AEKJIAPAITSTI O COOTBETCTBHUHA

AEKJIAPAHT, IPUHUMAYOUI AT AEKJIAPAITHIO O COOTBETCTBUH

340 "CAHOO3"

Ceedenun o pezucmpayuu opeanuzayuu: Mesicpaiionnas uncnexyus Pedepanvron Hanozo6oii cayoctor No 46 no
2. Mockee 01.01.2008, OI'PH 1027739159601, dama npuceoenus OI'PH 06.09.2002.

Aopec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 0.72, kopn.3. Tenepon: 8(495)660-75-09.

B nuye: Pyxosodumens omoena nozucmuxy (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Enuceee H.B.

3AABJISAET, UTO

nexapcmeennoe cpeocmso. Anagpanun CP, mabremiu NPONOH2UPOBAHHO20 delicmEus, NOKDbIMbIE NAEHOYHOT
obonouxoti 75 mz 10 wm., ynaxoexu avetixogie xoumypuvie (1), nauku kapmonnsie, PY No JIC-001129 om
01.08.2011 (0ama nepeogopmnenun 08.04.201 6) evidarno Hoeapmuc ®apma AT, cepus TAMS4, napmus 25920
ynakoeok, 200ex 9o 31.05.2024, npouseodcmea Hosapmuc ®apma C.n.A., Hmanus, Novartis Pharma S, p.A.,
Via Provinciale Schito 131 - 80058, Torre Annunziata (NA), Italy, koo OKII2 21.20.10.236, koo TH BaT
3004900002, xoumpaxm Ne 02/Candoz AT/12 om 01.02.2012, uneotic No 4190518083 om 01.10.2019

COOTBETCTBYET TPEEOBAHUSIM

JIC-001129-010811 usm. Ne -4

AEKJIAPAIIMS IIPUHSTA HA OCHOBAHUU

npomoxon uchbrmanuti Ne 10589/ om 16.10.2019 HJT OO0 "Lenmp konmpona xavecmea Buonaiigh”,
ammecmam axkpeoumayuu RA.RU.211JK01, Cepmugpuxam POCC IT. ®MO8.C51297 om | 6.10.2019

A AHII03TN
JXATA NIPUHSITUS AEKJAPAITHH /6.10.2019 CA HLL

ﬂEKﬁéﬁiﬁﬁﬁﬁE\ﬁCTBﬂTEﬂbHA 1O 31.05.2024
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CBEJAEHMSA O PETUCTPALIUU

OPT'AH IIO CEPTH®UKALIUH, 3APETMCTPHPOBABIIHIA JAEKJIAPALITHIO

RA.RU.11®OMO8 OPI'4H ITO CEPT, HOHKALHH ITPOLYKLHH OFIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XKHOH LJEHTP KOHTPOJIS KAYECTBA "

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, aopec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, sm. 5., men. :(495)788-02-88, ee6-
caim: oykx.pe.

AEKJIAPAITSI O COOTBETCTBUH 3APETMCTPHPOBAHA M POCC RU J-IT. ®M08.A.40730/19
JIAT%&EWHP%HHH 16.10.2019
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) NOVARTIS

Beinyweno:
HOBAPTHC ®APMA CIIA
Bua Mposunumane Muto 131
80058 Toppe AnnyHunara Mraaua
[MpoussoacTeennasn anueniua Ne
AM-11/2019
Ceprudurar GMP Ne
IT/36/H/2019

CEPTUOUKAT CEPUHA
Ne IT100200124371

Mpoaykr:

Jo3upoBKa / aKTHBHOCTb:
JlekapcTBenHnas gopma:
THN yNAaKOBKH:

Pasmep vnakoBku:
Perucrpaunontoe
yaocTtoBepeHHe No:
Crpana:

[obaneublit maTepuan Ne
JaTa npon3BoacTea

JlaTa BbinycKa:

Cpok roaxocTn
Koanuectro eanHnn
NpoayKTa:

AHAOPAHWUII CP

KJIOMHMITPAMMKH 75 MIT

TaOnerka, nokpbiTas naeHoUHOI 000104KO#
onucrep

1x10 Tabnetox

JIC-001129

Poccuiickas @enepauus
706509

07.06.2019

30.08.2019

05.2024

58080.000 wtyk

Cepusa Na:

TAMS54

YnakoBouHas
nndopmauns

IMpoaykr:

InobaneHbiii MaTepnan Ne
JlokanbHblil MaTepuan Ne
¥YnakoBIUHK:

[Mpon3BoacTBeHHAs
JINUEH3Hs
Ceptugurkar GMP Ne

AHADPAHWIT CP

706509

87178

HOBAPTHUC DAPMA CIIA
Bua [Tposunumane Luro 131
80058 Toppe AHHyHUHaTa
Wranua

AM-11/2019

IT/36/H/2019

Jlannbie TecToB, TpEOOBAHMA, PE3YILTATLI H 3AK/IIOUEHHA [IPHBEICHBI B ClleyIOLIeM cepTH(HKaTe/ cepTH(pHKATAX:

Ceprugmrar Ne
Mpoaykr:

JlokanbHblit maTepnan Ne:
Jara Beinycka:
[MpoussoanTeb:

I'nodankHubIil MmaTepuan No:

Jlnuenius Ha nirorosjenne Ne:

IT100100138882
AHADOPAHWII CP
706509

87178

30.08.2019
«HOBAPTHUC ®APMA CITA»
Bua [Nposununane Lluro 131
80058 Toppe AnHyHumata Mrtaaus
AM-11/2019

Cepus No: TAMS54

Crpanuua 1/9

Hactosumi cepTudurar Gb11 aBTOMATHUECKH CreHEPHPOBAH.
Jarnpie yTREPHIEHb! OTBETCTBEHHBIM THLIOM.




Beinyweno:
l‘) N O VA RT I S Hosaptue UT Toppe
HOBAPTHUC ®@APMA CITA
Bua [Mposniunane nro 131
80058 Toppe AnnyHumara Mraana
lNMpou3isoacTBeHHas anueHina Ne
AM-11/2019
Ceprudurar GMP Ne
I1/36/H/2019

CEPTU®UKAT CEPUU
Ne IT100200124371

Mpoaykr: AHADPAHHWII CP
CnobanbHblii maTepnan Ne: 706509 Cepus Nu: TAMS4
3aknr4eHue:

HacToswmmM y1ocToBepAlo, YTo AaHHas HH(pOPMALKA NOLTHHHA W BEpHA.

JHannas cepus co3naHa/ NpoM3BeACHa, BKIOYaA YMAKOBKY M KOHTPO/b, Ha BbILLIEYMOMAHYTOM MEcCTe
MPOM3BOACTBA B COOTBETCTBUM ¢ npaBuaamMu GMP nokanbHOro peryaatopHoro opraHa u cneuuguxauueii
PErHCTPALMOHHOTO YAOCTOBEPEHHA UMMOPTUPYHOLLEI CTPaHBI.

HapaboTka, ynakoBka H aHanH3 cepHH COOTBETCTBYIOT TpedosaHuam GMP.

OTBeTcTBEHHOE JIHLO: ["'epmana Youcu
JdaTta u Bpems: 30.08.2019 15:43:32
KommenTapuu:

B npouecce npon3BoacTBa He ObLT0 OOHAPYKEHO OTKIOHEHMUIA.

OTBeTCTBEHHOE JIHLO: [epmana Youcu
DyHKUHA: PykoBoanTenb Bblycka MpoayKLUHH/ YNOITHOMOYEHHOE JTHLO
Jdata u Bpema: 30.08.2019 15:43:32

Crpanuua 2/9
HacTosawmit ceprudurar Gbil aBTOMATHHECKH CTEHEPHPOBAH.
ﬂ‘dll[lb]t‘ YTBEPZKACHBLI OTBETCTBCHHBIM JTHLLOM.




) NOVARTIS

Boinyuteo:

Hosaptuc T Toppe
HOBAPTHUC ®APMA CITA
Bua lMpoeunuuane Hluto 131

80058 Toppe AnHyHuuata Htaaus

CEPTHUOUKAT AHAJIU3A
Ne IT100100138882

IMpoaykr: AHA®DPAHWII CP

InobGanbHeiii MaTepunaa Ne: 706509 Cepusn No: TAMS4

JlokaabHbIi maTepuan Ne: 87178

JlaTta npon3BoaCTBA: 07.06.2019

CpoK roaHocTH: 31.05.2024

Mpoueaypa nenbiranuii DP 3746617 015 R 1 MpoTokoa anannia Ne: 89120023864
TecTbl TpeboBanus PesyabTaThl

Onucanue BU3yanbHO: (hopma: KancynoBuaHbie N1BOSKOBBIMYKIIbIE CootBeTcTBYET

TabNeTKH, NOKPbITbIE TLIEHOYHOH
000704KOI1 ¢ pHCKOii Ha 00eMX CTOPOHAX.

Onucanue BU3yaabHO: LBET Pozosbiii CootseTcTBYeT
OnucaHue BU3yalbHO: KOA Ha oaHoii ctopone rpaBupoBka «C/G», Ha  CooTBeTCTBYET
rpaBUPOBKH apyroi cropone — «G/D».

Hdauna [Ipubnusutensro 13.2 mm CooTtBeTcTBYET

Tonuwmuua [Mpubnusutensto 5.2 MM CooTsetcTBYET

Ulupuna [Tpudnuzutenso 4.6 Mmm CoorseTcTBYyeT
[ToanrnHHOCTE MeTOAOM Y D- CoOTBETCTBHE CTAHAAPTY CPABHEHUS COOTBETCTBYET CTaHIAPTY
CNEKTPOCKOMUH CpaBHEHHs

Crpanuua 3/9
Hactosmumii ceprudukar Guin aBTOMaTHUECKH CreHepHPOBAH,
ﬂ,il]thlC VTBEPAKJICHBI OTBETCTBECHHBIM JIHLIOM.




) NOVARTIS

CEPTUD®UKAT AHAJIN3A

Buinyuieno:

Hosaptic UT Toppe
HOBAPTHC ®APMA CITA

Bua IMposunumnane Luto 131
80058 Toppe Aunynumata Utanns

Ne IT100100138882

[TpoaykT: AHA®PAHWIT CP

[n1odanbHbli MaTepuan Ne: 706509 Cepus No: TAMS54

JlokanbHblii MaTepnan Ne: 87178

TecTbl TpedoBanns PesvabTaThl

[ToAnHHHOCTL MeTOA0M BIAKX COOTBETCTBHE CTAHAAPTY CoOTBETCTBYET CTAHOAPTY
CpaBHEHHs CpaBHeHHs

Pacteopenne KnoMmunpamuua ruapoxiopuaa 6-24 6

metonom Y P-cnekTpockonuu yepes | vac:

n=6, 12 unu 24

Pacteopenne KnoMunpamMmuua ruipoxiaopmuia 31-56% 42 %

meToaoM Y@-cnekTpockonuu vepes | vac:

cpenHee

PacTBopenue KnomunpaMiuHa ruapoxiopuna - 41 %

meToaoM YD-criekTpockonuu vepes | yac:

MHHHMYM

Pacteopenune KnomunpamuHa ruapoxaopuaa - 43 %

meToaoM Y@-cnekTpockonuu yepes | vac:

MaKCUMYM

PactBopenue Knomunpamuua ruapoxnopuna  CooTercTByeT CootsetcTByeT

metonoM Yd-cnekTpockonuu uepes | vac: tpedosanuam @. CLIA

KOHEYHOE 3aKIIYeHHe

CrpaHuiia 4/9

Hactosimmii ceprudmkar Gbln aBTOMATHHECKH CIEHEPUPOBAH.
JlaHHble YTBEPHKIACHBI OTBETCTBEHHBIM JMLIOM.



U> NOVARTIS
Boinyweno:
Hosaptuc UT Toppe
HOBAPTHC ®APMA CITA
Bua [1posutumane luto 131
80058 Toppe AHHyHumnata Mtannsa

CEPTU®UKAT AHAJIM3A
Ne IT100100138882

IMponykr: AHADPAHUII CP

nobdanbHeIil maTepnan No: 706509 Cepus Ne: TAMS4

JlokanbHblii MmaTepuan Ne: 87178

TecThl Tpebosannsn PesynbTaThl

PactBopeHue KnomunpammiHa ruapoxiopuia 6-24 6
meToaoMm Yd-criekTpockonuu yepes 2 yaca: n=6, 12

uam 24

PactBopenue Knomunpamuna ruapoxiopuaa 46-78 % 62 %
MeTonoM Y®-cnekTpockonuu uepes 2 uaca: cpejiHee

Pacrtsopenue KinomunpamuHa ruapoxiopuaa - 61 %
metosaoM Y®d-cnekTpockonuu vyepes 2 yaca:

MHHHMYM

PactBopeHue KnomunpammHa ruapoxiopmuia - 63 %
mMeToa0oM YD-crniekTpockonuu yepes 2 yaca:

MaKCHMYM

PacrtBopeHue KnomunpamuHa ruapoxiopuia CooTtBeTcTBYET CooTBeTcTBYET
meTogom Y d-cniekTpockonuu vepes 2 yaca: Tpebosanusam @. CILIA
KOHEYHOE 3aK/II04YeHHe

PactBopenue KnomunpammHa ruapoxnopuia 6 - 24 6
Metogom ¥Yd-cnekTpockonuu yepes 4 yaca: n=6, 12

uam 24

Crpanuua 5/9
HacTtosuiuii cepruukar Obl1 aBTOMATHUECKH CIEHEPHPOBAH.
JlaHHBbIe yTBEPKIAEHbI OTBETCTBEHHBIM JIMLOM.




) NOVARTIS

Boinyweno:

Hosaptuc UT Toppe

HOBAPTHUC ®APMA CIIA
Bua INposuHumane Uluto 131
80058 Toppe Aunynunara Uranus

CEPTU®UKAT AHAJIU3A
Ne IT100100138882

[Mpoaykr: AHA®PAHHWUII CP

Cnobanbublii MmaTepuan Ne: 706509

Jlokanebublit maTepnan Ne: 87178

Cepusi No:

TAMS4

TecTbl

TpeGoBaHusa

Pesyabrarel

PacteopeHne KioMmunpamuHa ruapoxaopuia
meTonoM YD-criekTpockonuu uepes 4 vaca:
cpeaHee

PactBopeHue KnoMunpaMmuHa ruipoxiopuia
metonom Y®d-crekTpockonuu uepes 4 vaca:
MHHHMYM

PactBopeHue KnomunpamuHa ruapoxiopuia
MeTonoMm Yd-crnekTpOCKONuH vepes 4 yaca:
MaKCUMYM

PactBopenue KioMuIIpaMiHa ruapoxIopuaa
MeTonoM Yd-cneKTpockonuu vepes 4 yaca:
KOHEYHO® 3aK/oUeHHe

PacTtBopenue KinomunpamuHa rujpoxiopunaa
meToaoM Yd-crneKTpocKkonuu uepes 6 yacos: n=6,
12 unu 24

PacTeopeHue KnomMunpamuta rupoxiopuia
MeToa0M YD-CrieKTpoCKONnuu Yepes 6 4acos:
cpenHee

67 -95 %

CooTBeTCcTBYET
tpedosanusam ®. CLLIA

6-24

He menee 80 %

82 %

81 %

83 %

CootBeTcTBYET

89 %

Crpanuua 6/9

Hactoswuit ceprumkar Obl1 aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHble YTBEP# 1eHbI OTBETCTBEHHBIM JTHLOM.



) NOVARTIS

Beinyuieno:

Hosapruc UT Toppe

HOBAPTHUC ®APMA CITA

Bua [lposuHunane Into 131
80058 Toppe AnxyHnumnarta Mtanua

CEPTUD®UKAT AHAJIU3A
Ne IT100100138882

[MpoaykT: AHADPAHHUII CP

I'nodanbuelii MaTepuan Ne: 706509 Cepusn Ne: TAMS54

JlokanbHblilt maTepnan No: 87178

TecTnl TpedoBanusn PesyabTatsl

PactBopenue KnomunpamuHa ruapoxaopuia - 88 %
MeToaoM Y D-CreKTPOCKONUH Yepes 6 4acos:

MHHUMYM

PactBopenue Knomunpamuna ruapoxaopuia - 91 %
MeToaoM Y D-CekTPoCKONUK yepes 6 4acos:

MaKcHMYyM

PacTBopeHue KnomunpammuHa ruapoxiopuaa CootsetcTByeT TpedoBaHuAM  COOTBETCTBYET
yepes 6 yacoB: KOHEYHOE 3aKITHOUEHHE @. CHIA

Crieunduueckue NpoayKThl pacrnana MeTOI0M He Gonee 0,6 % Memnee 0.1 %
BOKX: G22355

Crneunuyieckie NpoayKThl pacnana MeTOI0M He Gonee 0,2 % Menee 0,1 %
B2XKX: GP43843

Hecneuuduieckue npoaykTel pacnaja Ha He 6osee 0.2 % Metee 0,1 %
OCHOBAHHH 3asABIE@HHOIO KOJIHYECTBA

Knomunpamuna ruapoxnopuaa Mmetonom BIOAX:

MHANBHAYAIbHO

Crpanuua 7/9
HacTtosawmil ceprudiukar Obl1 aBTOMATHYECKH CrEHEPUPOBAH.
JlaHHBIe YTBEPKAEHB! OTBETCTBEHHBIM JIHLIOM.




(> NOVARTIS

Beinyweno:

Hosaptic UT Toppe

HOBAPTHC DAPMA CITA

Bua INposunuunane luro 131
80058 Toppe AunyHuunata Utanus

CEPTHO®UKAT AHAJIU3A
Ne IT100100138882

Mpoaykr: AHAOPAHUI CP

INnobaneublii maTepuas Ne: 706509 Cepust Ne: TAMS4
JlokanbHblil maTepuan Ne: 87178

TecTb! Tpedosanns PedyabTaTsl

CymMa npoaykToB pacnaia

OaHopoaHocTs 103MpoBaHis MeTogoM BOMX:

n=10 unu 30

OaHOpOIHOCTL 103MpOBaHKs MeToaoM BXKX:

MHHHUMYM

OnHopoaHocTs 103upoBaHns MetogoM BIXKX:

MaKCHMYM

OnnoponHoCTh 103MpoBaHus MeTonoM BIJKX:

CranaapTHoe OTK/IOHeHHe

OaHoponHoCTh 103MpoBaHKs MeToaoM BXKX:

[Tpuemnemas Benuumnna

He Gonee 1.0 %
10 - 30

He 6onee 15,0

Menee 0.1 %
10

98,1 %

102,5 %

1,2

3,0

Crpanuua 8/9

Hacrosiuuii ceprudmkar 6611 aproMaTnuecky crenepuposan.
JaHHble yTBepsKAeHb! OTBETCTREHHLIM THIIOM.




U) NOVARTIS

Beinyweno:

Hogaptuc UT Toppe

HOBAPTHUC ®APMA CITA

Bua [Mposunumane Lluto 131
80058 Toppe Annyuunara Mranus

CEPTHOUKAT AHAJIN3A
Ne IT100100138882

MpoaykT: AHADPAHHWII CP
["n1o6anbHblii MmaTepuan No: 706509 Cepusi No: TAMS54
JlokanbHelii MaTepuan Ne: 87178
TecThi TpeboBanns PesyabTatsi
OnHOPOIHOCTL A03HPOBaHUA MeTo10M B X: CoOTBETCTBYET CooTBeTcTBYET
KOHEYHOE 3aK/II0ueHHe tpedosaHusam @. CLLA,

Esp.®, AD
Konuuecrtsennoe onpeaenenue, metonoM BOIKX 95,0 -105,0 % 99,7 %

OT 3as1BJICHHOIO KOJHYECTBa

3akioueHne:
Cepust cooTBETCTBYET NPOLUEAYPE MCTIbITAHUIT. HacToAILNM yA0CTOBEpsAEM, UTO JaHHas HH(OPMALIHS MOLTHHHA U
BEpHa, a NPOTOKOJI aHAJIM3a paccMOTpeH U cooTeeTcTByeT GMP.

OTReTCTBEHHOE JIHLIO: Honanaa Ankopa

Hata u Bpemsi: 30.08.2019 15:01:29

OTBeTCTBEHHOE JIHLO: HMonanna Axkopa

DyHKUNA: PykoBOaIHTENb BLIMYCKA FOTOBOMH NMPOIYKLHH

Hata n Bpemsi: 30.08.2019 15:01:29
- AHA03" \&N
, 07" |

Crpanuua 9/9 N ey

Hactosumit ceprudmiat 6bim aBTOMATHUCCKH CreHEPHPOBAH,
Januble YTBeP:KA€HbI OTBETCTBEHHBIM THLOM.




