JEKJIAPAITASI O COOTBETCTBHH

JAEKJIAPAHT, IPUHUM AIOUIHAI TEKJIAPAITHIO O COOTBETCTBHUH

340 "CAHIO3"

Ceeoenun o pecucmpayuu opeanusayuu: Mescpationnas uncnekyua Pedepanvhoii Hanoeoeot crysctol Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739159601, dama npuceoenuss OI'PH 06.09.2002.

Adpec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 0.72, kopn.3. Teneghon: 8(495)660-75-09.

B nuye: Pyxogooumens omoena no2ucmuxu (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Exucees H.B.

3ASIBJISIET, UTO

nexapemeennoe cpeocmeo: Memompexcam-26ege, pacmeop Ona unveryuu 10 ma/ma 0,75 mn, wnpuywr (1) 6
KOMMAEKME CO CMePUIbHbIMU U2NaMU C agmoMamuyeckou cucmemon sauwumel (1), ynakoexu auelikogvie
koumypnuie (1), nauxu xapmounwie, PY Ne IT N015225/03 om 07.10.2008 (0ama 3amenet 10.08.2018) evidaro
Canoos 0.0., cepus JZ3229, napmus 10085 ynaxosox, 200en do 30.06.2021, npouseoocmea IFEBE ®apma
Tec.m.6. X Hepe. KI', Ascmpus, EBEWE Pharma Ges.m.b.H. Nfg. KG, Mondseestrasse 11, A-4866 Unterach am
Attersee, Austria, ko0 OKII[2 21.20.10.211, kod TH B3 3004900002, xonmparxm Ne 02/Candoz AI'/12 om
01.02.2012, uneoiic Ne 4190513050 om 02.09.2019

COOTBETCTBYET TPEBOBAHHSIM

IIN015225/03-250714 uzm. Ne 1-6

JEKJIAPALIUSA ITPUHSITA HA OCHOBAHUH

cepmughuxam ananusa npouseooumens om 26.08.2019, Cepmughuxam coomeemcmeaus cucmemvl
menedxcmenma kavecmea ¢ Cucmeme dooposonvnoti cepmugpuxayuu "OAPM-PETHCTP" Ne POCC

AT @IK/]0.K.00208, cpox deticmeus ¢ 11.03.2019 2. do 11.03.2022 2., OO0 "Oxpysicroii yenmp konmpons
kavecmsa" (OO0 "OLKK"), 115280, 2 Mockesa, yr. Macmepxosa, 0.4, sm. 5, nom.1, xom. 1

JATA HPHHHTI/IH JEKJIAPALIUH 02.10.2019

% Enuceer H.B.

MOANKHCH d.U.0

CBEJEHMS O PETUCTPAIINH

OPI'AH I10 CEPTHO®HKAIINH, 3APETMCTPHPOBABIIHI JEKJIAPAIIMIO

RA.RU.11®OM08 OPI'AH 110 CEPTHOHKALIHH ITPOOVKLHH OFLU[ECTBO C OI'PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu, 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20po0 Mockea, yn. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, ¢e6-
caim; oyxx.pg.

1 0 COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-AT. ®M08.B.38893/19
HHUH 02.10.2019
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HOBAPTHUC

OBEBE ®apma 'ec.m.6.X. Hdrio KI', Monacuwtpacee 11, A-4866 YHrepax

CEPTU®UKAT AHAJIU3A

Haumenosanue: Metotpekcat-D6ese 7,5 mr/ 0,75 mi 1 mnpul SN PO
Marepuan: 44066275 Cepus: 173229
KonTponbuas maprus: 407964117 Cpoxk roanoctu: 30.06.2021
[T1an koHTpOJIS: AT065105 [lara npou3sBocTBa: 03.07.2019
[IpousBomuTes: OBEBE ®apwma I'eem6X Hor. KT

ITokazaTenu Tpeboranus Pe3ynprate
Onucanmne [Tpo3paunslii pacTBOp kKeNTOro 1BeTa

CoorBercTByer

Mexannueckne BKIIOYeHus
-BHAHMBIE YaCcTHIbI be3 mexannyecknx BKIIOYEHMIT CooTtBeTcTBYET

~-HEBHIHUMBbI€ YaCTHIIbI

>10 mxm: He Gostee uem 6000 wacr./mmp.
=25 MkM: He 6osee gem 600 gact./mmp.

0 wacr./mmp.
0 vact./mmp.

H3BekaeMblii 00bem

( EBp.®.) He menee 0,75 mn 0,85 M

pH

( Ep.®.) 7,0 -9,0 7,9

[TaoTHoCTH 1,005 - 1,010 r/cm? 1,008 r/cm?
Hogauunocrs (TCX, BOXKX)

-MeTtorpekcar CootBeTcTByeT TpebOBaHMAM CootBercTBYET
KoimyecTBennoe

onpeaeieHHe 9,00 - 10,50 mr/mn 9,94 mr/mn (99,4
Merorpekcar (90,0% — 105,0%) %)

ITocToponnue npumecn
-AMHHOOEH30MITTyTAMHHOBAS
KHCII0Ta

-Meronrepun

-AMHHONITEpHH
-UnuBunyansuas
HeHAeHTH(OHIIpYeMas IpUMech
-Cymma HenneHTH UIHpyeMbIx
npuMecei

-Cymma Beex npumeceit

He 6onee 0,5 %
He 6omnee 5,0 %
He 6onee 0,5 %
He 6onee 0,5 %
He Gomee 1,0 %

He 6onee 6,0 %

Menee 0,1%
Menee 0,1%
Menee 0,1%
Menee 0,1%
Menee 0,1%

Memnee 0,1%

CrepuabHocTs CrepuiibHO CrepuisHo

( EBp.®.)

bakrepnanbusie He Gonee 1,0 ED/Mn Meree 0,5 ED/mn
IHIOTOKCHHBI

( EBp.®.)

YHrepax, 26.08.2019

JlanHas cepust BBIMyIEHA.
Tomac Bummep

YOJTHOMOYEHHOE 1110

I'nasHerii oduc u 3aoa: DBEBEdapma ec.m.6.X Hor.KT" MonaceawrTpacce 11,A

Tng: +43/7665/81230; office.ebewe@sandoz.com , www.sandoz.com
Peructpaunonnsiit HomepFN 216233s Yassce

-4866 Yurepax, ABcTpus

[IpoBepeno: 26.08.2019



