITEITYEMOIO XPOMATOrPAMME HCIIBITYEMOTO
PacTBOPA IO ITOAOKEHHIO, 1BETY H | PACTBOPA IO MNOAOKEHHIO, LIBETY 1
TCX HHTEHCHBHOCTE JOAMHbI HHTEECHMBHOCTH COOTBETCTBYIOT
COOTBETCTHOBATE OCEOBHBIM OCHOBHBIM MIATHAM Ha
NETHAM HE XpoMaTorpaMue XpoMaTorpaMume pacTBopa
PACTBOpa CPaBHeH K. CpaBHEHW,
3 LBeTHOCTL He Boaece HHTEHCHBHERIN 10 IIBETY, Menree BYs
YeM DTEACHHBIE pacTsop Y5, Hau
BYS, nau B3, nag GYS,
4 | pH Or 7,010 7,9 7.4
5 | UsBaeKkaeMeIil o0beM,
A/ Ha
-OrnessEsit obnem 15,0 - 17,9 ma 15,5 ma
-Cpepunit ofeem He Boaee 16,7 Ma 15,5 ma
6 | Mexaruueckue ByamMele YaCcTHLEL JOATKHEL s :  Brgupie acTHILL OTCYTCTBYROT
BKAWYEHAA oTCYyTCTBOBATE (P 42/501-98) :
Yactuusr pasmepom Boaee 10 Miod 126 NacTHy /yIaKoBKy
- Be Boaee 6000 4acTHIL/ YIIAROBKY,
HacrHuner pasmepom Boace 25 MM 106,5 gactur /ynaxongy
— He Goaee 600 vyacTHIL/YIAKOBKY
7 OTHocrTeasHas 1,2018 - 1,2231 1,2100
ITAQTHOCTE, I'/ cM?

Crp. 113 3 nacizopra Ne B, o1 05022019 r




8 | OCcMOARIABHOCTS, 1833-2067 1950,3
MOCMOA /KT BOJs]
9 | Tsoxkeanle MeTasAnl, % He Hoaee 0,002 Meree 0,002 _,
10 | PoncrBeRHBIE Cymma nprmveceit meree 0,3% 0,28
coeHHeHUS [ OTHOCHTEABHO HCIIOABIYEMOTO
OPORYKTEL KOAMYECTBA [ICHTETOBCH KHCAOTEI
DA3ACIKEHUR
TIIERTETOBOM KHCAOTEL
(ITITA) BIXX
11 | CrepravHOCTE [Ipenapar goasxker GBITH CrepraeH
CTEPHALHBIM
12 | BakTepuaAbHBIE He 6oaee 0,5 E3/ma Menee (0,25 E2/ma
SHIOTOKCHEHEI
13 | KoawryecTBeRHOE
oInpeneAeHyue
- FaponenTenaT B 1 MA mperapata JOAKEO 480,62
NEMErAVMHAHE, MT COIEPKATECS OT 446 1o 492 mr {102 %)
BOXX {95-105%)
-TapgoAusnil, Mr B 1 MaA npenapaTa JOAXHO 79,0
AromEo- cogepxarsest or 74,6 no 82,4 Mr (101 %)
abcopburoHHAd (95-105%)
COEKTDOCKOITHES
14 | Merayman
[ToasipuMeTpust ;
|
Mepsoe TpeboBanue, ° -4,68° 510-5,180 - 4,9455 }
B 1 Ma npenapata JOAXKHC
Bropoe TpeGosauue, copepxarscs oT 186 o 206 mr 196,79
MT (95-105%) (100 %)
15 | H30errox meHTerosoit B 1 Ma nipenapara JoAKHO 359,77
rucaoTel (ITIIA}, MKr comepxkaTeck oT 200 mo 400 MKT
doToMeETrPHYECKOE
TUTPOBAYHE
16 | Ymaxosxa [lo 15 Ma BG haakoRs! B3 CTEKAR [To 15 ma Bo hAGKOHE M3 CTEKAA
THAPOAHTHYECKOIO Kaacea 1, THAPCAHTHYECKOTOQ KAaaCca 1,
YKYTIOpPEHHBIE PESHHOBOE MpobKoH | yEYTIODEHHLIE PE3UHOBOK npodioli
H ODKATAHHEIE AAIOMHHUEBEIM 7 OOKaTAHHEIE GAIOMHUEHEBEIM
KOAIASKOM C [TABCTMECCOBOH KOATIAYKOM C MABCTMACCOBON
TNIOAWYPeTAaHOBON Kphliueurolt. ITo noarypeTaroBoll kKpeimrevxoi, [To
10 chaaxoHOB BMECTE C 10 draaxoHOB BMECTE C
HHCTPYKIHEHR 110 IPHMEHEHHEO HHCTDYKLEEH [0 INPAMEHEHIIO
MOMELIAIOT B KAPTOHBYIO HaYKy MTOMELLEHE] B KaPTOHHVIO RYKY
17 | MapkrpoBxa Ha aruxerTre dhaaxoHg yxkazesBawT | Ha sTurerke daakoHa YKASAHO Ha

R4 PYCCKOM $3BIKE. TOPTOBOe
HaVMCHOBAENE NIpenapaTa, ¢
NPEeAYNIPEIRTEABHON MapKHUpoBKOM
®, MeIaYHapouHOe
HEeIaTeHTOBAHHOS HAUMEHOBAHRE,
ACKaPCTBEHHYIO (hODMY, ACTOTHIY

KoMITaxuy Bagneabia PY ( Y
LOBHPOBKY, COACPIKAHEe
AKTHBHOTO BeLIECTBaA B L s,
HOMHHaALEBIH 065eM, “
apmaxoTepaANeBTIIECKY0T. |
rpynmy: «KOHTPACTHOE CREeRCTRY
JAST MAIrHATHOPEe30HaRCHOIT
ToMOrpathEks, YCADBHS XPAHCERH,
YCAOBUS OTHYCKA, Crtocob
UPHUMCHERHA (xBHYyTPHBEHHO)),
IpeRyHpeAuTeAb Y0 HaAIHeh
«CTepUALHO», HOMED CEPHH
{«Cepusiv), maTy OKOHIAHHA CPOKa
TOAHOCTH («[ofieH oY), BHYTPEHHHIH

PYCCKOM SIZBIKE: TOProBoe
HaMMeHOBaHHe IIpenapaTa, ¢
OpeayNpeNTeARHON MapKHPOBROH
®, MeXROyHAPOLHOE
HENnaTeHTOBaHHOE HaHMEHOBAHNE,
ASKAPCTBERHAN (hOpMa, AOTOTHII

KOMIAHPH BAageasla PY ( b
JOUPOBKY, COAEPHaHE
AKTHBHOIC BEIISCTRA B 1 MA,

| HOMBHAALERIF 00BeM,

qxapuaxme}:;anemmeczcaﬂ CpYyIIA:
«KomTpactsoe cpeacTso nas
MAargHTHO-PE30OHARCHOH
TOMOTPaG I, YCAOBHS XPREEHHS,
YCAUBHSA OTIYCKA, CIIocoD
OPUMEHEHHS («BHYTPHBEHHOY),
HIpeayIIpeiHTeABHAA HaJIIIHCE
«CTePHALHON, HOMED CepUK
{«Cepusis], maTa OKOHYAHHSA CPOKA
ronrocTd («T'01eH H0v), BHYTPEHERH
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TEXHIEECKMIE KOJ YIIaKOBKH,

Ha matike YRaspIBArOT HA DYCCKOM
A3BIKE! TOPTOBOE HAMMEHOBAHHE
npenapara ¢ IpeAyTIpeITeALHOH
mapruposkei & MHH,
ASKapCTBEHHYIO (QOpPMY, HasBaHHe,

=3
&
TOPOJ, CTPaHy U AODTOTHIT (,*g .

v

I’J KOMTIaHKH Baaneavna FY,
Ha3BaHHe, TOPOJ ¥ CTpaHy
KOMITAHUH TTPOHU3BOIHTEAR,
OCYIIECTBASIIOIIET0 BEIILY CKarOMH
KOHTPOAL KAYecTBA, NJOSHDOBRY,
CONEPINaHNE BKTHBHOTO BEUICCTBA
B 1 Ma ¥ IEpeYeHs
BCIIOMOIATeALHEBIX BEUIECTB,
thapMaxKoTePaneBTHYECKYI0 TPYIITY
{«KorTpacTHOE CPEACTBO AAH
MATHUTHO-DC3OHAKCHON
TOMOrpadH», KOAHZECTBO
(HABKOHOB U X HOMHHAABHEIH
ofmeM, yCAOBHS XPAHEHHS,
YCAOBMSA OTIIyCKA, criocof
IPHMEHEHMS («BHYTPHUBCHHO),
NPeRYTIPeIUTEARHY IO HANITHCE
«CTEpHAREO?, HOMED
PETHCTPaTHOHHOr
YAOCTOBEPEHHS, HOMED CEPHH
(«Cepuan), ZaTy OKORYAHAT CPOKA
royHocTH («[omey o), paty
IPOH3BOACTBA («JIPOKM3IBEALHOY),
ITPHEX-KOA, BHYTPEHHTH
TEXHHYCCKIHE K04 YIIaKOBKH,

ayer

TEXHUYECKHN KO/ yIIaKOBKH.

Ha nmagxe yKasano Ha PYCCKoMm
f3bIKE: TOProBOE HauMeHCBaAHHE
TIpEnapaTa ¢ NpeAyIpeaAnTeARH 0N
Mapruposkol &, MHH,
AeXapcTBeHHas opMa, HaipaHHe,

=8
2
TOPOE, CTPAHa B AOTOTHIL (, & s

) KOMIIaHHT BAagEABLA PY,
HAIBAHUE, TOPOA ¥ CipaHa
KOMIIa¥HY IPOU3IBOLHTEAS,
OCYIIECTRASIOIIENO BRIMYCKAOUIF
KOHTPOAB Ka4YeCTR], TOSHPOBKA,
COAEPMAHIE AKTHBHOIO BEIECTEA
B 1 MA H IIepEeYeHE
BCIIOMOTATEABHBIX BEILECTB,
thapmakoTepancRTHHECKAR TpYTINa
(«KoHTpacTHOE CPENCTBO OAR
MargHuTHO-PEIOHAHCHOH
TOMOrpadHHy), KOAKIECTRO
hAaKOHOB ¥ UX HOMHHaABHEIR
obbeM, yOAOBMA XDAHEHHH,
YCAOBHS OTIYCKa, CrIocod
TIPUMEHCHHAS («BHYTPREBEHHO),
NpeayiipeuTeALHas HAOITHCh
«CTEePHABHOY, HOMED
PETHCTPALTHOHHATO
YACCTOBEPEHMS,, HOMED CEPHHA
(«Cepmsin}, 1aTa OKOHYAHIA CPOKA
ropuocTy («ogen mov, mara
IPOH3BOACTBA («[IpousBenerOn),
WTPAX-KOJ, BHYTPEHHENR
TEXHHYECKAH KO YIaKoBKH

Bayer

BaxArouenne: npernapaT MarueBucT?, pacTBOp JAS BHYTPHBEHHOro BBeneHusd, 0,5
MMOAB/Ma, haakor 15 ma (10), navyka KapTOHHAS, COOTBETCTBYET TpeboBanuaM
HOIINO015832/01-280411, usmenernuda No 1-8
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