NEKJIAPALIMSI O COOTBETCTBUM

JEKJIAPAHT, NPUHUMAIOIUNI TEKJAPAIIAIO O COOTBETCTBHUH

000 "Hoeapmuc Papma"

Ceedenus 0 pezucmpayuu opzanusayuu: Meoicpaiionnas uncnexyus Dedepanshoi HaI020604 cayaicour Ne 46 no
2 Mocxee 27.12.2006, OT'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

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

B nuye: I'enepanvrviit upexmop Koneposa H.A.

Tosepennoe nuyo: Tiopun A.B., dosepennocms 6/n om 09.07.18

| BASIBJISIET, UTO
nexapemeennoe cpedcmeo: Tezpemon [P, mabnemxu npoioHZupo6anH020 0elicmeus noKpolmole obonouxoit 200

w2 10 wm., ynaxosxu sueiiogsie KonmypHuie (3), naixu xapmounvie, pez Ne I N012082/01 om 28.11.2007
(0ama nepeogpopmnenua 20.08.2015) evioarno Hoeapmuc @apma AT, Lllseuyapus, cepus TV531, napmus 12390
ynaroeox, 200en 9o 30.09.2020, npouseodcmea Hoeapmuc @apma C.n.A., Hmanusa, Novartis Farma S.p.A., Via
Provinciale Schito 131 - 80058, Torre Annunziata (NA), Italy koo OKII2 21.20.10.233, ko0 TH B3/
3004900002, xonmpaxm Ne NPHLLC-2012 om 01.05.2012, unsotic Ne 2001398882 om 21.12.2018

COOTBETCTBYET TPEBOBAHUSIM

IT N012082/01-281107 usm. Ne 1-8

JTEKJAPAIIMSA TIPUHATA HA OCHOBAHHHA

npomoxon ucnormanuti Ne 18-010172 om 28.12.2018 OO0 "HLJIC "BuomexHonozua", ammecmam

axkpedumayuu RA.RU.21®M04, Cepmugpuxam POCC IT ®M11.C79163 om 28.12.2018

JIATA IIPUHATAS TEKJTAPARMH 28.12.2018
. |

| IEK CTBUTEJIBHA JIO 30.09.2020

Tiopnn A.B.
©.1.0
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CBEJIEHMS O PETUCTPALIA

OPI'AH I1O CEPTUO®HUKAITUH, 3APETMCTPHPOBABIINIA JEKJIAPALIAIO

RA.RU.11®MI1I OPTAH I10 CEPTH®HUKALHUH ITPONVKIJHH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanusayuu : 109428, 2. Mockea, 1-vii Bszoeckuii
| npoesd, 0. 5, cmp. 1, adpec opzana no cepmu@urayuu. 129626, 2. Mockea, 1-as Meimuwunckas, 0. 23, mex.

(495) 783-19-08

JNEKJAPAIIMSI O COOTBETCTBHHA 3APETMCTPUPOBAHA N POCC RU J-IT.®M11.A.10984/18
| JATA PETMICTPAIIAA 28.12.2018
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) NOVARTIS

Oraen noructuxw r. basens
Jluxrurpacce 35
4056, r. bazens, llIBelinapus

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400770424
K cepTU(QHKATY CePHH

Ipoaykr: TETPETOJI LIP 200 MI" TABJIETKH mpononruposannoro nevicteusi, [IOKPBITBIE
OBOJIOUKOMH, 5X10 RU

Toprosoe Hazganue: TEI'PETOJI LIP 200 MI" TABJIETKHU npononruposansoro aeticrsus, [IOKPBITBIE
OBOJIOUKOMH, 5X10 RU

I'no6anbHbIil oneHnBaemblii 732954 Cepus Ne: TV531
MaTtepuaia Ne:

I'mo6anbHBIH Ceptuduxar cepun Ne:  1T100200114586
HEeOLICHUBAEMbIii MaTepHaJl

Ne:

3akazunk Ne: RU0300

3akazunk: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauus

JdoctaBka Ha Noe: RU0300 Kon cTpanbr: RU

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

IKNopT (papMaLieBTHUYECKOI MPOAYKLIMH

Hcxonsimmii HoMep 5001745186. 10 Ne 3akaza-Hapsiza

¢apm. noctaBku: KOHEYHOI'0 MOJIyqaTeJis: 1001394652

No 3akaza Ha OKyNIKy 4700107969 JocTaBiieHO

KOHEYHOI'0 MOJTy4aTeJis: Kou-Bo: 12,390.000
Eannunebi: IIT.

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

| MeHexKep 10 JIOTHCTHKE: Laurence Schmid Hara: 17-12-2018
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Bopinmymeno:
(‘) N O V A RT l S «Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnnyHuuara HA

Jlunen3us Ha u3rorosyieHue Ne:
AM-93/2017

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

CEPTUO®UKAT CEPUHN
Ne IT100200114586

Hpoaykr: TEI'PETOJI LIP 200 MI" TABJIETKH nposioHrupoBaHHOTO AeHCTBHS,
[MOKPLITBIE OBOJIOYKOH, 5X10 RU_1
J031poBKa / AKTUBHOCTH: KAPBAMASETIHWH 200 MI'

JlekapcTBennas gopma: TABJIETKA npoJoHIHpOoBaHHOrO AeiiCTBUA, MOKPBITas 000I0UKOH
Tun yNakoBKHU: ommcrep

Pasmep ynakoBku: 5x10 TabneTok

CTtpaHa Ha3HAYeHUsI Po

I'nobanbHbIil MaTepuan Ne: 732954 Cepus Neo: TV531
JlaTa H3roTOBJIeHHA: 01.10.2018

JlaTa BbIITyCKa: 17.12.2018

Cpox roaHocTu: 30.09.2020

KounuecTBo equnmIt 12390.000 mwTyx

MPOAYKTA:

YiakoBoYHasi I’IH(]!O pManus

Ipoaykr: TET'PETOJI 1LIP 200 MI" TABJIETKHW npomoHrHpoBaHHOTO AEHCTBHA,
[TOKPBITBIE OBOJIOUKOMH, 5X10 RU_1
I'no6anbHbIi MaTepuaa Ne: 732954
JlokanbHbIH MaTepua Ne: 732954
IIpoussoanTenn: «Hosaptuc UT Toppe»
«HOBAPTUC ®APMA CITIA»

Bua [Tposunumane [luro 131
80058 Toppe AnnyHuuara HA

JInneH3yus Ha U3rOTOBJICHHE: AM-74/2015
Homep ceprupuxara GMP: 1T/136-2/H/2015
JlaHHBIE TECTOB, TPeOOBaHUs, PE3YJIbTATHI M 3aKITIOUESHUS TIPUBEACHEI B CJISIYIOIIEM cepTuduKare/cepTudukaTax:
CepTuduxar Ne: IT100100134573
Hponykr: Terperon LIP 200 mr EC DB
I'no6anbHbIi MaTepuaa Ne: 859901 Cepus Ne: T2286
JlokanbHbIH MaTepua Ne: 859901
JlaTa BBIITycKAa: 17.12.2018
IIpoussoanTenn: «Hosaptuc UT Toppe»
«HOBAPTUC ®APMA CITIA»

Bua [Tposunuumane [luro 131
80058 Toppe Annynuuara HA Hranus
JInneH3usi Ha U3rOTOBJICHHE: AM-74/2015
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



' Bpinymeno:
( ) N O VA RT [ S «Hosapruc UT Toppe»
«HOBAPTUC ®APMA CIIA»
Bua IIpoBunimane [luto 131
80058 Toppe AnHyHumata HA
JIueH3usa Ha u3rorobieHue Ne:
AM-93/2017
Cepruduxar GMP No:
1T/126-1/H/2017

CEPTU®UKAT CEPUH
Ne IT100200114586

Ipoaykr: TEI'PETOJI LIP 200 MI” TA:EJ'[ETKI/I MPOJIOHTUPOBAHHOTO ACUCTBUA,
TTOKPBITBIE OBOJIOUYKOMH, 5X10 RU_1

I'nobanbHbIil MaTepuan Ne: 732954 Cepus Ne TV531

3akioueHue:

Hacrosumm ynocToBepsto, 4To faHHas HH(pOpManus MOITHHHA U BEpHA.

JlaHHas cepust co3naHa/ IPOU3BECHA, BK/IIOYAs YIAKOBKY U KOHTPOJIb, HA BBILIEYIOMSIHYTOM MECTE IPOU3BOACTBA
B COOTBETCTBUH ¢ npaBusiaMd GMP JI0KaJTbHOTO peryJssTOpHOTO OpraHa U crieludHKalieil perucTpaldoHHOTo
YAOCTOBEPEHH UMITIOPTUPYIOLIEH CTPaHBI.

Hapa6oTka, ymakoBKa H aHaJIU3 CEpHH COOTBETCTBYIOT TpeOoBaHHsIM GMP.

OTBeTCTBEHHOE JINIIO: Carolina MANZO

JaTta u Bpems: 17-12-2018 12:09:34

Jluno, BeLAABIICE CePTH(RPUKAT: Carolina MANZO

JIO/ZKHOCTD: PykoBoauTesb OTAENA BbIMTyCKa / OTBETCTBEHHOE JIULIO
JaTa u Bpems: 17-12-2018 12:09:34
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnHyHuuara Utanus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

Mpoaykr:

I'nob6anbHbBIH
maTepuana Ne:
JlaTa H3roTOBJIeHHA:

TEI'PETOJI LlP 200 MI" TABJIETKHU nposnonruposannoro aeticteus, [IOKPbITbIE
OBOJIOYKOMU - EC DB

859901 Cepust Ne: T2286

01.10.2018 TIporokos aHam3a Ne: 4120093477

HopmaTtusHasi DP_3747912_D_R_2

JOKYMeHTAIus:

TecTsl TpeGoBanus Pe3yabTaThl

Onucanue BU3yasbHO: popma OBaJIbHEBIE, Cllerka IBOSAKOBBITYKITbIE CoOTBETCTBYET
TabJeTKU

OnucaHue BU3YaJIbHO: LIBET Kupnuuno-opan:xeBbie CoOTBETCTBYET

OnucaHue Bu3yasnbHO: KOA Ha onmHo#t ctopone rpaBupoBka «H/C» Ha COOTBETCTBYET

IPaBUPOBKU npyroi «C/G» ¢ puCKOl Ha KaKIOU CTOPOHE

Jnuna: OpuONU3UTENBHO 12.2 MM CooTBeTCTBYET

Ilupuna: OpUOIU3UTENBHO 5.6 MM CooTBeTCTBYET

Tommuna: MPUOTU3UTENHHO 5.0 MM COOTBETCTBYET
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM




!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®APMA CIIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnnyHuuara HA

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

Mpoayxr: TEI'PETOJI LIP 200 MI" TABJIETKHW nponoHrupoBaHHOTO AEHCTBUA,
[TOKPBITBIE OBOJIOYKOM - EC DB

I'no6anbHbIE MaTepuai Ne: 859901 Cepus Ne: T2286

TecTsl TpeGoBanus Pe3yabTaThl

Wnentudukammsa meronom TCX - Kap6amazenma ~ COOTBETCTBYET CTaHAAPTY COOTBETCTBYET

Wnentudukarmsa meronom BOXKX - COOTBETCTBYET CTAaHAAPTY COOTBETCTBYET

Kapb6amazenun

OmHOpOoaHOCTH A03WpoBaHUA Bapuarus Beca: 10-30 10

N=10 wnu 30

OmHOpOoOHOCTH A03WpoBaHKA Bapuarus Beca: - 99.5%

Cpennee

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: - 94.9%

MuHumym

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: - 101.7%

Maxkcumym

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: - 2.0

CraHaapTHOE OTKJIOHEHHE

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: Makcumym 15.0 4.7

JlonmycTumoe 3HaueHHe
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»

Bua llposunuumasne Ilurto 131

80058 Toppe AnHyHuuara Utanus

BelecTna yepe3 1 vac: N=6,12 nnm 24

Mpoayxr: TEI'PETOJI LIP 200 MI" TABJIETKHW nponoHrupoBaHHOTO AEHCTBUA,
[TOKPBITBIE OBOJIOYKOM - EC DB

I'no6anbHbIE MaTepuad Ne: 859901 Cepust Ne: T2286

TecTbl TpedoBanusi PesyabTaThl

Bapwuanus Beca: @uHaIBHOE 3aKITIOUCHHE CootserctByeT TpedoBanusam @. CLLIA, CooTBeTcTBYET

Epp. @, Sn. @

ITponykTsl pacnaga MeronoM B2XKX — Makcumym 0.1% <0,1%

crienUIHbIe POIYKTHI Aerpagauun: G22358

[MpoaykTsl pacnaga merogom BOXKX — Maxkcumym 0.05% <0,01%

crel(puIHbIe MPOIYKTHI IeTPafaluu:

GP37222

[TpomyxThl pacnaga MetonoMm BOXX — He Maxkcumym 0.03% <0,01%

UACHTU(ULIMPOBAHHBIC MPOAYKTHI pacnaaa:

WHIUBUIYAJIEHO

IMponykrsl pacnaga merogom BOXKX — cymma  Makcumym 0.2% <0,1%

BCEX NMPOAYKTOB paclaja

PactBopenue TEI'PETOJIA/ peiicTBytolero 6—24 6
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM




!> NOVARTIS

IIpousseaeno:

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnHyHuuara Utanus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

BCIICCTBA 4Y€PE3 2 qaca: Cp€aHee

Mpoayxr: TEI'PETOJI LIP 200 MI" TABJIETKHW nponoHrupoBaHHOTO AEHCTBUA,
[TOKPBITBIE OBOJIOYKOM - EC DB

I'no6anbHbIE MaTepuad Ne: 859901 Cepust Ne: T2286

TecTbl TpedoBanusi PesyabTaThl

PactBopenue TEI'PETOJIA/ neiicTBytoero 20-40% 33%

BelllecTBa yepe3 1 yac: cpeaHee

PactBopenue TEI'PETOJIA/ neiicTBytolero - 32%

BeIlleCTBa yepe3 1 yac: MUHUMYM

PactBopenue TEI'PETOJIA/ neiicTBytolero - 33%

BellleCTBa yepe3 | yac: MakCUMyM

PactBopenne TEI'PETOJIA/ neficTByrouero CootserctByeT TpedoBanusam ®@. CLIIA  CooTBeTcTBYET

BeniecTsa yepes 1 yac: BriBon

PactBopenue TEI'PETOJIA/ neiicTBytoero 6-24 6

BeliecTBa yepes 2 yaca: N=6,12 wmu 24

PactBopenue TEI'PETOJIA/ neiicTBytoero 30 - 60% 48%
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM




!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnHyHuuara Utanus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

Mpoaykr: TETPETOJI LIP 200 MI" TABJIETKH, TTOKPBITBIE OBOJIOUKOM - EC DB
I'no6anbHbIE MaTepuad Ne: 859901 Cepust Ne: T2286

TecTbl TpedoBanusi PesyabTaThl
PactBopenue TEI'PETOJIA/ neiicTBytoero - 47%

BEIlleCTBA Yepe3 2 yaca: MUHUMYM

PactBopenue TEI'PETOJIA/ neiicTBytolero - 49%

BEIlleCTBA yepe3 2 yaca: MaKCUMyM

PactBopenne TEI'PETOJIA/ neficTByroero CootserctByeT TpedoBanusam ®@. CLLIA  CooTBeTcTBYET
BellecTBa yepes 2 yaca: BrBon

PactBopenue TEI'PETOJIA/ neiicTBytoero 6-24 6

BemiecTBa yepes 4 yaca: N=6,12 wmu 24

PactBopenue TEI'PETOJIA/ neiicTBytoero 50 - 80% 64%

BeIlleCTBa yepe3 4 yaca: cpeiHee

PactBopenue TEI'PETOJIA/ neiicTBytoero - 63%

BCIICCTBA 4Y€PE3 4 yaca: MHHHUMYM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnHyHuuara Utanus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

Mpoxykr: TETPETOJI LIP 200 MI" TABJIETKH, TTOKPBITBIE OBOJIOUKOM - EC DB
I'no6anbHbIE MaTepuad Ne: 859901 Cepust Ne: T2286

TecTbl TpedoBanusi PesyabTaThl
PactBopenue TEI'PETOJIA/ neiicTBytoero - 66%

BeIlleCTBA yepe3 4 yaca: MaKCUMyM

PactBopenne TEI'PETOJIA/ neficTByroero CootserctByeT TpedoBanusam ®@. CLLIA  CooTBeTcTBYET
BenlecTsa yepes 4 yaca: BeiBon

PactBopenue TEI'PETOJIA/ neiicTBytolero 6-24 6

BeliecTBa yepe3 8 yacop: N=6,12 wm 24

PactBopenue TEI'PETOJIA/ neiicTBytoero Munumym 65% 82%

BEILIECTBA Yepe3 8 4acoB: cpeHee

PactBopenue TEI'PETOJIA/ neiicTBytoero - 80%

BEIllECTBA Yepe3 § 4acoB yaca: MUHUMYM

PactBopenue TEI'PETOJIA/ neiicTBytoero - 83%

BCIICCTBA 4Y€PE3 8 4acos: MaKCHUMyM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnHyHuuara Utanus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134573

Mpoaykr: TETPETOJI LIP 200 MI" TABJIETKH, TTOKPBITBIE OBOJIOUKOM - EC DB
I'no6anbHbIE MaTepuad Ne: 859901 Cepust Ne: T2286
TecTbl TpeGoBanusi PesyabTaThl

PactBopenne TETPETOJIA/ peiictBytomero CootsercrByeT TpeOoBanusM @. CILIA  CooTBeTcTBYET
BeIleCTBa yepe3 8 4acoB: BeBoxa

KonuuecTseHHOe onpeaeseHue 95.0 - 105.0% 99.6%
Kapbamazenuna metonom BOXX kak % ot

3asBJICHHOTO KOJIMUECTBA

3akiil0ueHue:

Cepust COOTBETCTBYET CrieU()MKALMK HOPMATUBHOM JOKYMEeHTaUWK. HacTosUMM yA0CTOBEPSIO, YTO AaHHAS
uH(popMalisg NoATMHHA U BepHa. HapaOboTka 1 aHanu3 cepyuy MPOBEPEHBL U COOTBETCTBYIOT TpeboBaHusIM GMP.

OTBeTCTBEHHOE JINLIO: Iolanda ANCORA

JaTa u Bpems: 07-12-2018 12:20:43

Jluno, BeLgABIICE CEPTH(RPUKAT: Iolanda ANCORA

JOJIKHOCTB: PykoBoauTesb OTAENa KOHTPOJIA Ka4eCTBa MOTOBBIX
TIPOIYKTOB

JaTta u Bpems: 07-12-2018 12:20:43
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



