JAEKJIAPAIIUA O COOTBETCTBHUA

JEKJAPAHT, IPHHUMAIOII UM JEKJIAPALIMIO O COOTBETCTBHH

000 "Hosapmuc @apma"
Ceedenus o pezucmpayuu opeanusayuu. Mesicpaiionnas uncnexyus @edepansvrotil Hanoz2o6oti cayxcdor Ne 46 no

2. Mockee 27.12.2006, OI'PH 1067761778083, 0oama npuceoenusa OI'PH 27.12.2006.
Aodpec: 125315, 2. Mockea, Jlenunepadckuii npocnexm, 0. 72, kopnyc 3.Teneghon: 8(495)967-12-70.

B nuye: I'enepanvhviii oupexmop Koneposa H.A.
Josepennoe nuyo: Tiopun A. B., doeepernocmb 6/u om 03.12.18

3ASIBJSIET, UTO

nexapemeenHoe cpedcmeo. Tezpemon, mabnemxu 200 m2 10 wm., ynakosku aueiikogvle kKoHmypHvie (3), nauxu
xapmonnvie, pez Ne IT N012130/01 om 18.11.2011 (0ama 3amenwvt 07.12.2018) evioano Hoeapmuc ®apma

AT Illeetiyapus, cepus TW677, napmus 5440 ynaxoeok, 2o0en do 31.12.2020, npouseodcmea Hosapmuc Qapma
C.n.A., Hmanusa, Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058, Torre Annunziata (NA), Italy koo
OKII/[2 21.20.10.233, k00 TH B3X 3004900002, xonmpaxm Ne NPHLLC-2012 om 01.05.2012, uneotic Ne

2001418091 om 12.03.2019

COOTBETCTBYET TPEBOBAHHSIM
II N012130/01-030212 uzm. Nel-3

JEKJAPAITUS IPUHATA HA OCHOBAHHH
npomoxon ucnormanui Ne 19-001873 om 19.03.2019 OO0 "HLIJIC "Buomexnonozua"”, ammecmam

axxpeoumayuu RA.RU.21 ®MO04, Cepmugpuxam POCC IT. ®M11.C82361 om 19.03.2019

Tiopun A. B.
®.1.0

CBEJEHUS O PETUCTPAIINA

OPT'AH I10 CEPTU®HKALIAN, 3APETHCTPUPOBABIINN JEKJIAPAITATO
RA.RU.11®M1] OPTAH [10 CEPTH®HKALHH ITPOIYKLHH OFLJECTBO C O PAHUYEHHOH

OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-wiit Bazoeckuii
npoesd, 0. 5, cmp. 1, aopec opzana no cepmugpuxayuu: 129626, 2. Mockea, 1-as Mutmuwunckas, 0. 25, men.

(495) 783-19-08
,H,EKJIAPAH,I/IH 0 COOTBETCTBHUH 3APETHCTPUPOBAHA M POCC RU J-IT.OMI1.A.18114/19

\_/OLQ{LM J ‘E Slpowerko M.A.
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Otxen noructuku r. baszens
JlmxTmrpacce 35
4056, r. bazesns, lllseiiuapus

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400786649
K cepTU(QHKATY CePHH

Hpoaykr: TEI'PETOJI 200 MI' TABJIETKH, 5X10 RU

ToprOBoe HasBaHHE:

I'no6anbHbIN onleHnBaemMbrii 731637 Cepus Ne: TW677
maTepuana Ne:

I'mo6anbHBIH Ceptuduxar cepun Ne:  1T100200117193
HEeOLICHUBAEMbIii MaTepHaJl

Ne:

3akazunk Ne: RU0300

3akazumk: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas denepauus

JdoctaBka Ha Noe: RU0300 Kon cTpanbr: RU

JlocTaBKa CTOpoHe: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauus

Hcxonsimmii HoMep 5001767559. 10 Ne 3akaza-Hapsiza 1001424244
dapm. nocraBkmu: KOHEYHOI' 0 MOJTyYaTe s :

No 3akasza Ha mOKynKy 4700111587 Kou-Bo: 5,440.000
KOHEYHOI' 0 MOJTyYaTeJIs: EayHunbI: T.

JlONOJIHMTEeILHAS JIOTHCTHYECKAA HHpOpMaLus:

MeHea:kep 10 JIOTHCTHKE: Laurence SCHMID Mara: 05-03-2019
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Bopinmymeno:
«Hosaptuc UT Toppe»

Bua llposunuumasne Ilurto 131
80058 Toppe Aunynuuara HA

JIueH3usa Ha u3rorobieHue Ne:

AM-93/2017
Ceprupuxar GMP Ne:
1T/126-2/H/2017

CEPTUO®UKAT CEPUHA
Ne 1T100200117193

«HOBAPTUC ®APMA CIIA»

Mpoaykr: TET'PETOJI 200 MTI" 5x10 tabnerok - RU

Jlo3upoBka / aKTUBHOCTb: TabIeTKN

Tun ynakoBku: 6mucrep

Pazmep ynakoBkH: 5x10 tabnerok

CTpaHa Ha3HAYeHUS: PO

I'no6anbHBIH MaTepuas Ne: 731637 Cepust Ne: TW677
JlaTa U3roToBJIeHUNA 11-01-2019

Jata BblITycKa: 04-03-2019

Cpox roaHocTH: 31-12-2020

KoanuectBo eaunuu npoaykra:  5440.000 wrryk

YnakoBouHas nHGpopmanus

Mpoaykr:

I'no6anbHbI MaTepuaa Ne:
JlokaabHblii MaTepuan Ne:
pousBoanTtenn:

JIuueH3usl Ha U3rOTOBJIEHHE:
Homep ceprupuxara GMP:

TEI'PETOJI 200 MI" 5x10 Tabnerok - RU

731637

731637

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»

Bua ITposunuuane Lluro 131

80058 Toppe Annynumata HA Urtanusa
AM-93/2017

1T/126-2/H/2017

JlaHHEBIE TeCTOB, TPEOOBAHHU, Pe3yIBTATHI M 3aKITFOUCHHS IPUBEACHEI B CIICAYIOIIEM cepTH(HKaTe/cepTHhIKaTaX:

Ceptuduxat Ne:

Mpoaykr:

I'no6anbHbI MaTepuaa Ne:
JlokaabHblii MaTepuan Ne:
JaTta Bbllmycka:
IpousBoanTtenn:

JIHIeH3Us1 Ha H3rOTOBJIEHHE:

1T100100135194

TEI'PETOJI 200 MI" Ta6netku - EC
859903 Cepus Ne:
859903
07-02-2019
«Hosaptuc UT Toppe»
«HOBAPTUC ®APMA CITA»

Bua ITposunuuane Lluro 131
80058 Toppe AnHyHumata HA
AM-74/2015

T1481
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM




Bopinmymeno:

l') N O VA RT l S «Hosapruc UT Toppe»

«HOBAPTUC ®APMA CIIA»

Bua llposunuumasne Ilurto 131

80058 Toppe Aunynuuara HA

JIueH3usa Ha u3rorobieHue Ne:
AM-93/2017

Ceprupuxar GMP Ne:
1T/126-2/H/2017

CEPTUO®UKAT CEPUHA
Ne 1T100200117193

Mpoaykr: TETPETOJI 200 MI" 5x10 tabnerok - RU
I'nobanbHblil MaTepuan Ne: 731637 Cepus Ne: TW677
3akinoyeHue:

HacrodmumM yiocToBepsito, 4To JaHHas HHGOpMaLU HOATMHHA U BEpHA.

JlaHHas cepus co3naHa/ IPOU3BECHA, BK/IIOYAs YIAKOBKY U KOHTPOJIb, HA BBILIEYIOMSIHYTOM MECTE IPOU3BOACTBA
B COOTBETCTBUH ¢ npaBusiaMd GMP JIOKaJTbHOTO peryJsSTOpHOTO OpraHa U crieludHKaleil perucTpaiioHHOTo
YAOCTOBEPEHH UMITIOPTUPYIOLIEH CTPaHBI.

Hapa6oTka, ynmakoBka H aHaJIU3 CEpHH COOTBETCTBYIOT TpeOoBaHHsIM GMP.

OTBeTCTBEHHOE JTULIO: Carolina MANZO

Jata u Bpemsi: 04-03-2018 16:45:07

Jluno, BeLIABIICE CePTHPUKAT: Carolina MANZO

JOJIKHOCTD: PykoBoauTesnb oTA€Na BbIycKa / OTBETCTBEHHOE JIMLIO
JaTa u Bpems: 04-03-2018 16:45:07

KommeHTapuu K cepTu(uUKaTy:
Bank npoananuzuposan B coorBercTBuu ¢ TM: DP 3746153 035 R1.
[MommiurHOCTE Y@ RR-LC OBLTH yCTICIIHBIME.
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousBeneno:

«Hosaptuc T Toppe»

«HOBAPTUC ®APMA CITA»

Bua [Tposunumane [uro 131

80058 Toppe Annynuumara HA, Utanus

CEPTU®UKAT AHAJIM3A
Ne IT100100135194

Mpoaykr: TEI'PETOJI 200 mr Tatnetku -EC

I'nodanbHbIii 859903 Cepus Ne: T1481
MaTtepuaia Ne:

JlaTa u3roToBJIeHHS: 11-01-2019 IIpoToxoJ aHaam3a Ne: 4120096987

HopMmaTuBHast DP_3746153_A_R_3

JOKYMEHTALUS:

TecTbl TpeGoBaHus Pe3yabTaThl

Onucanue BU3yaJibHO: popma Kpyrunbie, ninockue, co CooTBeTCTBYET
CKOLIEHHBIMHU KpasMHu

Onucanue BU3yaJlbHO: LIBET benbrit CooTBeTCTBYET

OnucaHue BU3yallbHO: KOJ IPaBUPOBKU Ha onHoii cropone CooTBeTCTBYET
rpaBupoBka «CG», Ha Opyroi
— «G/K» ¥ pucka.

TTommmaHOCTE MeTomOM TCX - COOTBETCTBHE CTaHIAPTY COOTBETCTBYET

kapbamazeniH CpaBHEHHs

TTommuaHOCTE MeToIOM BOXKX - COOTBETCTBHE CTaHIAPTY COOTBETCTBYET

KapOaMazenuH CpaBHEHHUSA

ITocroponnue nmpumecu meroaom BOXKX : Maxcumym 0,1% <0,1%

G22358
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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ITousBeneHo:

«Hosaptuc T Toppe»

«HOBAPTUC ®APMA CITA»

Bua [Tposunumane [uro 131

80058 Toppe Annynuumara HA, Utanus

CEPTU®UKAT AHAJIM3A
Ne IT100100135194

Mpoaykr: TEI'PETOJI 200 mr tabnetku -EC

I'no6anbHbIil MaTepuaa Ne: 859903 Cepus Ne: T1481
TecTsl TpeGoBaHus Pe3yabTaThl
TTocTroponnure npumMecu MmetoaoM BOXKX — kaxmas Makcumym 0,05% <0,01%
unenTuduposannas: GP37222

TToctoponnue nmpumecu Metonom BOXKX — mobas apyras Maxkcumym 0,03 % <0.01%
MIpUMeECh

ITocTroponHue npumecu Metoaom BOXX — cymma Makcumym 0,2% <0,1%
npuMecei

KonuuectsenHoe onpeneneHue merogom BOXKX: 95,0 - 105,0% 101.0%
Kap6amazenmn

Huametp: npumepHo 9,0 Mm 8,8-9,2 Mmm 9.1 MM
Tonuuna: npumepHo 3,7 MM 3,4-3,9 Mmm 3.7 MM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousBeneno:

«Hosaptuc T Toppe»

«HOBAPTUC ®APMA CITA»

Bua [Tposunumane [uro 131

80058 Toppe Annynuumara HA ,Utanus

CEPTU®UKAT AHAJIM3A
Ne IT100100135194

Mpoaykr: TEI'PETOJI 200 mr tabnetku -EC

I'nobanbHblil MaTepuaa Ne: 859903 Cepus Neo: T1481
TecTbl TpeGoBaHus PesyabTaThl
Cpennsis Mmacca 266 -294 mr 280 mr
Pacnamaemocts He 6onee 2 mun 0 MuH
PactBopenue TEI'PETOJIA / akTUBHOIO BELIECTBA 6-24 6

yepe3 60 MuHyT: N=6, 12 wmm 24

PactBopenue TEI'PETOJIA / akTUBHOIO BELIECTBA 50-80 % 69%
yepe3 60 MUHYT: cpenHee

PactBopenue TEI'PETOJIA / akTUBHOIO BELIECTBA - 68%
gepe3 60 MUHYT: MUHUMYM

PactBopenue TEI'PETOJIA / akTUBHOIO BELIECTBA - 70%

gepe3 60 MHHYT: MAKCHMYM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousBeneno:

«Hosaptuc T Toppe»

«HOBAPTUC ®APMA CITA»

Bua [Tposunumane [uro 131

80058 Toppe Annynuumara HA, Utanus

CEPTU®UKAT AHAJIM3A
Ne IT100100135194

Mpoaykr: TEI'PETOJI 200 mr tabnetku -EC
I'nobanbHblil MaTepuaa Ne: 859903 Cepus Neo: T1481
TecTbl TpedoBanusi PesyabTaThl

OIHOPOTHOCTD TO3UPOBAHUS
OTKJIOHEHHE

BCJIMUHHA

OIHOPOTHOCTD TO3UPOBAHU:

OIHOPOTHOCTD TO3UPOBAHU:

PactBopenne TEI'PETOJIA / akTuBHOrO
BellecTBa yepe3 60 MUHYT: 3aKTIOUeHUE
OIHOPOIHOCTb 103UPOBAHUSL:

OIHOPOIHOCTb 103UPOBAHUSL:
OIHOPOAHOCTH TO3UPOBAHUS:
OnHOPOIHOCTD 103UPOBAHUSL:
: CTaHapTHOE

n=10 unmm 30
cpenHee
MUHAMYM
MaKCUMYM

npuemiieMas

3aKJIFOUYCHHUE

CornacHo TpeboBaHusIM TaOuHiel COOTBETCTBYET
npuemitemoctu ®@. CIIIA

10-30 10

_ 101.0%

- 99.1%

_ 103.9%

- 1.4

Makcumym 15,0 3.3

CornacHo TpeOOBaHHAM TaOJHIIBI COOTBETCTBYET
npuemitemoctu ®@. CLLA, Esp. ©.,

. @.

3akiiloueHue:

Cepus COOTBETCTBYET ClielU(UKaIliK HOPMAaTUBHOM JOKyMeHTaluy. HacTosmuM yoocToBepsto, 4TO JaHHAs
nHpOpMaLN TTOUTMHHA U BepHa. HapaGoTka 1 aHaiM3 cepur MPOBEPEHEI H COOTBETCTBYIOT TpeOoBaHuAM GMP.

OTBeTCTBEHHOE JTULIO:
JaTta u Bpems:

Jluno, BelaaBIIee cepTH(RPUKAT:

JOKHOCTD:

Jata u Bpems:
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Gennaro MANZO
07-02-2019 17:33:10

Gennaro MANZO

PykoBoauTens oTaena KOHTPOJIA Ka4ecTBa FOTOBBIX
MPOAYKTOB

07-02-2019 17:33:10

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM




