JEKJIAPAIIAA O COOTBETCTBUMA

JEKJIAPAHT, IPUHAMAIOIWH JEKJAPAIIMIO O COOTBETCTBUH

OO0 "Hoeapmuc @apma"

Ceedenusn o pecucmpayuu opaanusayuu. Mesicpaiionnas uncnexyus Dedepanvioii Hano2o6oti cayoicovt Ne 46 no
2. Mockee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

Aopec: 125315, 2. Mockea, Jlenunzpaockuii npocnexm, 0. 72, kopnyc 3.Tenegpon: 8(495)967-12-70.

B nuye: I'enepanvuuiii Oupexmop Koneposa H.A.

Hosepennoe nuyo: Tiopun A.B., dosepenrocms 6/n om 09.07.18

3ASIBJISIET, UTO
nexapcmeennoe cpeocmeo. Cepmuxan, mabnemiu 0,5 me 10 wm., ynaxosxku aueiikogvie kounypusie (6), nauxu

kapmonnvie, pez Ne JIC-002282 om 29.07.2011 (0ama 3amenvr 14.02.2018) evioano Hoseapmuc @apma AT,
cepust SKT33, napmus 1550 ynaxoeoxk, 200en 0o 31.05.2021, npouseoocmea Hosapmuc Papma Ilmeiin AT,
Hleeuyapus, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland, koo OKII/]2
21.20.10.214, koo TH B3] 3004900002, konmpaxm Ne NPHLLC-2012 om 01.05.2012, unsoiic Ne 2001396092
om 12.12.2018

COOTBETCTBYET TPEBOBAHUAM

JIC-002282-290711 usm. Nel-6

JEKJIAPAIINAA ITPUHATA HA OCHOBAHHUH

cepmucgpuxam ananusa npouszeooumens 6/u om 06.12.2018, Cepmugpuxam coomeemcmesus cucmemsi
MmeHeoxcmenma kauecmea 6 Cucmeme 0obposonvrou cepmugpuxayuu "@APM-PETHCTP" Ne POCC
CH.®K[0.K.00152, cpox deticmeus ¢ 07.03.2018 2. no 25.01.2019 2., OO0 "Oxpyarcroii yenmp xonmpons
xavecmea", Poccus, 115280, 2. Mockea, yr. Macmepkoséa, 0. 4, asm. 5, nom. I, kom. 1

19.12.2018
1O 31.05.2021

JIATA IIPUHSTHS TEKJIAPA

"Hnm / Tiopun A.B.
Priee '::fp\“
\;r)afs.’tﬁjrf_qm?— & NOANHKCH ®.1.0

/ CBEJIEHUS O PETHCTPAIIAA

OPTAH I1O CEPTU®UKAIINH, 3APETUCTPHPOBABII NI JEKJIAPAIIUIO

RA.RU.11®M11 OPTAH I1O CEPTH®HKAIIUH ITPONVKIIHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTRIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-viit Baszosckuii
npoes0, 0. 3, emp. 1, adpec opeana no cepmugpuxayuu: 129626, 2. Mockea, 1-aa Muimuwurckas, 0. 25, men.
(495) 783-19-08

JAEKJIAPAIIVSA O COOTBETCTBHUH 3APETHCTPUPOBAHA N POCC RU I-CH.®M11.B.09534/18
NATA PEFHETPAIIAU /9.12.2018
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Oraen noructuxw r. basens
Jluxrurpacce 35
4056, r. bazens, llIBelinapus

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400767889
K cepTHQHKATY CePHH

Mpoaykr: CEPTHUKAH TABJIETKH 0,5 MI' 6X10 RU

Toprosoe Ha3BaHHe: CEPTUKAH TABJIETKHU 0,5 MI" 6X10 RU

I'no6anbHbIi OLleHHBaeMblii 151981 Cepus Ne: SKT33
MaTtepuaia Ne:

I'no6anbHbII HEOLICHHBAEMBbIIH Cepruduxar cepun Ne:  CH120200507505

MaTtepuaia Ne:

3aka3zunk Noe: RU0300

3akazumk: 00O Hosaptuc ®apma, Mocksa, Poccuiickas ®enepanys
JdoctaBka Ha Noe: RU0300 Kon cTpanbr: RU
JlocTaBKa CTOpOHe: 00O Hosaptuc ®apma, Mocksa, Poccuiickas ®eneparys

IKNopT (papMaLieBTHUYECKOI MPOAYKLIMH

Hcxonsimmii Homep dapm 5001741622. 10 Ne 3akaza-Hapsiza 1001389458
MOCTABKH KOHEYHOI' 0 MOJTyYaTe s :

No 3akaza Ha OKyNIKy 4700107404 Kou-Bo: 1,550.000
KOHEYHOTO MOJTyYaTeNsd: ExuHuner: miT.

| IIOHOJIHI/ITCJILHQH JIOTUCTHYCCKASA I/IH(l)OpMaHI/IH:

| MeHemKep Mo JOruCTHKE: Laurence Schmid Jara: 06-12-2018
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Bpinymeno:
HOBAPTUC ®APMA ILITEWH AT
1la¢g¢pxay3epurrpacce
4332 lllreiin
JluneHn3usi Ha U3roToB/IeHNE Ne
504879
Ceprupuxatr GMP Ne:
18-0750 For solids/ 18-0834 for steriles

CEPTUO®UKAT CEPUHU
Ne CH120200507505

Mpoaykr:

JlekapcTBeHHasi popma:
T ynmakoBKH:

Pa3smep ynakoBkH:
I'no6anbHbIil MaTepuaa Ne
JlaTa U3roToBJIeHUA

JlaTa BbIITycKAa:

Cpox roaHocru:
KosuuecTBo eAHHMIT
MpOAYKTA:

CEPTHUKAH TABJIETKH 0,5 MI" 6X10 RU

Tab1eTKU
onucrep

6x10 wTyk
151981
18.06.2018
06.12.2018
31.05.2021
1550.000 wryk

Cepus Ne: SKT33

YnakoBouHas nHGpopmanus
MIpoayxkr:

I'no6anbHbIil MaTepuaa Ne
JlokaabHbIi MaTepuaa Ne
IIpounssoanTenb:

Homep ceprupuxara GMP:

JIuIeH3us Ha H3rOoTOBJIeHHE:

CEPTHUKAH TABJIETKH 0,5 MI" 6X10 RU
151981
151981
Hosaptuc ®apma Ulteitn AT’
LHaddxoitzepurrpacce
CH4332 Illreiin

504879

18-0750 For solids/ 18-0834 for steriles

JlaHHEBIE TECTOB, TPEOOBAHHU, Pe3yIBTATHI M 3aKITFOUCHHS IPUBEACHEI B CIICAYIOIIEM cepTH(HKaTe/cepTHdIKaTaX:

Cepruduxar Ne

MIpoayxkr:

I'nobGanbHbIH MaTepua Ne:
JlokaabHbIi MaTepuaa Ne:
JaTta BblImycka:
IMpouspoauTeb:

JInieH3uss HA M3roTOBJICHHE:

CH120100404392

CEPTUKAH TABJIETKHX 0,5 MI".0.10
857113 Cepus Ne:
857113

10-08-2018

Hogapruc ®apma LllTeiin A"
[Tad¢pxoitzepmrpacce

CH4332 Illreiin

504879

SEY93

Crpanuna 2/8

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM.




Bopinmymeno:
U) N O V A RT | S HOBAPTUC ®APMA LUITENH AT

Llag¢pxayzepurrpacce
4332 Illreitn

JIuueH3usa Ha u3rorobyieHue Ne
504879

Ceprupuxar GMP Ne:
18-0750 For solids/ 18-0834 for steriles

CEPTU®UKAT CEPUH
Ne CH120200507505

IIponykr: CEPTHUKAH TABJIETKH 0,5 MI" 6X10 RU
T'n06anbHBIE MaTepua Ne: 151981 Cepust Ne: SKT33
3akioueHue:

Hacrosmum ynocToBepsro, 4To JaHHas HHYOPMALUs NOJUTHHHA 1 BePHa.

JlaHHas cepus co3iaHa/ pou3BeieHa, BKITIOUas YIIAKOBKY U KOHTPOJIb, Ha BRIIICYITOMIHYTOM MECTe
MPOU3BOJCTBA B COOTBETCTBUU ¢ NpaBwiamu GMP JIOKaJIbHOTO PEryJIITOPHOTO OpraHa u criequukanmeii
PETUCTPAIHOHHOTO YIOCTOBEPESHHS HMITOPTHPYIOMIEH CTPaHbL.

HapaboTka, yakoBKa U aHAJIU3 CEPUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JTULIO: Enzo SICA

Jata u Bpemsi: 06-12-2018 07:37:19

Jluno, BeLAABIICE CePTH(RPUKAT: Enzo SICA

JOJIKHOCTD: COTpyIHUK OTeNla KauecTBa

JaTa u Bpems: 06-12-2018 07:37:19
Crpanuna 3/8

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.
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Boinymeno:

HOBAPTUC ®APMA LUTENH AI
1lla¢g¢pxay3epurrpacce
4332 Ulreiin

CEPTUD®UKAT AHAJIM3A
Ne CH120100404392

Ipoaykr: CEPTHKAH TABJIETKH 0,5 MI".0.10
Tn06anbHBIE MaTepua Ne: 857113 Cepus Ne: SEY93
JlaTa U3roToBJIeHHSI: 18.06.2018 Mpotokos anamm3a Ne: 4100374143
HopmaTuBHAA JOKYMEHTALIMS: DP 3749215 006 R 01
TecThI TpeGoBaHus Pe3yabTaThl
OmnucaHue: 1BET TabJIeTOK OT 6€710r0 A0 KEATOBATOTO Benbrii
JIOIYCKAaeTCs MpaMOPHOCTh
Omnucanue: popma Kpyrisie Kpyrisie IUTOCKOLIMJIMHAPUIECKHE
[UIOCKOLIWJIMHAPUYECKUE TabJIETKU CO CKOLIEHHBIMHU KpasiMH1
TaONeTKH €O CKOLIEHHBIMHU
KpasmMu
Ormucanuie: KO rPaBUPOBKA «CH»; «NVR» «CH»; «NVR»
[MogmauHOCTE MeTogoM TCX: COOTBETCTBYET craHaapTy COOTBETCTBYET CTaHIAPTY CPABHEHUS
OBeposrMyc CpaBHEHMS
[MoTMHHOCTD aHTHOKCHAAHTA: CoOTBETCTBYET ctanaapTy COOTBETCTBYET CTAHAAPTY CPAaBHEHUS
OyTHITHIPOKCUTOITYOJIa METOOM CpaBHEHUS
rx
[NoamuuHOCTL MeTOAOM BOXX: CooTBeTCTBYET cranaapty COOTBETCTBYET CTAHAAPTY CPABHEHUS
OBeposMyc CpaBHEHUSA

Crpanuna 4/8

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.




Boinymeno:

U) N O V A RT | S HOBAPTUC ®APMA LUTENH AI

1lla¢g¢pxay3epurrpacce
4332 Ulreiin

CEPTUD®UKAT AHAJIM3A
Ne CH120100404392

Mpoaykr: CEPTHUKAH TABJIETKHA 0,5 MI".013

I'no6anbHbIi MaTepuaa Ne: 857113 Cepus Ne: SEY93
TecTsl TpeGoBanus PesyabTaThl
Cpennss Macca 120,0 — 130,0 mr 127 mr
PactBopenue merogom BOXKX: npoBepeHHbIX 6-12 6

TabIeToOK

PactBopenue merogom BOXX — Opeponumyc uepes  He menee 85 % 102 %

30 muH: mokazarenb kojauuectsa (Q-Value)

PactBopenne metogom BOXXX — OBepomimyc uepez - 100 %

30 MUH: MUHUMYM

PactBopenne metogom BOXX — OBepomimyc uepez - 105 %

30 MUH: MaKCUMYM

PactBopenne metomom BOXX — OBepomimyc uepe3  COOTBETCTBYET COOTBETCTBYET
30 mux cnetmdukanuu O.CILLIA, crienu(puKanuu

E®D, SAn.®

IToctroponnue nmpumecu merogom BOXKX: 804-95 He 6onee 0,5 % <0,1 %
Crpanuna 5/8

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.
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IIpou3sBeneno:
HOBAPTUC ®APMA IUTEWH AT

Llag¢pxayzepurrpacce
4332 lreitn
[IIBeiinapust

CEPTU®UKAT AHAJIM3A
Ne CH120100404392

IIponykr: CEPTHUKAH TABJIETKH 0,5 MI".013

Tao6anbHbIH 857113 Cepust Ne: SEY93
MaTepuaj Ne:

TecTbl TpedoBanus PesyabTaThl
[Mocroponnue npumecu MeronoMm BOXKX: 008-96 He Gonee 1,5 % <0,1 %
INocToponHue npumecu MeronoM BOXKX: 005-98 He Ooaee 0,2 % <0,1 %
[Mocroponnue nmpumecu MeromoMm BOXKX: 012-99  He Gonee 0,5 % <0,1 %
[Mocroponnue npumecu meronom BOXKX: 013-99 He 6onee 0,4 % <0,1 %
[Moctoponnue npumecu meronom BOXKX: 003-09  <0,5 % <0,1 %
[Mocroponnue npumecu MeronoMm BOXKX: mobdsie He Gonee 0,3 % <0,1 %
HEMIOCHTH()ULIUPOBAHHBIC IPUMECH

[Mocroponnue npumecu MeronoMm BOXKX: cymma He Gonee 1,0 % <0,1 %
HEMICHTU(OULIMPOBAHHBIX MpUMeceit

[Mocroponnue npumecu MeronoMm BOXKX: cymma He Gonee 2,8 % <0,1 %
TIPUMECEH

Bona He 6onee 2,3 % 1.4 %
Crpanura 6/8

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.
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IlponsBeneno:
HOBAPTUC ®APMA LUTENH AT

1la¢g¢pxay3epurrpacce
4332 Illreitn
[ IBeitapus

CEPTU®UKAT AHAJIM3A
Ne CH120100404392

IIponykr: CEPTHUKAH TABJIETKH 0,5 MI".013

Tno6anbHbIil MaTepuaa Ne: 857113 Cepust Ne: SEY93
TecTbI TpeGoBanus PesyabTaThl
KomuecTBeHHOE onpeeneHrie aHTHOKCHIAHTa 90,0-115,0 % 105.7 %
meronoM ['X: Oyrunruapokcuroiyon (BI'T)

OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXXX: 10 -30 10

YUCJIO UCCACAOBAHHBIX ¢ IMHHI]

OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXX: - 98.6 %
OBEpOIMMYC — MUHUMYM } 102.8 %
OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXXX:

OBEpOJIMMYC - MAKCUMYM

OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXXX: - 1.7 %
OBepoJIMMYC — CTAaHAAPTHOE OTKJIOHEHHE He Gomee 15.0 % 41 %
OOHOPOIHOCTE A03UpOBaHUA MeToioM BOXXX:

OBeposMMyc — MpuemJiemMas BeJIMYMHA

Crpanuna 7/8
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.
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IIpousseneno:
HOBAPTUC ®APMA ILUTEWH AT

Llag¢xayzepurrpacce
4332 lreitn
lIBeiinapust

CEPTUD®UKAT AHAJIM3A
Ne CH120100404392

Ipoayxkr: CEPTHUKAH TABJIETKH 0,5 MI".013

I'nob6anbHbIi MaTepuan Ne: 857113 Cepus Ne: SEY93

TecThl TpeGoBaHus PesyabTaThl
OmHOpOIHOCTH A03WpOoBaHKA MeToaoM BOXKX: CooTBeTCTBUE TPEOOBAHUIM COOTBETCTBYET
OBepoUMyc - ©. CILA, Esp. ©., fIn. ©

KomuiectBennoe onpenenenue meronoM BOXKX: 95,0 — 105,0 % 101.1 %

3BEPOSIUMYC

3akioueHue:

Cepust COOTBETCTBYET crieLM(pUKAMU HOPMATUBHON JOKYMEHTauuu. HacToAMM yaOCTOBEPSIO, UTO daHHAs
nHOpMAITUS TTOUTHHHA U BepHa. HapaboTka W aHaIN3 CepHH TIPOBEPEHBI U COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JINLIO: Alexander LEDITZNIG
JaTa u Bpems: 08-08-2018 11:54:03
Jluno, BlaaBIIee cepTH(RPUKAT: Alexander LEDITZNIG
JLOJIZKHOCTD CrapIiuuii COTpYAHUK OT/eNa KauecTBa
Jata u Bpemsi: 08-08-2018 11:54:03
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKIICHBI OTBETCTBEHHBIM JIMIIOM.



