TNEKJAPALIMSI O COOTBETCTBUH

NEKJIAPAHT, IPHHUMAIOIIHIA JEKJIAPATTUIO O COOTBETCTBHH

340 "CAHOO3"

Caedenun o pezucmpayuu opzanusayuu; Meoicpationnan uncnexyun Pedepanbroll harozoeoli caysicbet Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739159601, dama npuceoenus OI'PH 06.09.2002.

Aopec: 125315, 2. Mocwea, Jlenunzpadcxuii npocnexm, .72, xopn.3. Tenegon: 8(495)660-75-09.

B nuye: Ienepansuwitt Oupexmop Cogemxur 1. B.

[osepennoe nuyo: Enuceee H.B., dosepennocmv Ne 6/n om 22.01.2018 2.

3AABJSIET, UYTO

Aexapcmeentoe cpedcmeo; DPUcRupyc, mabnemyu nPOROHZUPOSAHHO20 OLliCMEUs, NOKPbLIMbIE NACHOYHOU
obonouxoii 80 mz 15 wm., ynaxoexu avetixogble koRmypubie (2), nauku kapmounvie, PY N JII1-002853 om
06.02.2015 (dama nepeoopmnenus 30.10.2015) ewdano Candos 0.0., cepus JF2128, napmus 39740 ynaxosok,
200en do 01.09.2020, npouseodcmea Candos Hnay Canau ee Tudxcapem A.C., Typyus, Sandoz llac Sanayi ve
Ticaret A.S., Gebze Plastikciler Organize Sanayi Bolgesi Ataturk Bulvari 9, Cadde No. 1, 41400 Kocaeli,
Turkey, xod OKII[2 21.20.10.255, xodo TH B3 3004900002, xonmparxm Ne 02/Carndosz AI'/12 om 01.02.2012,
ungotic Ne 4190460502 om 10.10.2018

COOTBETCTBYET TPEBOBAHHAM
JUT 002853-060215 uzm. Ne 1-2

JEKJAPAITHS OPHHSTA HA OCHOBAHHH
npomoxon ucnsimanuti Ne 8413/ om 18.10.2018 HII 000 "Llenmp xonmponsa xaiecmsa Buonaiigh”,
ammecmam axxpedumayuu RA.RU.211[K01, Cepmugpuxam POCC TR.OM08.C25445 om 18.10.2018

JATA [IPMHSITHSI NEKJIAPAITMH /8.10.2018
JIEK JAPATRASU AEACTBUTEIBHA IO 01.09.2020
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""" CBEJIEHUS O PETHCTPAIIMH

OPTAH IO CEPTHOHKAINH, 3APETHCTPHPOBABIINHA JAEKIAPAITHIO

RA.RU. 11 ®MO08 OPTAH ITO CEPTH®HKALIHH TPOAYKIHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH LJEHTP KOHTPOJIA KAHECTBA',

adpec opearusayuu.: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, am. 5, nom. I xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 2opod Mocxea, yA. Macmeprxoga, 0. 4, am. 5., men.:(495)788-02-88, se6-
catim: oyxk.pg.

NEKJIAPAIIUA O COOTBETCTBHH 3APETHCTPHPOBAHA N2 POCC RU J[-TR. DM08.A.04497/18
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SANDOZ: ;"
Division
CAHJIO3 Wnau Canau se Tumxaper A.C.
T'eG3e Cybecu
41400 I'edze Kocaenn
I'e6ze Tukapet Cukun Mioagopiorto, Ne: 5781
www.sandoz.com.ir

CeprudiHkar anaansa Doc.Ref Ne: QA/1113/2018
HaunmenoBanne : DPUCTIMPYC TABJIETKH I:IPOJIOHFI/IPOUBAHHOI"O JEMCTBHA,
MOKPERITBIE TUIEHOQYHOW OBOJIOGHYKOH, 80 MI'
Cepun Ne : JF2128 (Cepusa bank Ne: JD7485)
JaTa npou3BoACTBa :13.09.2018
Cpok roJHOCTH : 09.2020
JaTa yreepaIeHHs : 08.10.2018
HOKA3ATEJIN TPEBOBAHWS PE3VJILTATHI
Onucanue Kpyrible ABOAKOBBITYKIIbIE TaOIeTKH CooTBETCTBYET

MOKpPLITEIE TIEHOUHOH 000omouKo#, OT
fenoro ao Georo ¢ KPEMOBLIM
OTTEHKOM
oA THHHOCTR
Gencnupug (BIKX) CoOOTBETCTRHE BPEMEHH YISPKHBAHHA COOTBETCTBYET
IPH HCTIBITAHUM aKTHBHOI'O BEIIECTBA
CO CTAaHAApPTHRIM pacTROPOM
®encnupug (TCX) CoOOTBETCTBUE BPEMEHH YICPKHBAHUA COOTBETCTBYET
(Rf sHadenne) npH HCTILITAHHH
AKTHBHOI'O BEMIECTRA CO CTAHJAPTHBIM

pacTBOpPOM

OnnopoAHOCT NO3HPOBAHUA

PacueTHo-BecoBOH MeToa B cooTeTcTBHE ¢ TpeboBAHHAMHA CoOOTBETCTBYET
EP 2.9.40 AV =121

KoanuecTeeHHOe onpeae/IeHHE 76 — 84 mr/Tadn 100,18 %

®encnnpun (B3KX) (95 % — 105 %)

Cpennas macca TabieTKH 306,l Mr+5 % 306,0 mr

(290.8 mr — 321,4 mr)
Pacreopenne (BIXKX) Pacteopenue 20 — 40 % or 32 %

3asB/IEHHOIO KOJIHYECTRA 110

npoLecTBdM | daca.
Pacrropenne 40 — 70 % ot 59 %
3aABIEHHOr0 KOAHYECTBA NO

MPOLIECTBHH 3 4acoB.

Pacreopesue 70 % (Q) oT 3aj4BJI€HHOTO 92 %
KOJIMYECTBA NO MPOILECTBHH 8 4acoB.
Pacteopetue 80 % (Q) OT 3aABNECHHOTO 102 %

KONMHECTBA MO MPOLMECTBHH 24 9acoB.

172



SANDOZ: "

CAHJIO3 Hnau Cauau se THmxapeT A.C.
TeG3e Cybecn

41400 T'eb3e Kocaenwu

[eGse Trkaper Cukun Miogiepmorio, Ne: 5781
www.sandoz.com.tr

Ceprrdukar aHanH32 Doc.Ref Ne: QA/1113/2018

HanmeHOBaHHE : DPUCITAPYC TABJIETKH ITPOJIOHTHPOBAHHOI'O JEWCTBHS,
[TOKPLITBIE TIJIEHOYHOM OBOJIOYKOH, 80 MI'
Cepua Ne : JF2128 (Cepusa Bank Ne: TD7485)
JaTa npoH3BOACTBA : 13.09.2018
Cpok roaHOCTH :09.2020
Harta yrBep:RIeHAN : 08.10.2018
MOKA3ATEJINA TPEEOBAHMS PE3YJbTATHI

IocTopounue npumMecu (BIXKX)

Mencnupng N-okcua He Gonee 0,5 % Menee 0,100 %

EAuBHYNbLIE BPHMeCcH (MAKC.) He Gonee 0,2 % He o6Hapy:keHo
CyMMa npamMeceit He 6osee 0,7 % Menee 0,100 %

MukpoOHOIOrHYECKAN MHCTOTA

- Ofwee uncao a3podHBIX dakTepHid He 6omnee 1000 KOE/r Meuee 10 KOE/T
- Ofmee YUC/I0 APOACKEd U He 6onee 100 KOFE/Tr Menee 10 KOE/r
nJjeceHeBrIX rpubon

- Escherichia Coli QtcyTeTRYET/T OTCcyTCTBYET/T

KonTpoan KadecTBa, MEHeKep:

Omep Kan
09.10.2018
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