JEKJIAPAIISI O COOTBETCTBUH

JEKJTAPAHT, TIPUHUMAIOUIHI JTEKJIAPALIAIO O COOTBETCTBUH
340 "CAHJO3"

Ceedenus o pecucmpayuu opeanusayuu: Mexcpationnas uncnexyus Dedepansroit HAI020601 enyoicoor No 46 no |
2. Mockee 01.01.2008, OI'PH 1027739159601, dama npucsoenus OI'PH 06.09.2002.

Aopec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 9.72, xopn.3. Teneghon: 8(495)660-75-09.

B nuye: Pykogooumens omdena nozucmuxu (npuxasz Ne GX-601 00/18 om 15.11.2018 2.) Enucees H.B

3ASIBJISIET, UTO

nexapemeennoe cpedcmeo: Popadun Kombu, kancyn ¢ nopowsom oan unzansyu habop 12 mre/200 mxe (kancynw ¢ opromeposom
10 wm., ynaxoexku aueiikogvie konmypneie (6) + kancyasl ¢ Gyoeconudom 10 wm., ynaxkosku sueiikogvie koumypuwie (6) +
yempoiicmeo ona unearayui asponaiizep (1)), navku kapmonnvie, PY Ne JICP-003336/09 om 30.04.2009 (oama samews 08.11.2017)
eeroano Hoeapmuc dapma AL cepus BJT42 (cepus kancyn ¢ gpopsomeponay BJT41, cepua kancyn ¢ ayoeconudom 18J17NA),
napmus 27312 ynaxoeok, 20den 00 31.01.2021, npouseodcmea Hosapmuc dapma Ulmein AT, [Hseiiyapus, Novartis Pharma Stein
AG, Schaffhausersirasse, 4332 Stein, Switzerland, / @apmaxemu B.B., Hudepnandwi, Pharmachemie B.V, Swensweg 5, Haarlem,
2031 GA, Netherlands, / Hosapmuc ®apmacviomurka CA., Henanus, Novartis Farmaceutica S.4., Ronda de Sania Maria, 158, 08210
Barbera del Valles (Barcelona), Spain, koo OKITH2 21.20.10.254, koo TH B3] 3004320009, xoumparm Ne 02/Candoz AT'/12 om
01.02.2012, uneotic Ne 4190497585 om 21.05.2019

COOTBETCTBYET TPEBOBAHUSIM
JICP-003336/09-280616 uzm. Ne 1-3

JAEKJIAPAIIUSI IIPUHSITA HA OCHOBAHHUH
npomoron ucnoimanuit Ne 48947 om 31.05.2019 HJI OO0 "Llenmp xonmpons kauecmea buonaiigh”,
ammecmam axxpeoumayuu RA.RU.211JK01, Cepmuchuxam POCC ES.®OM08.C41122 om 31.05.2019

JATA TIPUHATHSI NEKJTAPALIUH 03.06.2019
JEKJAPALMSI NEUCTBUTEJIBHA JIO 3/.01.2021

M.

" nuceen H.
deraapanm MOAINHCH DO.U.0

CBEJEHUS O PETUCTPALIUUA

OPTAH 10 CEPTU®HUKAIIUH, BAPETUCTPHPOBABIIHI JEKJIAPALIMIO

RA.RU.11®MO8 OPI'AH 110 CEPTHOHKALIHH ITPOAVKIIHH OFIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu.: 115280, 2. Mockea, yi. Macmeprosa, 0. 4, am. 5, nom. 1, kom. |, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 2opod Mockea, ya. Macmeproea, 9. 4, sm. 5., men.:(495)788-02-88, ee6-
caum: oYKk
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Brinyueno:

(') N O VA RT I S Hogapruc ®apmacsiotiika C.A.

DapmaceloTika1 OnepaimH3
Ponpna Cra. Mapa 158
08210 bapGepa nen Bauec
JluueHsust Ha H3TOTOBIEHHE Nt
1520-E
Ceprudpurar GMP Ne:
NCF/1851/001/CAT

CEPTUO®UKAT CEPUU
Ne ES100200233668

Mpoayxr: DOPAJTMITI KOMEH 200/12 MKIT KATICYJIbI 60+60 RU
Cocras/I¢dekTHBHOCTD: byneconun 200 mkr
dopmotepona gymapar 12 Mkr
JlekapcTBennas gopma: TBEP/IbIE JKEMATHHOBBIE KAICY/Ibl A1 HHTANAL
Tun ynakosku: onucTep
Pa3mep ynakosku: 60+60 wTyk
Homep pernerpaunonsnoro  JICP-003336/09
YI0CTOBEpeHHSsI
CrpaHa Ha3HAYeHHA: Poccuiickas ®enepaiins
I'nobanknbiii maTepnan Ne: 717529 Cepus Ne: BIT42
JlaTta usrorosiienns 06.02.2019
Jata BeInycka: 10.05.2019
Cpok roaHoerm: 01.2021
Koanvecrro egnuny 27512.000 wryk
NPOAYKTA:

JlanHbie TecToB, TpeOOBaHWA, PE3Y/bTaThl H 3aKIIOYEHNS NPUBEIEHBI B CIIEAYIOLIEM cepTH(HKaTe/cepTH(HKaTax:

Ceprudurar Ne; ES100100277624

[TpoaykT: ®OPAJIMIT KOMBH 200/12 MKI" KAIICYJIbI 60+60 - RU
nobankHbIi MaTepuan Ne 717529 Cepus Ne:
JlokanbHblil maTepuan Ne 717529

Jdara Beinycka: 10.05.2019

IMpousBoauTe/Ib: Hosaptuc ®apmacetotika C.A.

DapmaceroTukan Onepaiiiixz
Ponpa Cra. Mapa 158
08210 bapbepa nen Banec

BIT42

JIMueH3ns HA M3roTOBJIEHHE; 1520-E

Ceprudurar Ne: ES100100275652

IMponykr: OOPAJIWJT 12 MKT BJIUCT X10 KATICYJI RU-INT
I'nodaneHelii MaTepuan Ne 885695 Cepust No: BJT41
JlokanabHblil maTepuan No 885695

JaTa BbInycka: 25.04.2019

[TpousBoauTe/n: Hosaptuc @apmackiotuka C.A.

®apmaceroTHkan Onepaiiuni

Ponpa Cra. Mapa 158

08210 Bapbepa nen Bannec
JIMeH3Hna Ha H3roTOBASHHE: 1520-E

Crpanuua 1 /17

Hacroswuit ceptudurar Obl1 aBTOMaTHYECKH CTEHEPHPOBAH.
JaHHble yTBEPK/I€HBI OTBETCTBEHHEIM JIMIIOM




' Beinyweno:
( ) N O VA RTI S Hosapruc ®apmacsiotika C.A.
®apmacerotukan Onepsiuns
Pouna Cta. Mapa 158
08210 BapGepa nen Bamiec
JInuensust Ha u3rotornenne Ne

1520-E
Ceprucurar GMP Ne:
NCF/1851/001/CAT
CEPTU®UKAT CEPUHU

Ne ES100200233668
Cepruduxar No: CH120100419802
IMponykr: DOPAJTNIT/08 12 MKT.KAIICYJIBI IMP
I'06anbHeIi MaTepnan No 857527 Cepusn Ne; SLX57
JlokanbHeli MaTepran Ne 857527
Jarta BbInycka: 15.03.2019
IMpou3BoauTen: Hoaprtuc ®apma, Llreiin AT

Ladhdxaiizepurpacce

4332 Ilreiin

HIseiinapus
JIHUEH3HS HA H3TOTOB/IEHHE: 504879
JonoJHUTE/ILHBIE I0KYMEHTBI;
HasBanune 1okymenTa: DOPAJINIT KOMBEU UHIAJIATOPLI MATEPUAJL 020452 _CEPHA

B1261K01
CcbllIka Ha JOKYMeHT:
Hasranne nokymenra: POPAJINII KOMBEH UHTAJIATOPbI_MATEPHAJT 920452 CEPHS
B2792J01

CchlJIKA HA IOKYMEHT:
Ha3sBanne noxkymenra: MH®DJIOHHU]] 200 MKT_MATEPHAJI 885543 CEPHS 18J17NA

CchL1Ka HA I0KYMENT:
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Hacrosmit ceprudukar 611 aBTOMaTHYECKH CreHepHPOBAH.
JlaHHbIE YTBEPHKICHBI OTBETCTBEHHBIM JIHLIOM




‘ Brinyueno:
( ) N O VA RT | S Hosapruc ®apmacsiotika C.A,
‘ ®apmaceroTukan Onepaiimns
Ponna Cta. Mapa 158
08210 bapbepa nen Bannec
JIuuensus Ha usroroseHme Ne
1520-E
Ceprudpuratr GMP No:
NCF/1851/001/CAT

CEPTUD®UKAT CEPUU
Ne ES100200233668

[Mpoayxkr: ®OPAJIUIT KOMBH 200/12 MKT" KATICVYJIbI 60+60 RU
I'nodanbubiii Matepuan Ne: 717529 Cepusi No BJIT42
3akmouenne:

Hacrosmmm yaocrosepsto, uro nanuas HH(OPMaLMS MOUTHHHA M BepHa.

Hantas cepus cosnana/ npousseneHa, BKIrOYas YNAKOBKY M KOHTPOJIb, HA BBILIEYTOMSAHYTOM MECTe
HIPOM3BOJICTBA B COOTBETCTBHY C npasuiaMu GMP J0KalIbHOrO peryisTopHoro opraHa u cneundukanmei
PETUCTPALHOHHOIO Y0CTOBEPEHHS UMIOPTHPYIOLIE CTPAHBI.

HapaGorka, ynakoska u ananus cepun COOTBETCTBYIOT TpeboBaHusm GMP.

OTBercTBeHHOE JIHIIO: oy nut Benenn Muner
Harta u Bpems: 10.05.2019 15:29:34
KemmenTapuii:

WHranaTopsl, Henossiyemble a1s 37oro poayKTa, caenauel U3 Matepuaia: 920452, cepus B1261K01 u
B2792J01. Cmotpu cepruduxar na ceputo: CH120200507914 u CH120200496463

JInuo, BhutaBiee ceprudukar: Jxynut Benenu Munser
JoKHOCTD: YnonHoMouennoe nuuo
Harta u Bpems: 13.05.2019 08:16:05
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Hacrosuwmit ceprudukar 6bu1 anToMaTHYeCKH CrEHEPHPOBAH.
JlaHHble yTBEPKICHBI OTBETCTBEHHBIM THIIOM



Boinywmeno:

l‘) NOVARTI S Hosapruc ®apmacsiotiika C.A.

DapmaceroTikan Onepaiiniys;
Poupa Cra. Mapa 158

08210 Bapbepa nen Bannec
Henanns

CEPTU®UKAT CEPUHU
Ne ES100100277624

Iponykr: DOPAJIHJI KOMBH 200/12 (60+60) RU KATICYJIbI C [TOROIHKOM JIJ15]
HHIAJIALIMA

I'1odanbhbIil MaTepnan 717529 Cepus Ne: BIT42

Ne:

Jara nsrorosaeHns: 06.02.2019 [TpoTokos anannsa Ne: 4130110142

Cpok rogHocTH: 31.01.2021

HopmaTusnas DP_3746732 001 R_2 # DP 3754751 001 C 01

JOKYMEHTALHS:

Tectnl Tpebopanus PesyabTaThl

[Tepeuunas ynakoeka (QPopannn) CooTBeTCTBYET CTAHAAPTY CPABHEHUSA CootBeTcTBYET

[Meppuunas ynakoska (Mudaonum) CooTBeTCTBYET CTAHIAPTY CPABHEHHS CootseTcTBYET

Bropuunas ynakoska (Qopaaun CooTBeTCTBYET CTAHIAPTY CPaBHEHHA CooTBeTcTBYET

Kombon)

Huranstop CoOTBETCTBYET CTAHAAPTY CPABHEHMS CootgercrByer

['maBHas moanoxka CooTBeTCTBYET CTAHAAPTY CPAaBHEHMA CoorBeTcTBYET

[Moanoxka nHranaTopa CooTBETCTBYET CTAHAAPTY CPaBHEHMS CootreTcTBYET

Hucrpykuus CoOTBETCTBYET CTAHIAPTY CPABHEHUS CooteeTtcrByer

Dopanun HoMep cepuun B cooTreTcTBHH C CooTtgeTcTBYET

MEPBUYHOH/BTOPHYHOMH YITAKOBKOI

Crpanuua 4 /17

Hacrosumit cepTudukar Gbla aBTOMATHYECKH CrEHEPHPOBAH.
JlaHHble yTBEp: K ACHBI OTBETCTBEHHBIM JTHLIOM




Buinymexo:

(’) N O VA RT I S Hoeapruc ®apmackiotnka C.A.

MapmaceroTikal OnepaiiiiHi
Ponna Cra. Mapa 158
08210 Bapbepa nen Bayuec

Mcnanus

CEPTUO®UKAT CEPUU
Ne ES100100277624

IMpoaykr: DPOPAJINIT KOMBH 200/12 (60+60) RU KATICYJIbI C-HIOPOILIKOM 114
HHI'AJIALMA

I'1obaabHbIil MaTepnan 717529 Cepus Ne: BIT42

Noe:

TecThl TpedoBanns Pe3yabTaThl

Mugnonua Homep cepuu B cooTBeTcTBUH C CooTBeTCcTBYET
NePBHYHOH/BTOPHUHOI YIAaKOBKOH

®opaaun Komdu Homep cepuu B cootBercTBHH C CooTtBeTcTBYET
MepPBHYHONH/BTOPHYHOM YIIAKOBKOMH

Cpoxk ronHocti Mopaaun KomMou 23 mecsua CootseTcTBYET

3akao4eHHe:

Cepusi COOTBETCTBYET clieUM(HKALNH HOPMaTHBHOM JOKyMeHTaunH. HacTosimM ya0CcToBepsIo, HTO JaHHAsA
vH(popMaums nojMHHa u Bepna. HapaGoTka, YI1akoBKa M aHAIIN3 cepHU COOTBETCTBYIOT TpeGosanusm GMP.

OTBeTcTBEHHOE JIHILO: Anjpea Bepca Canues

laTta u Bpemsi: 10.05.2019 15:05:24

JIuno, Be1aaBuee ceprudukar; Jxynur Benenn Muster
JLO/TIHOCTB: Ortnen obecrieueHus KauecTsa
Jara u Bpems: 13.05.2019 08:15:49

Crpannua 5/ 17

Hactosiwnit ceptudmkar Gb11 aBTOMaTHYECKH CreHEPHPOBAH.
HaHHble yTBEPKICHB OTBETCTBEHHBIM THIIOM



«TEBA ®APMAXEMM»
CEPTH®HKAT BbIITYCKA CEPHH

Pacdacosanublii npoaykr:

Haspanune npoaykra: MHDJIOHWU L, JUTA MHTAJTIALAMA 200 MKI™ X10 BJIMCTEPOB
(8X10 BAPBEPA) RU

PCH BHyTpeHHHIT HOMep cepun D499410

Buewnnii Homep cepun: 18J17NA

ApPTHKYJ HOMEp: 54054872

Homep marepuana Hosaprtuc: Henpumennumo

Jlata npousBo/cTsa: 17.10.2018

Jara Bblnycka: 11.02.2019

Cpok romHocTH: 09.2021

KonuvecTBO yrnakoBok: 176200

CTpaHa HazHaueHuA: Henpumenumo

Peructpaunontoe yaocrosepeHue: Henpumenumo

JlexapcTeenHas dopma: KarncyJbl 111 HHrajlalUum

Tun ynakoBku: bnucrepsl

Howmep orcnexuBanns PSB/GLC (ecau Henpumennmo

NMPUMEHHUMO):

PaGora: Bepcua: B Cepua: P808501 IMyukr: 93107102 — DSSP Byneconun 200
MKT 8%10 P

YnakosaHo n3 Gank-cepun

Hassaune nponykra: BYAECOHHW/T 200 KATICYJIb] U151 UHTAJIATIMK BULK
Homep cepun: G499417

Kon natbr: 18J17N

Howmep apTuxyna: 49708200

Hara npousBoacTsa: 17.10.2018

Jlara Bbimycka: 11.02.2019

[Tpumeuanue Kk HepachacoBaHHOMY [X] He ormeueHo oTKIOHEHNH B X0/1€ poLEcca TPOH3BOICTBA
HPOLYKTY: HJIH

[ ] HaGmomanuces oTkioHeHus B Xo1e NpoLecca NpoM3BoCTBa,
KOTOpbI€ OblIM U3yUEHbI COTIACHO BHYTPEHHEI npouenype
KOMMNETEHTHbIM JTHLOM. MccnenoBanme NpULLIIO K 3aK/IOUEHHIO, YTO
OTKNOHCHUS HE BIIMAIOT Ha 0e30M1aCHOCTb U 3P PEKTUBHOCTL TIPOYKTA,
4TO NOMYCKAET CePTH(HKALHIO,
CcpllKa Ha OCHOBHBIE/KPUTHYECKHE OTKIOHEHHS: «H/M» WK
«MOEHTHQHKALMOHHBII HOMEP 3aMHCH»

ConyTeTBytolue npoTokobl Koutpons  [X] Her

M3MEHEHHIT: HJIN
[ ] Ccbinka Ha JOKYMEHT N0 KOHTPOJIIO H3MEHEHHI

Bee npiBe/ieHHbIC B 1aHHOM IOKYMEHTE NPOIYKThI IPOM3BEeHb! komnanueii «Dapmaxemn BBy, Ceencser 5,

2031 GA Xaapnem

Howmep nnuensun na wsrotosnenue: 4094 F, Cepruduxar GMP Ne: NL/H 18/2003994.

Hacrosmm ynoctoBepsiio, 4To 1annas nHpOPMALINA NOLTHHHA W BepHa. JlaHHad cepus Npo/yKTa cosiana/
[IPOM3BC/ICHA, BKJIIOYAA YIAKOBKY W KOHTPOJIb, HA BBIILEYIOMAHYTOM MECTE MPOH3BOACTBA B COOTBETCTRBHH C
npasiiami GMP 10KaIbHOTO peryIATOpHOro opraHa i crietH(uKaLeii perncTpaliHOHHOTO Y10C TOBEPEHHS
UMNopTHpYloLeit cTpadsl. HapaboTka, ynakoBka 1 aHain3 CEpHUH COOTBETCTBYIOT Tpeborannam GMP.

JlaTa KOHE4YHOrO BbiMycKa: (noanucaHo)
dapmalesT, yNoJaHOMOYEHHOE JTHLO M. X. nen Xapunr

Crpanuua 1 u3 | D499410
«®apmaxemu B.B.» 22.02.2019
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Hactosuwmii ceprudukar 6bu1 aBTOMaTHIECKH CreHEPHPOBaH.
JlaHHbIe YTBEp#/IeHbl OTBETCTBEHHBIM JIMLIOM



«TEBA»

Ceprudukar anaausa
BYJIECOHW/]] KATICYJIBI 200 MKT (ITEPBUYHBIN BAJIK)

Cepus Ne: G499417 Koa marepnana: 49708200
JaTta npon3BoacTBa;: 17.10.2018 HneHTH)HKAUNOHHBI KOA: 18J17N
Hata ananusa: 14.11.2018

Brinyck no 1200.5696

cneuHUKaunn:

TecTbl Tpedosanus PesyabTaThl

Dusnyeckne napamMeTpsl:
Onucanue Teepbie KeNaTHHOBBIE KATNCYIbl ¢ CooreeTcTBYET
KPBILIEYKOI CBETIO-PO30BOTO LBETA H
0ecLBETHBIM MPO3PAUHBIM KOPIYCOM,
conepxaime Oenslii nopouok. Ha kancyne
HaHeceH jorotun gorotun u « BUDE 200»

Pazmep kancyisl:

Hnuna 152 -16.1 mm 15,7 mm
LLnpuHa < 6.2 MM (+5.8 Mm) 5,7 Mmm
IMoannuHoCTh
- UK-CriektpomeTpus CootsercTryeT byaeconnny CRS CooTBeTcTBYET
- BDXKX CootserctByeT byneconnay CRS CootseTcTBYET
Macca
CpenHsist Macca coAepkKUMOro 23.75-26.25 mr 25,15 mr
OIHOPOIHOCTL MO Macce CooTBeTrcTBHE CooTtBeTcTBYET
OIHOPOIHOCTE COAEPKHMOTO CooTseTCcTBHE 98 - 103 %
(Ep.®. 2.9.6) (BDXKX)
KonuuecteeHHoe onpeaeneHue 106.4 — 123.6 % oT 3aABIAEHHOrO 115,2 %
metonom BOXKX KOJTHUeCTBa
Bona 45-55% Boinonusercs nepHoaMyecki
[ponykTsl pacnana (BOXKX)
- Jiobas EP npumecs He Gonee 0.5 % BrinosiHsieTest nepHoaHyecku
- Jlrobas npyras He Gonee 0.2 % Boinonuaercs nepHoaMyecku
HeHAEeHTHOHIMPOBAHHAA MPHMEChH
- Cymma npumeceit He Gonee 1.0 % BoinonHaercsa nepuoaniecku
A3pOAHHAMHYECKOE 14 - 32% 3asBIEHHOIO KOJIHUECTBA 22 %

pacnpeneneHue MeIKOIHCTIEPCHBIX
yacTtuu (MeHee 5,3 mkm) (BDIKX)
OnHOPOMHOCTL BbINYCKaeMoii

no3el, BOKX

- BCE KalcyJbl oT 65 10 135 % OT cpeaHero coaepKaHus 89-110 %

- He MeHee 9 kancyn 0T 75 10 125 % OT CpeAHEro CoAepKaHHs

- Cpe/HsA BbINycKaemas 103a He menee 80 % 3asBaeHHOro KonnuyecTsa 91 %

Cymma AspobHblx He ©onee 100 KOE/r Menee 5 KOE/r
MHKPOOPraHH3MOB

Cymma JlposckH 1 nieceHs He 6onee 10 KOE/r 0 KOE/r
KenyeycToiyneble rpam- OTCyTCTBYHOT Orcyrerpytor

OTpHLATeNbHble OaKTepHH
«Dapmaxemu 66»
Csencaes 5
Xaaprem
Huoeparandu
JTuyenzusn na npouzsodcmao: 4094 F
Ctpanuna 1 u3 2
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HacTtosumii ceptiduKar ObUT aBTOMATHIECKH CTeHEPHPOBAH.
JlaHHble yTBep&KICHBI OTBETCTBEHHBIM JIHLIOM



«TEBA»

Ceprudukar anajiusa
BYJIECOHU]T KATICYJIbI 200 MK (ITEPBUYHbII BAJIK)

Cepnsa Ne: G499417 Koa maTtepuana: 49708200
Jata npousBoacrsa: 17.10.2018 HaenTnhukaunoHHBIN KoA: 18J17N
JdaTa ananusa: 14.11.2018

Brinyex no 1200.5696

cneungHKALNH:

Tectni Tpeboranus PesyabTaTel
Staphylococcus aureus OTCyTCTBYHOT/I OTCyTCTBYHOT
Pseudomonas aeroginosa OTcyTeTBYOT/T OTcyTeTBYIOT

Cepus cooTBeTeTBYeT cneundurann HopMaTHBHOIL JokymenTauun, Hactosumm YA0CTOBEPSIIO, YTO
naunast nagopmauns noamuna n Bepua. HapaGoTka n aHAIN3 cepHN NPOBEPEHbI H COOTBETCTBYIOT
Tpedosanusim GMP.
Hacrosiunm y10cToBepsto, 4To AaHHas nHpOpMaLA NOLIHHHA 1 BepHa. HapaGoTka u aHains cepii npoBepeHsi
H COOTBETCTBYIOT TpeGoBaHuam GMP.

Cepus BeinyieHa XaHc BaH Xaapliem
JomknocTn dapmalieBT, yOIHOMOYEHHOE JIHLIO
Jdarta Beinycka 21.02.2019 13:51:22

[TockosIbKy AaHHBIH J0KYMEHT NOAYUYEH ¢ MOMONLbIO BATHIMPOBAHHOMN CHCTEMbI YTIPaBIeHHs HHpOpMaLHeii,
J@HHBLI TOKYMEHT COJEPKUT INEKTPOHHYIO NOMHCh.

«Dapyaxemu 66»

Ceenceee 3

Xaapreu

Huodepranoe

Jluyensus na npouzeodcmeo: 4094F

Ctpannna 2 u3 2
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Hacrosmmii ceprudukar Obll aBTOMAaTHYECKN CTEHEPHPOBAH.
JlaHHbIE yTBEPKAEHBI OTBETCTBEHHBIM JTHIIOM



Ceprudukar ananuza
BYJIECOHWT KATICYJIbI 200 MKT (ITEPBUYHBII BAJIK)

Cepus Ne; G499417
JaTa npousBoncrea: 17.10.2018
JaTa ananusza: 14.11.2018

Beinycex no
crneunpUKannm:
TecTbl

Dusnveckne napameTpsi:

Onucanue

Paszmep kancyssi:

Hnuna
Wnpuua

[MornunnocTs
- UK-Cnekrtpomerpus

- BOXKX

Macca
Cpennss Macca coaepKumMoro
OnHopoaHocTh No Macce

OJIHOPOHOCTH COAEPKHMOTO
(EBp.®d. 2.9.6) (BDHKX)
KonuuectsenHoe onpenenenue
MeToaoMm BOIKX
Bona
ITpoaykTel pacnana (B3 X)

- Ipumecs A

- [pumecs D

- Ipumecs L

- Jhobas npyras
HEHICHTH(DMLIMPOBAHHAS TIPUMECH

- Cymma npumeceit
AspoaHHaMUYecKoe pacnpeieneHue
MEJIKOTICTIEPCHBIX YACTHIL (MeHee
5,3 Mrm) (BDIKX)
OIHOPOJHOCTD BBINYCKAEMOI 03I,
BOXX

- BCE Karcybl

- He MeHee 9 karicyn

- CpeaHss BbIMycKkaeMas 103a
Cymma AdpoGHbIX
MHKPOOPraHH3MOB

«Dapmaxemu 66»

Ceenceee 5

Xaapnewu

Huoepnanow

Juyensust na npoussodcmeo: 40945

Crpanuua 9/ 17

Koa matepuana:
Waentndukaunonnsiii kop:

DP 3754751 001 C 01

TpeboBanns

Teepiibie KenaTHHOBLIE Karcy bl ¢
KPLILIEYKOH CBETI0-PO30BOro LBETA U
OECLBETHBIM TPO3PatHBIM KOPITYCOM,
coacpialine Oenslii noporwok. Ha kancysne
HaHeceH gorotun norotun n « BUDE 200»

152-16.1 mm
< 6.2 MM (+5.8 MM)

Coorserctryer Byneconuny CRS

Coorserctnyet Byaeconnay CRS

23.75 -26.25 mr
CooTsercTBHE
CooTsercTBHE

106.4 — 123.6 % 0T 3a8BIACHHOTO KONHYECTRA
4.5-55%

He Gonee 0.2 %
He 6onee 0.2 %
He Gonee 0.2 %
He Gonee 0.2 %

He Gonee 1.0 %
14 - 32% 3asBI€HHOrO KONHYECTRA

0T 65 10 135 % 0T cpenHero conepxanms
oT 75 1o 125 % ot cpeanero comepianms
He menee 80 % 3assnenHoro konmuecTsa
He 6onee 100 KOE/r

Crpanuna 1 u3 2

49708200
18J17N

PesyabTathi

CootsercTByeT

15,7 MM
5,7 MM

CootrsetcTByer

CootBercrayer
25,15 mr

Cootsercrayer
98-103 %

115,2 %
Bbl]'IOIIHHeTC}] NePpHOAHYECKH
<0,05 %
<0,05 %
<0,05 %
<0,05 %

<0,05 %
22 %

89-110 %

91 %
Menee 5 KOE/r

Hacrosamuii ceprudukar 6ui1 aBTOMaTHUCCKH CreHepHpOBaH.
HaHHbIe YTBEPKIACHBI OTBETCTBEHHBIM JTHLIOM



«TEBA»

Ceprudukar anaausa
BYJIECOHW]T KATICYJIBI 200 MK (TIEPBUYHbBIHM BAJIK)

Cepust No: G499417 Koa martepuana; 49708200
Jata npousgoacrsa: 17.10.2018 Haentnduraunonusiii koa: 18J17N
JlaTa ananusa: 14.11.2018

Boinyek no DP 3754751 001 C 01

cneunpHKanu:

TecTnl TpeGoBanus Pesyabrarel
Cymma JIposikH W TIIeCeHb He donee 10 KOE/r 0 KOE/r
KenueycToiiuuBbie rpam- OTeyTcTBYIOT/T OTcyTCcTBYIOT
OTpHUATENIbHbIE GaKTepnn

Staphylococcus aureus OTcyTCTBYOT/T OtecyTeTByOT
Pseudomonas aeroginosa OrcyTeTBytoT/T OTeyTeTBYIOT

Cepusi cooTBeTCTBYET cneundUKALNN HOPMATHBHOI ToKyMeHTann. HacTosmm YAOCTOBEPSAI0, YTO
AauHast HHPOPMAaLHsI I0ATHHHA W BepHa. HapaGoTka n ananus cepuu nposepenbl u COOTBETCTBYIOT
TpeboBanusam GMP,
Hacrosiuum yaocToBepsito, 4To nanHas HHGOpMAIus NOUTHHHA 1 sepha. HapaGoTka n aHaln3 cepHH npoBepeHs!
1 COOTBETCTBYIOT TpeOoBaHHsiMm GMP,

Cepust BeInywieHa Hedke nen Xapunr-Buccep
JonxHoers (apMaleBT, YMOJTHOMOYEHHOE JIHLO
laTta BeInycka 21.02.2019 13:54:12

[ockonbKy naHHBL 10KYMEHT MOJTYUeH ¢ NOMOUILIO BATHANPOBAHHOI CHCTEMb ynpasieHusa nHpopmauueii,
IDaHHbIA JOKYMEHT COAEPKHT IEKTPOHHYIO MOAMHCh.

«Papyaxesru 66»

Ceenceee 3

Xaapnewm

Huoepranow

JTuyenzus na npouzeodcmeo: 4094F

Crpanuna 2 u3 2
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Hacrosiumit cepTi(ukar Gbln aBTOMATHYECKH CreHEPHPOBAH.
HaHHble YTBEPK/AEHbI OTBETCTBEHHBIM JIHLIOM



) NOVARTIS

[Tpousseneno:
Hogaptuc ®apmacsiotika C.A.

PapmacbtoTuran Onepaiiuns
Ponna Cra. Mapa 158
08210 bap6epa nen Bannec

HUcnanus

CEPTU®UKAT AHAJIN3A

Ne ES100100275652

IMpoaykr: ®OPAJIHII 12 mkr BJIMCTEPBI C KATICYJIAMHU %10 RU

Inobanbublil maTepuan Ne: 885695 Cepust No: BIT41

Jara npoussoncrsa: 06.02.2019 AHanaus Ne 4130110141

Cpok roaHocTu 31.01.2021

Hopmaruehnas DP 3746732001 R 2

AOKYMEHTALHSA

Tecthl Tpedoanus PesyabTarTsi

[TepruuHas ynakoska CooTBeTCTBYET CTAHAAPTY CPABHEHHSA CooTseTcTBYET

BropuuHas ynakoska CooTseTcTBYeT CTAHAAPTY CPABHEHMS CootseTcTBYET

Homep cepun CooTBeTcTBYET NEPBUYHON/KOHEUHO it CootrseTcTBYET
YNaKOBKe

Cpok rogsocTn 23 Mecsua CooTBetcTBYET

3akiouenue:

Cepusi coOTBETCTBYET CrieUM(HKALIMK HOPMATHBHOI JIOKyMeHTalUM1. HacToAMM y/10CTOBEPSIIO, UTO JaHHAs
HH(opMauums noHHHEA 1 BepHa. HapaGoTka, YTaKOBKa W aHAIH3 CEPHH COOTBETCTBYIOT TpeGoranusm GMP.,

OTBeTcTBEHHOE JIHLIO:
Hdarta n Bpems:

Jlnuo, Be1aaBIICE cepTHdHUKAT:

Jo/KHOCTD:
Jarta u Bpemsa:

Crpannua 11/ 17

HacTtosmmuii ceprudukar 6b11 asToMaTHueckn CreHEPHPOBaAH,

Annpea [lereca Canues

25.04.2019 11:36:32

[bxynut Benenn Munner

YTONHOMOYEHHOE JTULIO — TeXHUYECKMI peu3

25.04.2019 12:06:13

ﬂaHHb[E YTBEPKACHBI OTBETCTBEHHBLIM JTHLIOM




) NOVARTIS

[Mpouzreneno: .
«HOBAPTHUC ®APMA ILITEWUH AI'»

[Haddxaysepmrpacce
4332 Ulreiin
[seiinapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100419802

IMpoaykr: ®OPAJIMJT KATICVJIbI C TIOPOIIKOM JUUTS1 MHTAJISILIMI 12 MKT. 008 JUUTA
YITAKOBKH IN BULK

[nobanbueiii matepuan Ne: 857527 Cepus Ne: SLX57

JlaTa nsroros/jieHus: 06.02.2019 IMpoTokon ananusza Ne: 4100393771

HopmaTugHnasn DP 3746732 001 R 2

JAOKYMEHTAIIHUA:

TecThl TpeGoBanus PesyabraThi

Onucanue: LBET COAEP;KUMOro benbiit besnblii

CBOOOIHO ChIMyUHii
MOPOIIOK
Onucanne: UBeT Karncyn [po3pautisie [pospaunsie
Onncanue: rpaBupoBka Ha Kpbiweuke u koprmyce  «CG / FXFy (yepubiMi uepaunamun)  «CG / FXF»

Onucanue: BHEWHHI BHI COAEPKHMOTO CB00GOIHO ChIMyYHit MOPOILOK

Onucanue: pazMep Kancy/isi Pasmep 3 CootseTcTBYET
TBUHOBBIN MMIMH/KEP: DPaKLMs MENKNX yacTHL 15 — 35 % 21 %

Cpennss macca coaepKHMOTro 225-275mr 253 mr

[ommunnocts MeTosom TCX: dopmoTepona CooTreTcTBYET CTAHAAPTY CoOTBETCTBYET CTAHAAPTY
bymapaT auruapar CpaBHEHHA CpaBHeHHs

HNoumunocts Metonom BOXKX: dopmorepona

(ymapat auruapar

CooTseTcTBYET CTAaHIAPTY
CpaBHEHHsl

CooTseTcTBYeT cTaHaapTy
CpaBHEHUS
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Hactosiunit ceprudukar 611 aBTOMaTHUECKH CreHEPHPOBAH.
HaHHb1e yTBEpkIeHbI OTBETCTBEHHBIM JIHIIOM




Uy NOVARTIS

[Ipousseneno:

HOBAPTUC ®APMA IUTEHH AI'

Madypxaysepurpacce
4332 lreiin
HIBeiinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100419802

[MpoaykT: DOPAJIUIT KATICYJIbI C TTIOPOLLIKOM JUUISA MHT AJISILIAM 12 MKT. 008
I8 VITAKOBKH IN BULK

I'nodaneublil maTtepuan Ne: 857527

Cepus No:

SLX57

TecTnl

TpedoBauns PesyibTaThl

OIHOPOJAHOCTh BBICBOOOK1AEMOIT 103bI METO0M
BOXX: uncno cnefoBaHHbIX eIHHHL

OnnopoaHoCTh BHICBOOOXK/1aE€MOiT 10361 METOIOM
B3XKX — dopmotepon: cpennss BrIcBoO0k 1acMas
no03a

OnaHoponsocTh BbICBOGOKAAEMOI 10361 METOIOM
B2XKX — dopmoTepon: Yncio kancysn, HaXoaAHXCs
BHE MpeNienoB £25% oT cpeiHeii BRICBOOOK 1aeMOil
1103kl

OAHOPOAHOCTH BLICBOOOIKIAEMOIT 10361 METOIOM
BOXX — ®opmoTepon: Ynesno kancyn, HaxoAsimxes
BHe npesienioB £35% ot cpeaneii BRICBOOOXK 1aeMOii
N10361

OnHOPOAHOCTE BHICBOOOKIaeMOiT 103b1 METOIOM
BOXKX : dopmoTepona dymapar auruapar

10-30

8.5—-11.5 Mxkr

CootBeTtcTBYET
Creuuduraliimu

10

9,6 MKT

CootBeTcTBYET
Creundukanuu

Crpanuua 13 /17

Hacrosummii cepriudukar 6u11 aBToMaTHYCCKH CreHepHUpoBaH.
HaHHble yTBEPKACHbI OTBETCTBEHHBIM JTHLIOM




Y NOVARTI

S

Ilpousseneno: .
HOBAPTHUC ®APMA IHTEHMH AT’

[lagdxayzeprpacce
4332 llTeiin
[Igeitnapus

CEPTU®UKAT AHAJIU3A
Ne CH120100419802

Mponykr: ®OPAJIUIT KATICYJIbI C TOPOLLIKOM JIJ151 MHTAJIALIAA 12 MKT. 008
JUJIA VITAKOBKH IN BULK

Inodanbublil maTepuan Ne: 857527 Cepusi No: SLX57

TecThl Tpedopanus PesysibTaThl

[TpoaykTel pacnana metoaom BDIKX: Sch-2566 He Gonee 0.5 % <0,1 %

[MpoaykTsl pacnana meroomM BOIKX Sch-2570 He 6onee 0.3 % <0,1 %

[TpoaykTel pacnaaa metoaom BOWX: Sch-2571 He Gonee 0.3 % <0,1%

[MpoaykTel pacnaga metogom BDXKX: Sch-2575 He 6onee 0.3 % <0,1 %

[TpoayxTsl pacnana metogom BOXX: Sch-2576 (CGP  He 6onee 0.3 % <0,1 %

70886)

[TpoayxTsl pacnaaa Mmetogom BOXX: Sch-2729 He donee 0.3 % <0,1%

[MpoaykTel pacnaaa metogom BOXKX: Sch-3054 He 6onee 0.3 % <0,1 %

IMpoaykTel pacnaia metogoM BOMX: He Gonee 0.3 % <0,1 %

HeWJIeHTH(HLIHPYEMBIE KaKI0ii
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HacToswuii ceprugukar Obl1 aBTOMAaTHYECKH CTEHEPHPOBAH.

JlanHble yTBEPK/ACHBl OTBETCTBEHHBIM JTHULIOM




Uy NOVARTIS

ITpouseeaexo: .
HOBAPTHC ®APMA IUTEUH AI'

[Tadpxaysepurrpacce

4332 lreiin
IIseituapus

CEPTU®UKAT AHAJIU3A
Ne CH120100419802

Ipoaykr: DPOPAJTUIT KATICYJIBI C [TOPOLUKOM JIJ151 UHT AJISILIMH: 12 MKL, 008
JULA YITAKOBKH IN BULK

Cnobanebueiii maTepuan Ne: 857527 Cepusn No: SLX57

TecTnl TpedoBanus PesyabTaThl

Creundrueckne npoaykTsl pacnaga: Sch-2567 He 6onee 0.3 % <0,1 %

(CGP 47086 A)

Cymma npoaykTos pacnana, Bkmouas Sch-2567  He Gonee 0.4 % <0,1%

(nckn. Sch-2566)

CyMMa npoJyKkToB pacnaja, Bkiouas Sch-2567  He Goee 0.9 % <0,1 %

OGutee coneprkanue adpoGHbIX GakTepHit He 6onee 200 KOE/r <10 KOE/r

(TAMC)

Conepxanue IposcKeBbIX U IIeCHeBBIX rpuGoB  He Gonee 20 KOE/r Menee 2 KOE/r

(TYMCQC)

Pseudomonas aeruginosa s | r He nomxuel odHapykuearscs  He oGHapyxkusaoTes

Staphylococcus aureus B 1 He momxuer obnapyxuBathcs  He oGHapyskuBaroTcs

Crpanuua 15/ 17

Hacroswnii ceprudukar ObU1 aBTOMAaTHYECKN CTEHEPHPOBAH.
JlaHHbIe YTBEPKIEHbI OTBETCTBEHHBLIM JTHLIOM




Uy NOVARTIS

CEPTUD®UKAT AHAJIU3A

IIpousseneno:

HOBAPTHC ®APMA ILITEHH AT

[Tagdxaysepurrpacce

4332 reitn
[1Irefinapus

Ne CH120100419802

Ipoaykr: ®OPAJIUIT KATICYJIbI C [TOPOLLIKOM JIJIs1 UHT AJISLIMI 12 MKT. 008
JUIA YITAKOBKH IN BULK

I'nodanbublii matepuan Ne: 857527 Cepus No: SLX57

TecThl TpedoBanus Pe3yabTarThl

HKemyeycToiunBbie rpamM-0TpHLATEIbHbIE

Oakrepun B I 1

OaHopoaHOCTL 103HpoBaHua MeTotom BOKX: 10-30

YHUCJI0 HCCIICNOBAHHBIX €1HHHIL

OunHopoaHocTh A03upoBaHua Metogom BOXKX — =

dopmoTEPOT: MUHUMYM

ONHOpPOIHOCTH 103HpoBaHuA MeTonoM BOKX — -

OOpMOTEPON: MAKCHMYM

OIHOpPOIHOCTE 103UpOBaHUA MeToloM BOXKX — -

DopMOTEPOI: CTAHAAPTHOE OTKJIOHEHHE

OnHOpOAHOCTH N03HpoBaHus MeTonoM BOKX — He Gonee 15.0 %
@dopmoTepon: npHemieMas BelHYHHA

He nomxubl obHapyxuBaTthea He oGHapyskuBaloTes

10

94,7 %
109.4 %
4,2 %

10,1 %
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Hacroswuit cepTHhHUKAT GbLT aBTOMATHYECKH CreHEPHPOBaH.

):[amtme YTBEPKACHBI OTBETCTBEHHbBIM JIMLIOM




) NOVARTIS

ITpousseneno: .
«HOBAPTUC ®APMA IIITEHMH Al'»

[addxaysepurpacce
4332 lTaiin
HIeeiinapus

CEPTUDOUKAT AHAJIU3A
Ne CH120100419802

Iponykr: ®OPATUIT KATICYJIBI C ITOPOLIKOM JUTSA UHT AJISALIMU 12 MKT. 008
JUIA YITAKOBKH IN BULK

I'nobankHelii maTepuan Ne: 857527 Cepust Ne; SLX57

TecTsl TpeboBaHuus PesyabTaThl

OnxopoaHocTs 103upoBanus MeTogoM BOXKX —  CoorseTcTBHE TpeGoBaHUAM CooTtBeTcTBYET

@opmoTepod: Erp. @., ®@. CLIA, fn. @.

KonunuecteHHoe onpenenenne Metonom BOXX: 97,5-110.0 % 101,6 %

MopmoTepon

3akiaouenue:

Cepus cooTBeTcTBYET CrieunpuKalil HOPMaTHBHON JokyMeHTauMu, HacToAmmM yaocToBepsio, 4to 1aHHas
MH(pOPMALLAS NMOUTHHHA 1 BepHa. HapaGoTka 1 aHaIu3 cepui NpoBepeHbl H COOTRETCTBYIOT TpeGoBanusm GMP,

OTBeTCTBEHHOE THIIO: Kpucrod Jleiton

Jara n Bpems: 14.03.2019 11:53:39

JIuuo, BeIAaBWICE cepTHHKAT: Kpucrod Jleiion
J0/IKHOCTD: CreuuaniuceT oT/e/a KauecTsa
Jara n Bpemsi: 14.03.2019 11:53:39
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Hacrosuuwmii ceprudurar Gbil aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHble yTBEPAKACHbI OTBETCTBEHHBIM JIHLIOM



