AEKJIAPAIIAA O COOTBETCTBUHA

JEKJIAPAHT, MIPUHUMAIOII U JEKJIAPAITAIO O COOTBETCTBUH

00O "Hoeapmuc @apma"

Ceedenua o pezucmpayuu opzanuzayuu: Mescpaiionnaa uncnexyus @edepaibHoil HaN020601 cyxncovl Ne 46 no
2. Mocxee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

Aodpec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 72, kopnyc 3.Teaeghon: 8(495)967-12-70.

B nuye: I'enepanvnwiii dupexmop Konepoea H.A.

Hosepennoe nuyo: Tropun A. B., dosepennocme 6/1 om 03.12.18

3AABJIIET, UTO

nexapcmeennoe cpeocmeo. Inusek, xancyner 100 m2 12 wm., ynaxoexu sueiikogvie konmyphuie (10), nauxku
xapmonHwie, pez Ne IT N013241/01 om 07.11.2011 (0ama 3amenwr 23.04.2018) evioano Hoseapmuc @apma AT,
cepus SLR85, napmus 328 ynaxoeok, zooen 0o 31.10.2021, npouseoocmea Hosapmuc @apma [Imeim AT,
Llseuyapus, Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland xod OKII/]2
21.20.10.211, koo TH B3] 3004900002, konmpaxm Ne NPHLLC-2012 om 01.05.2012, uneoiic Ne 2001415094
om 27.02.2019

COOTBETCTBYET TPEBOBAHUsIM

II N013241/01-071111 uzm. Ne 1-7

JEKJAPALIMS ITPUHSITA HA OCHOBAHHHA

cepmughuxam ananuza npouszeooumens 6/u om 01.02.2019, Cepmucpuxam coomseememeus cucmemvl
menedxcmenma xavecmea 6 Cucmeme 0o6pogonvroii cepmugpuxayuu "@APM-PETHCTP" Ne POCC

CH @K[[0.K.00203, cpok deticmeus ¢ 25.01.2019 2. no 25.01.2022 2., OO0 "OxpyaicHoii yenmp koumpons
kavecmea", Poccua, 115280, 2. Mockea, yn. Macmepxkoga, 0. 4, am. 5, nom. I, kom. 1

Tiopun A. B.
®.1.0

MOAIHCH

CBEJEHHUSA O PETUCTPAIINA

OPI'AH I10 CEPTU®HUKALIUH, 3APET' MCTPHPOBABII U TEKJIAPALIUIO

RA.RU.11®M11 OPI'AH ITO CEPTHOHKALIUH ITPONYKIIUH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu ;: 109428, 2. Mockea, 1-viii Basoeckuii
npoeso, 0. 5, cmp. 1, adpec opzana no cepmupuxayuu: 129626, 2. Mockea, 1-as Meimuwunckas, 0. 25, men.
(495) 783-19-08

JEKJIAPAIIUSI O COOTBETCTBHH 3APETHCTPUPOBAHA Ne POCC RU I-CH.®M11.B.16575/19
JIATA PEFACERAIIAH 05.03.2019

JWM ;
e SApomenko M.A.

MOANKUCH PykoBoputens OC
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Otxen noructuku r. baszens
JlmxTmrpacce 35
4056, r. bazesns, lllseiiuapus

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400782226
K cepTU(QHKATY CePHH

Ipoxyxr: T'JIMBEK KAIICVYJIbI 100 mr 10X12 RU

ToproBoe Ha3BaHHe: I'JIMBEK KAIICYJIbI 100 mr 10X12 RU

I'm1o6anbHBIH OLIEHMBaeMblii 739758 Cepust Ne: SLR85

maTepuan Ne:

I'mo6anbHBIH HeOLIEHHMBAEMbIii Ceptudukar cepun Ne:  CH120200512360

maTepua Ne:

3aka3uuk Ne: RU0300

3akazumk: 00O «Hogaptuc ®apma», Mocksa, Poccuiickas denepanus

JoctaBka Ha Ne: RUO0300 Koa cTpansl: RU

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

Hcxonsimmii HoMep 5001761079 10 Ne 3akaza-Hapsiza

¢apm. noctaBku: KOHEYHOI'0 MOJIy4aTeJis: 1001415293

No 3akaza Ha OKyNIKy 4700110383 JocTaBiieHO

KOHEYHOI'0 MOJTy4aTeJis: Kou-Bo: 328.000
Eannunebi: IIT.

JonoIHUTeIbHAS TIOTHCTHYecKAasi HHpOopMALus:

MeHeaKep 10 JIOTHCTHKE: Laurence SCHMID Hara: 13-02-2019

Crpannma 1 /6



Boinymeno:
HOBAPTUC ®APMA LUTENH AT
1lla¢g¢pxay3epurrpacce
4332 lllraiin

JIMIeH3Hs HA H3TOTOBJIEHHE Ne

) NOVARTIS

504879
Ceprudpukar GMP Ne:

18-0750 For Solids/18-0834 for steriles

CEPTU®UKAT CEPUH

Ne CH120200512360

MIpoayxkr:

JlekapcTBeHHast popma:
Tun ynakoBKH:

Pasmep ynakoBkwu:

CTpaHa Ha3HAYeHHUs
I'noGanbHbIH MaTepuas Ne:
JlaTa H3roToBJIeHMS

JlaTa BBIITycKa:

Cpox roaHocru:
KosuuecTBo eaAHHMIT
MPOAYKTA:

I'IMBEK KAIICVYJIBI 100 mr 10X12 RU

TBepble KeTaTHHOBbIE Karcyabl

onucrep

10X12 wtyk

Poccniickas denepauns

739758 Cepus Neo:
16-11-2018

01-02-2019

31-10-2021

328.000 wtyk

SLR85

YnakoBouHas nHGpopmanus
MIpoayxkr:

I'nobGanbHbIH MaTepuat Ne:
JlokaabHbIi MaTepuana Ne:
IIpoussoanTenb:

Ceptuduxar GMP Ne:

JIuIeH3Us1 Ha H3rOTOBJIeHHE:

TJIMBEK KATICYJIbI 100 mr 10X12 RU
739758

739758

Hogaptuc ®apma, [teitn AT’
LHaddxoitzepurrpacce

CH4332 Illraiin

504879

18-0750 For Solids/18-0834 for steriles

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

Cepruduxar Ne
Ipoayxkr:

I'no6anbHbBIH MaTepuaa Ne
JlokaabHblii MaTepuaa Ne
JaTta BblImycKa:
IMpouspoauTeb:

JInieH3us: HA U3roTOBJ/ICHHE:

CH120100416501
I'IMBEK KAIICVYJIbI 100 mr.009

857733 Cepust Ne:
857733

28-01-2019

Hosaprtuc ®@apma, Llreiin AT’
[Tad¢pxoitzepmrpacce

CH4332 Illraiin

504879

SKNO2

Crpanuma 2 / 6

Hacrosmuii oKyMeHT ObU1 aBTOMAaTU4YECKH CTEHEPUPOBAH.
JlaHHBIE YTBEPKIEHBI OTBETCTBEHHBIM JIMLIOM.




Boinymeno:
(') N O V A RT l S HOBAPTUC ®APMA LUTENH AT

1lla¢g¢pxay3epurrpacce
4332 lllraiin

JIMIeH3Hs HA H3TOTOBJIEHHE Ne
504879

Ceprudpukar GMP Ne:
18-0750 For Solids/18-0834 for steriles

CEPTU®UKAT CEPUH
Ne CH120200512360

MIpoayxkr: TJIMBEK KATICVYJIbI 100 mr 10X12 RU
I'no6anbHBIH MaTepuas Ne: 739758 Cepus Ne: SLR85
3akioueHue:

Hacrosumm yaocToBepsto, 4To faHHas HH(pOpManus MOITMHHA U BEpHA.

JlaHHas cepud co3naHa/ IPOU3BEICHA, BKIIOYAA YIIAKOBKY U KOHTPOJIb, HA BBILEYIIOMAHYTOM MECTE
MPOU3BOJCTBA B COOTBETCTBUH ¢ MpasiiiaMu GMP JIOKabHOTO PErysIMTOPHOTO OpraHa u cnetupuxanmei
PETHCTPALMOHHOTO yOCTOBEPEHHS HIMITOPTUpYIoLIel cTpaHbl. HapaboTka, yrlakoBKa M aHaIM3 CEPUH
COOTBETCTBYHOT TpeboBaHusim GMP.

OTBeTCTBEHHOE JTULIO: Klaus WERNER

JlaTta u Bpemsi: 01-02-2018 10:30:26

JInno, BelgaBmee cepTuuKaT: Klaus WERNER

JOJIKHOCTD: CoTpyIHUK OTAENa Ka4yeCcTBa

JaTa u Bpems: 01-02-2018 10:30:26
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Hacrosmuii oKyMeHT ObU1 aBTOMAaTU4YECKH CTEHEPUPOBAH.
JlaHHBIE YTBEPKIEHBI OTBETCTBEHHBIM JIMLIOM.
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IlponsBeneno:
HOBAPTUC ®APMA LUTENH AT

1la¢g¢pxay3epurrpacce
4332 Illraiin
[ IBeitapus

CEPTU®UKAT AHAJIM3A
Ne CH120100416501

®.CLLA, Esp. ©.

Hponykr: TJIMBEK KATICYJIBI 100 mr.009
I'nobanbHblil MaTepuan Ne: 857733 Cepus Neo: SKNO2
JlaTa u3roToBJIeHHS: 16-11-2018 IMpotoxoa anaauza Ne: 4100386537
HopmaTtuBHas DP_3752425_A_R_1
AOKYMEHTALUA:
TecThl TpeGoBaHus Pe3yabTaThl
Onucanue: Liget kancyn Ot opaH)keBOro 10 opaHxeBoro ¢ OpaH)keBas HENpo3payHas
CEpOBaTbIM OTTEHKOM HENpo3payHas KamcyJa
KarncyJa
Onucanue: Pazmep kancyn Howmep 1 CootBeTcTBYET
Onucanue: LiBeT rpaBupoBKu Kpacubiit Kpacubiit
OnucaHue: Ko rpaBUPOBKU «NVR SI» «NVR SI»
Onucanue: Conepxkanue Kancyn INopoiok [Topowok
Onucanue: LiBeT cogepxumoro kancyn benoro ¢ KenroBaTbiM OTTEHKOM benbiit
LIBETa
IMopgmuaHoCTE MeTonOM TCX: COOTBETCTBYET CTAHAAPTY COOTBETCTBYET CTAHAAPTY
NMATHUHUDB CpaBHEHUS CpaBHEHUS
IMopmuHaHOCTE MeTOnOM BOXKX: COOTBETCTBYET CTAHAAPTY COOTBETCTBYET CTAHAAPTY
NMATHUHUDB CpaBHEHUS CpaBHEHUS
Pacnanaemocts: Konuuecto - 6
TECTUPYEMbIX €IUHMULL
Pacnanaemocts: Konuuecto - 6
pacnaBuiuxcsi eaunHull B teuenue 10 muH
Pacnanaemoctb CootBercTBue TpeOOBAHUSM CootBeTcTBYET
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Hacrosmuii oKyMeHT ObU1 aBTOMAaTU4YECKH CTEHEPUPOBAH.
JlaHHBIE YTBEPKIEHBI OTBETCTBEHHBIM JIMLIOM.
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IlponsBeneno:
HOBAPTUC ®APMA LUTENH AT

1la¢g¢pxay3epurrpacce
4332 Illraiin
[ IBeitapus

CEPTU®UKAT AHAJIM3A

Ne CH120100416501

Mpoaykr:

I'nobanbHblil MaTepuan Ne: 857733

I''TMBEK KATICYJIBI 100 mr.009

Cepus Ne:

SKNO02

TecTnl

TpeGoBanus

PesyabTaThl

IloctoponHue npumecu METOI0M
B2XX-MS: 507-00
IloctoponHue npumecu METOI0M
BOXX: nunauBuayanbHble Kaxaas
IloctoponHue npumecu METOI0M
B3OXX: cymma

OaHOPOIHOCTb COAEPIKUMOTO
BECOBBIM METOAOM: KOJIMYECTBO
TECTUPYEMBIX €IVHHII
OIHOPOIHOCTH COAEPKUMOTO

BecoBbIM MeTonioM — UMATHUHUWB:

MUHUMYM
OnHOPOIHOCTH CONEPKUMOTO

BecoBbIM MeTozioM — UMATHUHUWB:

MaKCUMYM
OaHOPOIHOCTb COAEPIKUMOTO

BecoBbM MeToaom — UMATUHUB:

OTHOCUTEJIbHOE CTaHIapTHOE
OTKJIOHEHUE
OIHOPOIHOCTb COAEPIKUMOTO

BecoBbM MeToaom — UMATUHUB:

npuemMJjieMas BEJIMUYAHA
OIHOPOJIHOCTh COACPIKUMOTO
BecoBbIM MeToaomM — UMATHUHHUB
KonnuectBeHHOE OnpeaeeHme
metoaom BOXX: UMATHUHNb

He 6ouniee 3 ppm
He 6onee 0,2 %
He 6onee 0,5 %

N =10 wm 30

He 6onee 15 %

CooTBeTCTBHE TPeOOBAHUIM
©.CUIA, EBp. @., Sn.d.
95,0 -105,0 %

<1 ppm
<0,05 %
<0,05 %

10

100.3 %

102.7 %

0.8 %

1.8%

CooTBETCTBYET

100.9 %
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Hacrosmuii oKyMeHT ObU1 aBTOMAaTU4YECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM.
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IlponsBeneno:
HOBAPTUC ®APMA LUTENH AT

1la¢g¢pxay3epurrpacce
4332 Illraiin
[ IBeitapus

CEPTU®UKAT AHAJIM3A
Ne CH120100416501

Mpoaykr: I''TMBEK KATICYJIBI 100 mr.009
I'nobanbHblil MaTepuan Ne: 857733 Cepus Neo: SKNO02
3akmoueHue:

Cepusi COOTBETCTBYET CHeLM(PHUKALIMN HOPMATHBHOM JOKyMeHTauud. HacTosmmM yIOCTOBEpSIO, UYTO IaHHAs
uH(popMalLsg NoATMHHA M BepHa. HapaOoTka M aHaNu3 cepuu MPOBEPEHBL U COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTcTBeHHOE JTHLIO: Christoph LEIBL
JaTa u Bpems: 28-01-2019 11:02:35
Jluno, BeLIABIICE CEPTH(RPUKAT: Christoph LEIBL
JOJIZKHOCTD Crapiuuii cnequanuct OTAela KauecTsa
JaTa u Bpems: 28-01-2019 11:02:35
Crtpanuma 6 / 6

Hacrosmuii oKyMeHT ObU1 aBTOMAaTU4YECKH CTEHEPUPOBAH.
JlaHHBIE YTBEPKIEHBI OTBETCTBEHHBIM JIMLIOM.



