000 «MenbiTaTe/IbHbIH NEHTP JEKAPCTBeHHbI
115404, Mocksa r, Panuanshas 6-5 ya, oM Ne

HOpuauveckuii anpec:
r. Buanoe, wocce benokaMeHHOe, y4.

Agpec H11;142700, Mockosekas obnacts,

JTuuensus Ne 77.99.18.001.J1.000132.08.07 na ocyuiecTBieHHE
nuTenei MHGEKUMOHHBIX 3a00/1eBaHMI HEN0BEKA H IKHBOTHBIX
Ten./dake: 8(495)979-23-3

Arrectar Axkpenutaunu Ne RA.RU.210M04,

NESTENHOCTH B OBIACTH MCNONB30BaHHsA BO30Y-

IIPOTOKOJT HCITBITAHHH Ne T21-01952

X CpeacTs «BHOTEXHOJIOTHI»
24, crpoenne 14
8- nuuus, noM Ne 10A

apix 111 u IY crenenH pmﬁunanbuoﬁ OMAcHOCTH,
6, e-mail: info@biotechnologia.ru

«22» mapra 2021 1.
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QO6BEKT UCTILITAHUH

_Hara noctynnenns 06pasuos

P A L T

KonuuecTBo, COCTOAHHE H YH

KaNbHbIH HACHTHOHUKALHOHHbIHA

HopmaTHBHBIH JOKYMEHT, yCTa-
HaBIUBaKOLKI TpeOOBaHNA K 00D-
eKTY H YC/IOBHAM MPOBEASHUA HC-

NbITAHHH
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JICP-002605/07-290719, Mam.Nel; 1 (Cneundunkauus, Onrcanue)

0bpasLpl 6€3 NOBpeiUIEHHA YIAKOBKH;

«Hosapruc ®apmacsrotuka C.A.», Henanus/Novartis Farmaceutica
S.A. Ronda de Santa Maria 158 08210 Barbera Del Valles (Barcelona),

Na Onpenenaemas
XapaKkTepHCTHKA

Haumenosanue nokasarens, Tpebo-
BaHWA H HOPMbI B COOTBCTCTBHH C
HOPMATHBHBIM JOKYMEHTOM

Pe3ynbTarbl HCTIBITAHHHA

JloxymenTt(e1), yeTa-
HapiMBAIOLIMH(E) Mpa-
BHJIA H METOABI HCIIbI-

TAHHA

1 VYnakoska

Ynakoska

Mo 7, 10 uu 14 Tabnerok B Gaw-
crepe u3 [IBX/TIBAX.

To 1,2, 4, 8, 14 unu 40 6aucrepos
no 7 rabnerok; no 3, 9 unu 28 6nu-
crepon no 10 TaGnerox; no 1,2, 4,7
wian 20 Gaucrepor no 14 tabnerok
BMECTE C HHCTPYKUMEH B KAPTOHHOM
nauke

CoOTBETCTBYECT

ITo 14 Tabnerok B Gnuctepe M3
NBX/MBIOX.

2 6nucrepa no 14 Tabnerok Bme-
CTe C MHCTPYKLMCH B KAPTOHHOH
navie

JICP-002605/07-290719,
Ham.Nel

2 | MapxkupoBka

MapkHpOBKa

Ha 6nucrepe Ha pYCCKOM A3bIKE
YKa3bIBAIOT: IOTOTHN KOMNaHuH (Ha
ﬂBTHHHuC}, TOpropoe HaMMEHOBA-
HMC Mnpenapara ¢ NpeaynpeaHTe/b-
Hoit mapkuposkol ®, nexapcTBeH-
Hy10 (popMY, AOIHPOBKY, MCH/IYHA~
POAHLIC HENAaTEHTOBAHHbIE HA3Ba-
HHUA ﬂBﬁCTBleIL[HX BELLECTB, HOMEP
CEpHMH, JaTy MNPOM3BOJCTBA, AaTy
OKOHYAWWS CpOKa TOJHOCTH, Ha
K10 gueiike ykasaH AeHb HELe/H
(kanenjapHas ynakonka), BHYTpEH-
HHE YNAKOBOYHBIC KOABL KOMIAHHH.
Ha xapToHno}i na4yke Ha pyCCKOM K
AHMNIHACKOM A3LIKAX  YKa3blBaloT:
NIOTOTHIT KOMNAHWK (Ha NaTHHULE),
TOproBoe HAMMEHOBAIHKE Npenapara
C MpesynpeanTeNbHOR MapKHpoB-
ko ®, HO3MPOBKY, MEKAyHapoa-
HBIE HENATeHTOBAHHBIE Ha3BaHMA
JISHCTBYIOLIHX BEUICCTB, HAa3BaHHe H
cojepanue AeHCTBYIOWMX  Be-
wects B 1 Tabnerke, nekapcTBEHHAA
(opMa u KonuuccTBO TaGNCTOK B

CooTBeTcTBYyeT

Ha GaucTepe Ha pyCCKOM f3bIKE
YKa3aHo: JIOTOTHIT KOMMaHHH
(Ha naTMHKUE), TOProBoOe Ha-
WMMEHOBaHHe Mpenapara ¢ npe-
AYNPEAHTENBHOH MApPKHPOBKOH
®, nekapcTeeHHasd popma, 1034~
pOBKA, MENIYHAPOLHBIE Hena-
TEHTOBAHHLIE HA3BaAHHA ,ueﬁ-
CTBYIOILMX BEILECTB, HOMEp ce~
pun («Cepus New»), nara pous-
BoacTsa («ITpousBeneno:»), ia-
Ta OKOHYaHMs CpPOKa FOAHOCTH
(«Fomen  no:»), Ha KaxIOW
A4eiiKe yKasaH AeHb HelenH (ka-
neHapHas yrnakoBka), BHYTPeH-
HHE YNaKOBOYHLIE KOMLI KOMMa-
HHH.

Ha xaprouuoii mayke na pyc-
CKOM M aHIJIMACKOM A3bIKax
yKa3aHo: JIOTOTHI KOMIAHHH
(Ha JIATMHMLE), TOproBoe Ha-
MMEHOBAHKE TIpenapara ¢ rpe-
AYNpeaUTensHOM MapKHPOBKOH
®, 103MPOBKa, MENKIYHAPOAHBIC
HEraTeHTOBAHHLIE HA3BaHUA

JICP-002605/07-290719,
Ham.Nel

[Tpumevanue:

TlaHHbI IPOTOKON HCTIBITAHMI KACAETCSA TOJBKO 0GPa3sLOB, MOJBEPrHYThIX STHM HCIBITAHMIAM.

3anpelaeTca YacTHUHOE WK MOJTHOE KOMHPOBAHHE M MepeneyaTka npoToKona ue

nbitannii 6e3 paspewenns ULL




[IPOTOKOJ UCTIBITAHMH NT21-01952 ot «22» mapta 2021 r..
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YNAKOBKE, YCJI0BHS XxpaHeHus, «Ilo-
ApOBHbIE YKa3aHHA O NPHMEHEHHIO
NPUBEIEHH! B TIPHNOMEHHOH HH-
cTpykumny, «[Ing npHema BHYTPEY,
YCNOBUA OTNYCKA, «XPAaHKWTb B He-
JIOCTYMHOM J19 feTeit mecren, «Ka-
nexnapHas yrnaKoBKay», HasBaHWE H
agpec (cTpaHa) KOMMAHWH-Ba-
NeNbLa PErHCTPALMOHHOrO YI0CTO-
BEpEHHH; Ha3BaHKE W ajapec (ropox
M CTpaHa) KOMMNaHHH-NPOM3BOAH-
TeaA, HOMEP PErMCTPALUOHHOTO
YLOCTOBEPHHS (HA PYCCKOM A3BIKE),
urrpux-kox; «Cepus Netw (na pyc-
ckom mabike), «[ipownspeneno:y %Ha
pycciom masike), «lomen a0 » (Ha
pyCCKOM SI3biKE)

JonyckacTca HAHECCHHC BHYTpEH-
HHX YMAKOBOYHBIX KOIOB KOMMa-
HHH.

JonoaHKUTENbHO MOTYT OBITE HaHe-
CCHbI CPEACTBA HACHTH(HKALMH LISt
MOHMTODHHTA JBHXEHHS JieKap-
CTBEHHBIX TrpenaparoB NS MCIH-
UWHCKOIO MPUMCHEHKA OT TNpOH3BO-
JMTENs O KOHeuHoro norpeburens.

Xpaneune. B opurusansuoi ymna-
KOBKE MPH TEMNEPATYPE HE BLILIE
30 °C.

Cpok roaHoctH: 3 roja.

JICHCTBYIOIHX BEILECTB, HA3Ba~
HHE M coacpxkanue aelicrayio-
wux Beweers B 1 tabnerke, ne-
kapctBeHHas (opMa M Kojuye-
crB0 Tabnetok B YNaKoOBKC,
yenosus  xpasenus, «Iloapob-
HbIE YK23aHHS N0 NPHMEHEHHIO
TNPHBEJCHBI B PHIOKEHHOH HH~
CTPYKLHH», «JIng npuema
BHYTpb», YCIOBHA OTIYCKE,
«XpaHWTL B HCAOCTYTIHOM WIS
acteit Mecren, «KanennapHas
YIaKOBKa», Ha3BaHHC M anpec
(cTpana) KOMNAHKH-BIANENbLA
PeruCTPaLMOHHOr0  YIOCTOBE-
peuus, Hazpamue W anpec (ro-
PoA, CTpaHa) KOMNaHHH-NIPOM3-
BOAMTENS; HOMEp PErHCTPAlH-
OHHOTO YA0CTOBEPHHA (Ha pyc-
ckoM sauike), wrpHx-kol; «Ce-
pus Netw (Ha pYCCKOM A3LIKE),
«[TponaseseHo» (Ha PYCCKOM
a3sike), «Comen 1o » (Ha pyc-
CKOM H3BIKE)

BHyTpeHHHE YNaKOBO4HbLIC KO-
Ibl KOMMaHHK.

JIOnNONHUTENBHO HAHECEHBI
cpeacTBa MACHTH(HUKALWMA ANs
MOHHTOPHHIA ABHKEHUSA IEKAp-
CTBEHHBIX [IPENapaTos AiA Me-
JHLUMHCKOrO TMpPHMEHEHHA OT
NPOM3BOAMTENA J0 KOHEYHOro
noTpeduTens.

Xpauurs B OPUrMHANLHOH yria-
KOBKE NMpPH TEMNEparype He Bbl-
we 30 °C,

3 rona (Cozen 1o 12.2023)

3asenyioumii Oraenom npuema £

06pa3uos 1 OpopMICHHA PE3YIb-
TaTOB MCIILITAHHI

Pykosonurens UL

CnpasoyHo: HenbiTaHus MpoBeAEHbI

«22» mapra 2021 r..

Odopmun seaywiuii Hrkenep Kouerosa T. C.
Tenedon: +7(495) 971-28-42, no6. 119, e-mail: t.kochetova@biotechnologia.ru

IIpumeuanue:

Yecuokosa E. H.

0255&/ ~ CumonoBa T.T.

JlanHBIl NPOTOKO. HCMBITAHKH KAacaeTes TONbKO 00pa3LoB, NOBEPrHY ThIX ITHM HCTBITAHUAM.
3anpeluaeTcs YACTHYHOE WM TONHOE KONWPOBAHME H NEPEereuaTka NpOTOKoNa MCIbITaHHit 6e3 paspelleHHs 2108
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Form to SOP-7044603

Doc No.: FRM-8054642
Version: 2.0

MoaTeepXAeHUe COOTBETCTBUA BBO3UMOro NekapcTBeHHOro npenapara TpeGoBaHUAM,
YCTaHOBMNEeHHbIM NPU ero rocyaapcTBeHHOR perucTpauum

WaenTudbnkaumoHkbin HoMep Tosapa GTIN

TOPFOEOQ HauMeHoBaHWe

MexayHapoaHoe HenaTeHToBaHHOe HalBaHMe

{MHH)
NexapcreenHan thopma

Ooauposka

dopma Bbinycka

Homep cepuu (naprum)

O6bem cepum (NapTuu)

Hara npouasofcrea

Fopen po

Homep u nata perucrpauuoHHoro
yhocToBepeHMA
HoMmep HOpMaTUBHOW [OKyMeHTaLuu

HaumeHoBaHue gepxarenn
perucTpauuoHHOro yAocToBepeHmnn
Afpec MeCTOHaXONAEHUA fepwarTens
PerncTpauMoHHOro yAOCTOBEPEHHUA
HaumeHoBaHue M aapec NpouasoaWTens
(c yxazaHuem cTagMil NnpouaBoacTaa)

KommeHTapumn

BWT41-1M-26032021

04603695000780

Sxcpopx®
Amnoaunud+Bancaprad

TabneTku, NOKPbLITLIE NNEHOMHOR 06onoYKoA

5 mr + 160 mr

14 wr, - GancTepsl (2 WT,) - Na4kk KAPTOHHbIE (28 wWT.)

BWT41
35389 yn.

28.01.2021
31.12.2023

NCP-002605/07 ot 07.09.2007

NCP-002605/07-290719 uam. 1

Hosaprue ®apma AT, LsefAuapus
Lichtstrasse 35, 4056 Basel, Switzerland

Bce craguu, Bii04an BeINYCKaIOWWA KOHTPONb KavecTtea: Hosaptuc ®apmackioTuka
C.A., Ucnanuna (Ronda de Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

He npumeHumo

B cooteercTanm ¢ TpeGosaHuAMU PeaepantHoOro 3akoHa ot 28.11.2018 N 449-03 "O BHECEH!M UIMEHEHUA B OTAENbHbIE 3aKOHOQATENbHbIE
aKTbl Poceuiickoi ®epepauuu No BONPOCY BBOAA B rPaXAaHCKMiAi 060POT NEKaPCTEEHHLIX NPenapaTos ANA MEOMUMHCKOTO NPUMEHeHKA", a
TaKe NpuHMMana BO BHUMaHue noctaxosnenue [MpasuTensctea Poccuiickoit ®efgepaurn oT 26.11.2019 N 1510 "O nopagke Beoaa &
rpaxaaHckiit 06opoT NexKapeTBeHHbLIX NPenapaTos ANA MEAUUMHCKOrO NPMMEHBHUA"

HWxenoanMcaswwic npeacTasutens 000 "HosapTic ®apma”, YNoNHOMOHEHHSIR WHOCTPaHHLIM NPOU3BOAMTENEM NEKapCTBEHHBIX CPEACTS,
NOATEEPAAET COOTBETCTBME BbIWEYKA3aHHOW CepWuM NEKapCTBEHHOTO npenapata ANA MeAWLMHCKOTO NPUMEHEHWs TeGOBaHUAM,
YCTEHOBNEHKBIM NPW ero rocyAapcTeeHHoN perucTpauuy Ha TeppuTopun Poccuiickoih deaepauuv.

¥YNonHoMO4eHHsI# NPeacTasuTens EZ;
000 "Hosaptuc dapma Anekcangpoea [.B.

uuMans: v hamunms

26.03.2021

Nuwinan nognice Bara
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BuinyuieHo:

Hogaptuc @apmacbioThka C.A.

dapmacsoTiKkan OnepIniH3

Ponna Cra, Mapus 158

08210 bap6epa nen Bamec

Hcnanus

JInueH3ns Ha u3roTopjenne Ne
1520-E

Ceprudurar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200290132

Ipoaykr:
Jlo3apoBKa / AKTHBHOCTb!

JlekapcrBenHan gopma:
Tun ynakoBKH:

Pa3mep YNaKOBKH:

Pry:

Crpana HazHAYeHHA!

JlaTa H3roToBJIeHHHA
JlaTa BBINYCKA:
CpoK roJHoCTH:
Koan4ecTBO €AHHHIL
NpoAYKTA:

Cao6anbubiii MmaTepuan Ne:

DKCOOPK, TABJIETKH, [TOKPLITHIE [UIEHOYHOM OBOHO‘{KOI\;L 5/1@
MI Ne28 - RU

AMJIOTUITHH 5 MIT

BAJICAPTAH 160 MI'

TabIeTKH, NOKPBITHIE TEHOUHOH 000mouKoi
Grnuctep

2 x 14 wTyK
JICP-002605/07
Poccuiickas ®enepann
710485

28-01-2021

22-02-2021

12-2023

35389.000 wTyK

Cepus Ne: BWT41

JlarHble TecToOB, TpebOBAHUS, PE3Y/ILTATEI H 3AKIHOHCHNA MpUBEIEHbI B CIIEYIOIIEM cepTu(uKaTe/cepTHdUKATAX:

F:epmquar Ne: ES100100361391
ITpoaykT: NKCHOPK, TABJIETKH, [TOKPBITBIE [IEHOYHOWM OBOJIOYKOH,
5/160MI" Ne28 - RU
CnobanbHblii maTepuanx Ne 710485 Cepus Ne: BWT41
Jlokanbubiii maTepuan Ne 710485 "
JlaTa BbINYCKA: 22-02-2021
Tpon3BoanTeb: Hogaptuc ®apmacbroTika C.A.
dapmacsroTHKan OnepaimH3
Porpa Cra. Mapus 158
08210 BapGepa nen Basec
Hcnanwsi
JInueHsns Ha 1520-E
H3rOTOBJEHHE;
Ceprudurat Ne: ES100100361107 ]
Ipoaykr: YKCHOPHK/EIW 5/160 MI' COMP LAC-EC
[no6anbubiii maTepuan Ne 856682 Cepus Ne: B7096
Jlokanbublii maTepnan Ne 856682
JlaTa BBINYCKa: 19-02-2021
ITponsBoauTe/b: Hosaptuc ®apmaceiotnka C.A.
®apmacsioTHKa1 Orepaiiuns
Poxaa Cra. Mapus 158
08210 Bap6epa nen Bannec
Hcnanus
JIuueH3na HA 1520-E
H3rOTOBJICHHE:
CTpaHHua 1/7 Digitally signed by Filipenka

HacTosimii cepTHUKAT ObL1 ABTOMATHYECKH CreHepHpOBaH.

Anna
F H l 1 k DN: de=com, de=navartis,
JUPEN Komiwcr
o Anna

HaHHbIe YTBEPAKIAEHbI OTBETCTBEHHBIM JTHLIOM

en=filipenko Anna
Reason: Mepeson Npadepuna
wia

eepuna
Date: 2021.03.15 23:36:25
+0300'




‘ Beinyumieno:
() NOVARTIS Hogapruc ®apmaceioTuka C.A.
dapmacerotikan Onepaiimns
Ponna Cra. Mapusa 158
08210 bapbepa nen Bannec
Hcnanus - s
JInueHsnst Ha U3roToBeHHe Ne
1520-E
Ceprudpnxar GMP Ne;
NCF/1851/001/CAT

CEPTU®UKAT CEPHUH
Ne ES100200290132

| Mponykr: SKC®OPIK, TABJIETKH, TTIOKPLITBIE [IJIEHOYHOM OBOJIOUKOM, 5/160
MI" Ne28-RU
Tnobanenerii matepuan Ne: 710485 Cepua Ne BWT41
3aka04eHne:

HactodimuM yocToRepsio, 4To AaHHas HHGOpMalua MOATMHHA H BepHa.

JlaHHasA cepus CO3/aHa/ [IPOU3BEeHa, BKTIOUAA YIAKOBKY H KOHTPOJIb, HA BBILICYTIOMAHYTOM MECTE MPOH3BOACTBA
B COOTBETCTBHH ¢ rpaBinaMi GMP 10kabHOro peryJisTOpHOro opraHa u crielMpukauueil perucTpallioOHHOro
yIOCTOBEPEHHS HMIIOPTHPYOLIEH CTPaHBI.

HapaBoTka, YNaKoBKa K AHAIH3 CEPHH COOTBETCTBYIOT TpedoBanuaM GMP.

OTBETCTBEHHOE JIHIIO: Laura Cambra Aused
HaTta n Bpems: 22-02-2021 09:42:00

Tun BBIITYCKA: BBINYCK Ha PEIHOK

KommenTapun k ceprudukary:

[Tpor3BoaAMTENs (hapMaLleBTHYeCKOH cyOcTaHIMu:

Bancapran: Hosapruc I'pumctu Jlumuren, BenukoOputanus
Amnonunus: J[-p Penau’c JTabopatopuc, Muaus

HopmarueHsiit gokyment: JICP-002605/07-290719 usm. 1

Cpok rogHocTu B cepTuuKare U4 Gaska paBeH BpeMeHH YIepKuBaHus Oanka.

Jluuo, BeIaaBuIee cepTHHHKAT! Laura Cambra Aused
JI0MKHOCTD: VnoJaHOMOYEHHOE JTHLIO
Hata u Bpemsi: 22-02-2021 09:42:00

Crpannnua 2 / 7
Hacrosumii cepridukaT ObI71 aBBRTOMATHUECKH CTEHEPHPOBaH.
JlanHble YTBepKIeHbl OTBETCTBEHHBIM JIHLIOM
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IMpousBeneHo:

HosapTuc ®apmacstotika C.A.
dapmacsroTHkan OnepaIiinH3
Pouma Cra. Mapus-158

(08210 Bap6epa nen Bannec
Wcnanus

CEPTUO®UKAT AHAJIM3A
Ne ES100100361107

OnucaHue: Ko rPaBHPOBKH

OnucaHue: LBET
Cpennssa Macca
[Mognuunocts MerogoM TCX: Bancapran

IMommuaHOoCcTE MeTogoM TCX: AMioaunuy

[MomnuunocTs MeTooM BOXX: Bancapran

IMpoaykr: AKCDOPAVEIW 5/160 MI" COMP LAC-EC
I'aobanbneiii matepuan Ne: 856682 Cepun Ne: B7096
JlaTa H3roToBJICHAS: 28-01-2021 Iporokon anannsa Ne: 4130135740
CpoK rogHoOCTH: 28-01-2022
HopmaTtuBhas DP 6001522 A R 2
JAOKYMEHTALMA:
TecThl TpeGoBanus Pe3ynbTaThl
Omnucanue: hopma OpanbHblE €O CKOLIEHHBIMH Kpasmu CoOOTBETCTBYET
TaGneTkH,  MOKPBITBIE  IUICHOYHOIN
obos04Koi

rpasipoBka «NVR» Ha onHoii ctopone COOTBETCTBYET
1 «ECE» Ha npyroit cTopoHe

TEMHO-KEJIThIH CooTBeTCTBYET
324 -358 mr 342 mMr

CooTBercTBYeT cTaHaapty cpaBHeHus  COOTBETCTBYET
CooTBercTBYeT cTaHmapTy cpaBHeHHs  COOTBETCTBYeET
COOTBETCTBYET cTaHaapTy cpaBHeHHs ~ COOTBETCTBYET

Crpanunua 3 /7

Hacrosumii ceptuduxar ObIJ1 aBTOMATHYECKH CTEHEPUPOBAH.
JlanHbie yTREPKIECHBI OTRETCTBEHHBIM JIMLIOM
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IMpouszeeaeno:

Hogaptuc ®apmaceiotuka C.A.
®apmaceroTHkan Onepaiing
Ponna Cta. Mapnus 158

08210 Bapbepa nen Bamec
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100361107

Ipoaykr: DKCOOPHEIW 5/160 MI' COMP LAC-EC
I'nodanbHelii maTepuan Ne: 856682 Cepus Ne: B7096
TecTbl Tpebosanus PesyabTatsl
[MomnuuuocTs MeTomom BOXKX: Amnoaunux CootserctByer  cranmapty CooTBeTCTBYET
CpaBHEHUs

[Tocroponnue npumecH Ammoaumnuna: [pumecs D He 6onee 0,5% <0,1 %
[TocropoHHHe NpUMecH AMIIOANITHHA: eIMHUYHOI He 6onee 0,2 % <0,1%
HeuaeHTH(GHUMPOBAHHOH NIPUMECH
CymMma npumMeced Ha OCHOBAHUM 3asBIICHHbIX
coaepKaHuil BalicapTaHa WM aMIIOIUITHHA He Gornee 2,0 % <0,1 %
COOTBETCTBEHHO
KonuuecTrenHoe onpenenenne Merogom BOXX: 95,0 -105,0 % 98,6 %
Bancaptan
KonuuecteeHHoe onpenenenne metogom BOXKX: 95,0-105,0% 99,7 %
AMI014nKH
OnHopoaHoCTh Ao3upoBanua: N= 10 unu 30 10-30 10
OnHOpoIHOCTE J03MpoBaHMS Bancaprana: cpeadee - 100,1 %
3HAYeHHe

Crpanuua 4 /7

Hactosruit cepTudukar Oblil aBTOMaTHYECKH CreHEPHPOBaH.
JlaHHbIe yTBEepKIEHB! OTBETCTBEHHBIM JIHLIOM




BENTMYHHA

OnHopoaHOCTb 1031poBanus BancapTaHa:
KOHEYHOE 3aK/II0YeHune

OnuoponHoCTE Ao3uposanus: N= 10 wmu 30
OnHOpPOAHOCTH
cpennee 3Ha1EHHE
OIHOPOAHOCTE I03UPORAHMS: MHHHMYM

no3upoBaHus  AMJIOIMMKMHA!

> NOVARTIS
e IMpouseeneHo:
Hogapruc @apmacstotka C.A.
®apmaceroTikan OmepsiiH3
Ponma Cra. Mapus 158
08210 bapbepa nen Bannec
Hcnanus
CEPTU®HUKAT AHAJIU3A
Ne ES100100361107
IMpoaykr: DKCDPOPK/EIW 5/160 MI' COMP LAC-EC
Caobanbubiii marepuan Ne: 856682 Cepus Ne: B7096
[TECTH TpeboBaHus PesyabTaThl
OOHOPOAHOCTE 103HUPOBAHHSA: MHHHMYM - 99,1 %
OnHOpPOIHOCTE J03HPOBaHHA: MAKCHMYM - 102,0 %
= CrannaptHoe otknoHenne (CU) - 1,1
OOHOPOAHOCTL JO3MPOBAHHA: [IPHEMIEMast He 6onee 15,0 2,6

CootercTByer TpeGosaHusM Esp. CoOTBeTCTBYET
@, ©. CLIA v An. ©.
10-30 10

- 101,0 %

- 100,0 %

Crpanuna 5/ 7

Hacrosumii cepTH@HKaT ObLT aBTOMATHYECKH CTEHEpHUPOBaH.
IaHHble YTBEPKAEHbl OTBETCTBEHHBIM JIHLIOM
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IMpousseneHo:

Hogapruc ®Papmacetotuka C.A.
®apmacpioTikan Onepaiins
Ponna Cra. Mapus 158

08210 bap6epa nen Bannec

Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100361107

IpoaykT: SKCDOPHK/EIW 5/160 MI" COMP LAC-EC

I'nobanbuelil matepuan Ne: 856682 Cepus Ne: B7096
TecThl Tpeboanus Pe3yibTarhl
OnHOPOAHOCTE T03UPOBAHUS: MAKCUMYM - 103,1 %
Crangaprtroe oTknoHerune (CU) - 1;1
OnHopoaHOCT 103UpoBaHuA: pHemaemas  He Gonee 15,0 2,7
BeTHYHHA

OnHOpoaHOCTE H03upoBanuA amnogunuHa:  CooTeercTByer I TpebosanusaM Esp. @., CoorseTcTByeT
KOHEYHOE 3aKIJIIOUCHHE . CLUA u An. P.

Pacteopenue; N=6 unu 12 6-12 6
Pactropenne Bancaprana (cpennee He menee 75% 102 %
3HaueHue) yepes 30 MUHYT

PacTBOopenne: MUHIMYM - 101 %
Pacreopenue: MakcuMyM - 103 %
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Hacrosumii cepTHdukar Oblil aBTOMATHUECKH CTEHEPHPOBAH.
JlaHHble Y TBEPAKIEHBI OTRETCTBEHHBIM JIHIIOM




) NOVARTIS

IMpousseaeHo:

Hogaptuc ®apmacetotka C A,
MapmacsroTHkan OnepaIiig3
Pouna Cra. Mapus 158

08210 Bap6epa nen Bamec
Hcnanus

CEPTUOUKAT AHAJIN3A
Ne ES100100361107

IMpoaykr: DKCD®OPHK/EIW 5/160 M COMP LAC-EC

Tao6anbHblii maTepuan Ne: 856682 Cepun Ne: B7096

TecTbl TpedoBanns PesyabTaTel
Pacteopenune Bancaprana: KoHeuHOE Cootsercrene TpeGoranusam d. CILIA CootBeTcTBYET
3aKIIOYeHUE

Pacreopenune: N=6 unu 12 6-12 6

PacTBopenue AMIoAUIIMHA (CpelHee He menee 75% 103 %

3Havenue) uepes 30 MUHYT

PacTBopeHHe: MMHHMYM - 102 %
PacTBopenne: MakCHMYM - 104 %
PacTtBopeHue AMIIOJMIIHHA: KOHEYHOE Cootsercrare Tpedosanuam O. CILA CooTBeTcTBYET
3aKJIHYEeHHE

3akaouenue:

Cepus COOTBETCTBYET CrieLHHKALMH HOPMATHBHOM NOKYMEHTAlMH. HacTosIIMM y10CTOBEPALO, UTO JaHHasA
WH(pOPMALIHA TOTMHHEA U BepHa. HapaGoTka H aHanu3 cepuu MPOBEPeHbl M COOTBETCTBYIOT TpebosannsiM GMP.

OTBeTCTBEHHOE JTHIIO: Maria Jesus Abad Herrero
Hata u Bpems: 05-02-2021 11:47:02
JIuuo, BeI1aBmee cepTHHHKAT! Anna Maria Perez Montero
JomxHocTh: YnonHOMO4YEeHHOE JINLO
Jdarta u Bpems: 19-02-2021 13:33:59

Crpanuua 7/ 7
Hacrosumii ceprudykar ObUT aBTOMAaTHYECKH CreHEPHPOBAH.
JlaHHbIe YTBEPKIEHBI OTBETCTBEHHBIM JIHIIOM



