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TIEKJIAPAIIASI O COOTBETCTBHM

JEKJIAPAHT, IPUHUMAIOII AN JEKJIAPALIUIO O COOTBETCTBUU

00Q "Hosapmuc ®apma"

Ceedenus o pecucmpayuu opeanusayuu. Medicpaiionnas uncnexyus Pedepanvroil Hano2060u ciyxcol Ne 46 no
2. Mocxee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

Aopec: 1253135, 2. Mockea, Jlenunzpaockuii npocnexm, 0. 72, kopnyc 3.Tenegpon: 8(495)967-12-70.

B nuye: I'enepansnuiii oupexmop Konepoea H.A.

Hosepennoe nuyo: I'pvizosa T.H., dosepennocmp 6/ om 20.01.2019

3AABJISET, UYTO

nexapcmeennoe cpeocmeo. Ko-xeghoporc, mabnemuu nokpeimbole nienounol obonouxkou 5 me+160 me+12.5 me 14 win.,
VRaKo6KU Axelikogele KoHmypHble (2), navku xapmonuvie, pez Ne JICP-008557/10 om 23.08.2010(0ama samenvi
19.12.2016) , oeticmayiougee PY: JICP-008557/10 om 23.08.2010(0ama samener 18.02.2019)svi0ano Hosapmuc Papma
AT, HIgeuyapus, cepust BJH98, napmusa 15708 ynaxosok, 200en do 28.02.2021, npoussodcmea Hoeapmiic
®Papmacsiomura C.A., Henanus, Novartis Farmaceutica S.A., Ronda de Santa Maria, 158, 08210 Barbera del Valles
(Barcelona), Spain ko0 OKII[2 21.20.10.148, koo TH B3 3004900002 , xonmpaxm Ne NPHLLC-2012 om
01.05.2012, uneotic Ne 2001432425 om 26.04.2019

COOTBETCTBYET TPEBOBAHUAM

JICP-008557/10-230810 usm. Ne 1-6

JEKJIAPAIIASI IPUHATA HA OCHOBAHUHA

npomoxon ucneimaruti Ne 19-003046 om 07.05.2019 OO0 "HLJJIC "Buomexuonozus", ammecmam
axkxpedumayuu RA.RU.21 ®M04, Cepmugpuxam POCC ES.®M11.C84427 om 07.05.2019

&
Zii\l G- psizosa T.H.

o o “// MOANUCE O.1.0

~—CBEJEHMSI O PETHUCTPALIH

OPTAH ITO CEPTHO®UKALIUH, 3APETUCTPUPOBABII NI JEKJIAPALIAIO

RA.RU.11®MI11 OPTAH 10 CEPTH®HKALIHH ITPONYKIIUH OFLIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "DOPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-viii Baszosckuii
npoeso, 0. 5, cmp. 1, adpec opeana no cepmugurxayuu: 129626, 2. Mockea, 1-aa Metmuwgunckas, 0. 25, mex.
(495) 783-19-08

IlER.}'[APAHI‘Iﬂ O COOTBETCTBUHU 3APETUCTPUPOBAHA Ne POCC RU J-ES.®M11.4.23056/19
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) NOVARTIS

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

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AITUCKA Ne CH010400796276
K cepTU(QHKATY CePHH

Mpoaykr: KO-DKC®OPXK, TABJIETKH, [TOKPBITBIE TJNIEHOYHOM OBOJIOUKOM,
5/160/12,5 MI' DUP 2X14 RU
Toprosoe Ha3BaHHe:

I'no6anbHbIil oneHnBaemblii 721946 Cepus Ne: BJH98
MaTtepuaia Ne:

I'mo6anbHBIH Ceptuduxar cepun Ne:  ES100200231858
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

IKCHopT (papMaLeBTHUYECKOH NMPOAYKLIHHU

Hcxonsimmii HoMep 5001782625. 10 Ne 3akaza-Hapsiza 1001437441

dapm. nocraBkmu: KOHEYHOI' 0 MOJTyYaTeIs:

No 3akaza Ha OKyNIKy 4700113051 JocTaBiieHO

KOHEYHOI'0 MOJTy4aTeJis: Kou-Bo: 15,708.000
Eannunebi: IIT.

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

| MeHexKep 10 JIOTHCTHKE: Laurence SCHMID Hara: 16.04.2019
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!> NOVARTIS

Bopinmymeno:
«Hogapruc @apmaceroruka C.A.»
®dapmacerotukan OnepaIiiH3
Ponja Cra. Mapa 158
08210 bap6epa nen Bannec

JIMeH3usa Ha u3roroBieHue Ne:
1520-E

Ceprupuxar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200231858

Mpoaykr:

/lo31upoBKa / AKTUBHOCTB:

JlekapcTBeHHasi popma:
THun ynmakoBKH:

Pa3zmep ynakoBkH:
Perncrpaunonnoe
YAOCTOBepeHHe:

CTpaHa Ha3HAYeHUS:
I'no6anbHbBI MaTepuaa Ne:
JlaTa U3roToBJ/ICHUS:
JlaTa BBIITycKa:

Cpox roaHocru:
KosuuecTBo eAHHMIT
MPOAYKTA:

KO-2KC®OPX, TABJIETKH, [TOKPBITHIE IIJTEHOUHOM OBOJIOUKOM,
5/160 MI'/12,5 MI" Ne28 - RU

AMIIOIUTIMHA BECUJIAT 5 MI'

'UJIPOXJIOPOTHA3M]L 12.5 MI'

BAJICAPTAH 160 MI'

TabJIETKH, TOKPBITBIE MJIEHOYHON 000J0UKOi

omucrep

2 x 14 wtyk

008557/10

Poccuiickas denepanms
721946

08.03.2019

11.04.2019

28.02.2021

15708.000 wTyk

Cepust Ne: BJH98

JlaHHbIE TECTOB, TPeOOBaHUs, PE3YJIbTATHI M 3AKITIOUESHHS TIPUBEACHEI B CJISIYIOIIEM cepTuduKare/cepTudukaTax:

Cepruduxart Ne:
MIpoayxkr:

I'no6anbHbBI MaTepuaa Ne:
JlokaabHblii MaTepuan Ne:
JlaTa BBIITycKa:
IIpoussoanTenb:

ES100100274360

KO-9KC®OPXK, TABJIETKH I[TOKPBITBIE I[TJIEHOUHOM
OBOJIOYKOM, 5/160 MI/12.5 MI" Ne28 - RU
721946 Cepus Ne:

721946

11.04.2019

«HoBaptuc ®apmacerotka C.A.»
@apmacbroTkan Onepaiuzz

Ponpa Cta. Mapa 158

BJH98

I'no6anbHbI MaTepuaa Ne:
JlokaabHblii MaTepuan Ne:
JlaTa BBIITycKAa:
IIpounssoanTenb:

JInieH3uss HA U3roTOBJICHHE:

08210 bapGepa nen Bannec
JIMueH3Hsi HA U3rOTOBJIEHHE: 1520-E
CepTuduxar Ne: ES100100273887 .
Mpoaykr: KO-DKC®OPX, TABJIETKH, ITOKPLITBIE IIJIEHOYHOMU

OBOJIOYKOM, 5/160 MI/12,5 MI' COMP LAC-EC
857259 Cepus Ne: B5959
857259

08.04.2019

«HoBaptuc ®apmacerotka C.A.»

@apmacbroTKan Onepaiuiz3

Ponpa Cta. Mapa 158

08210 bapOepa nen Bannec

1520-E
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM




' Bopinmymeno:
( ) N O V A RT l S «Hoapruc ®@apmacerotuka C.A.»
®dapmacerotukan OnepaIiiH3
Ponja Cra. Mapa 158
08210 bap6epa nen Bannec
JIMeH3usa Ha u3roroBieHue Ne:
1520-E
Ceprupuxar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200231858

Ipoayxr: KO-DKC®OPXK, TABJIETKH, [TOKPBITBIE TJNTEHOYHOM OBOJIOUKOM,
5/160/12,5 MI" Ne28-RU

I'nobanbHbIil MaTepuan Ne: 721946 Cepus Neo: BJH98

3akmouenue:

Hacrosmm yaocToBepsto, 4To faHHas HH(pOpManus NOLTHHHA U BEpHA.

JlaHHas cepus co3naHa/ MIPOU3BEJICHA, BKITIOYAs YIAKOBKY U KOHTPOITb, Ha BBILIEYIOMSIHYTOM MECTE MPOU3BOACTBA
B COOTBETCTBUH ¢ npaBusiaMud GMP JIOKaJIbHOTO PEryJISTOPHOTO OPraHa U crieln(prKauieil perucTpaluuoHHOro
YAOCTOBEPEHHS UMIIOPTHPYIOILEH CTPAHBL.

Hapa0oTka, ynakoBKa M aHAJIM3 CEPUH COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEHHOE JINLIO: Laura CAMBRA AUSED
Jata u Bpemsi: 11-04-2019 15:28:22

Jluno, BeLIABIICE CePTHPUKAT: Laura CAMBRA AUSED
JIO/ZKHOCTD: OTBETCTBEHHOE JIMLIO
JaTa u Bpems: 11-04-2019 15:28:22

Crpannua 3/ 12
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3
Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec
Wcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100274360

Mpoaykr:

I'no6anbHbI MaTepuaa Ne:

JlaTa U3roToBJ/ICHUS:
Cpok rooHocTH:

KO-DKC®OPX, TABJIETKU [TOKPbITBIE [IJIEHOYHOW OBOJIOUKOMH,
5/160/12,5 MI" Ne28-RU

721946 Cepus Ne: BJH98
08.03.2019 Iporoxon anaamsa Ne: 4130109168
28.02.2021

HopmaTuBHas DP_6001954 0008 R 01
JOKYMeHTAIus:
TecThI TpeGoBanus Pe3yabTaThl

IlepBuunas ynakoBka
Bropuynas ynakoBka
HMHCTpyKUMS 10 TPUMEHEHHIO
Howmep cepun

CpoK rogHocTH

Jlata nmpou3BoaCTBa

CoO0TBETCTBYET CTaHAApPTy cpaBHeHHA COOTBETCTBYET
CooTBeTcTBYET CTaHAapTy cpaBHeHHs  COOTBETCTBYET
CooTBeTcTBYET CTaHAapTy cpaBHeHHs  COOTBETCTBYET
CooTBeTcTBYeT BTOpUUHOM ynakopke  COOTBETCTBYET
23 mecaua CooTBeTCTBYET
CooTBeTcTBYeT BTOpUUHOH ynakopke  CooTBeTCTBYET

3akiil0ueHue:

Cepust COOTBETCTBYET CrieqU()MKALMK HOPMATUBHOM JOKYMEeHTaUWK. HacTosMM yA0CTOBEPSIO, YTO AaHHAS
uHpopMalisg NoATMHHA U BepHa. HapaOboTka 1 aHanu3 cepyuu MPOBEPEHBL U COOTBETCTBYIOT TpeboBaHusIM GMP.

OTBeTCTBEHHOE JTULIO:
JaTa u Bpems:

Julia LOZANO GASCA
10-04-2019 12:22:56

Jluno, BeLgABIICE CEPTH(RPUKAT: Laura CAMBRA AUSED

JIO/ZKHOCTD:
JaTta u Bpems:
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OTBETCTBEHHOE JIMLIO
11-04-2019 15:28:25

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM
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CEPTU®UKAT AHAJIM3A

IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3

Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

Ne ES100100273887

Mpoaykr: KO-3KCPOPXK, TABJIETKH MMOKPITHIE [IJIEHOUHOM OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC

I'no6anbHbI MaTepuan Ne: 857259 Cepus Ne: B5959

JlaTa u3roToBJIeHHS: 08.03.2019 IIporokos anamu3a Ne: 4130108195

HopmaTuBHas DP_6001954_A_R_2# A_R_2A

JOKYMeHTAIus:

TecThI TpeGoBanus PesyabTaThl

Ommcanue: popma

Onucanue: ko1 rpaBUPOBKU

OnucaHue: UBET

JliuHa npumepHo 15 Mm
Iupuna npumepHo 5.9 MM

IMoanuuHocTh MeToaOM TCX: Bancapran

TMopnmunuocts MeToaoMm TCX:

T'mapoxnoptrazun

TTopnmuuuocTh MeToaoM TCX: AMIOAUITUH

HpO,I[OJ'[I‘OBaTBIe ABOAKOBBIITYKJIBIE CO COOTBCTCTByeT

CKOILICHHbIMH KpasiMu

TabJeTKy,
TIOKPBITBIE TUIEHOTHOM 000JIOUKOM

TUcHeHUe «NVR» Ha onHOI cTopoHe U COOTBETCTBYET

«VCL» Ha npyroii cTopoHe.

OenbIit

CoOTBETCTBYET CTaHIAPTY
CoOTBETCTBYET CTaHIAPTY

CoOTBETCTBYET CTaHIAPTY

CooTBeTCTBYET

15 mm
6.0 MM
CooTBeTCTBYET
CooTBeTCTBYET

CooTBeTCTBYET
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM
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IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3

Ponga Cra. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100273887

Mpoaykr: KO-2KC®OPXK, TABJIETKH, ITOKPbIThIE ITJIEHOUYHOKU OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC

I'no6anbHbBIH 857259 Cepus Ne: B5959

maTepuana Ne:

TecTsI TpeGoBanus Pe3yabTaThl

TTopnuaHOCTE MeTomoM BOXX: Bancapran COOTBETCTBYET CTAaHAAPTY COOTBETCTBYET

IMopmunHocTh MeToaoM BOXKX: 'uapoxnopruasuy  COOTBETCTBYET CTAHAAPTY CooTBeTCTBYET

TMoanuuHOCTE MeTOAOM BOXX: AMnonunux CoOOTBETCTBYET CTaHIAPTY CooTBeTCTBYET

Bona He 6onee 4.5% 2.5%

ITocTOpoHHME IpUMECH MPOAYKT THAPOIU3A He 6onee 0.2% <0,1%

Bancaprana Ha OCHOBaHUH 3aABJIEHHOTO

cofep:KaHus BancapTaHa MeTonoM BOXKX

TTocTopoHHue puMecH, HeuaeHTuduuruposanisie, He Gonee 0.2% <0,1%

Ha OCHOBAHUH 3asBJIEHHOTO COZep KaHUA

BasicapTaHa merogom BOXX

TTocTtoponnne npumecn SU5683 Ha OCHOBaHUHT He 6omnee 0.4% <0,1%

3aABJICHHOT'O COACPIKAHUA TUAPOXTIOPOTHAZU A

MetooM BOXX

Crpanura 6 / 12

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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CEPTU®UKAT AHAJIM3A
Ne ES100100273887

IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3
Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

KO-DKC®OPX, TABJIETKU, [TOKPBLITBIE TNIEHOYHOM OBOJIOUKOM,

Mpoaykr:

5/160/12,5 MI" COMP LAC-EC
I'no6anbHbBIH 857259 Cepus Ne: B5959
maTepuana Ne:
TecTsI TpeGoBanus Pe3yabTaThl
TTocTopoHHKE IpUMECH €TUHUYHBIE He 6onee 0.2% <0,1%
HeUACHTU(ULMPOBAHHBIC HA OCHOBAHUU 3asIBIICHHOTO
cofepKaHus THAPOXIIOpoTHa3uaa MeToaoM BOXKX
ITocroponnue npumecu [Ipumecs D Ha ocHOBaHUU He 6onee 0.5% <0,1%
3asBIIEHHOTO COJIEPKaHUS aMJIOJUITHHA METOIOM
BOXX
TToctoponHue npuMecH, HectieldpuIeckre, Ha He 6onee 0.2% <0,1%
OCHOBAHHUH 3asBJICHHOTO COJIEPKaHUs aMJIOAUIIMHA
MetooM BOXX
Cymma Beex npumeceii merogom BOXKX He 6onee 2.0% <0,1%
KomuiectBeHHoe onpenenenne MeroaoM BOXKX: 95.0-105.0% 99.1%
Basncapran,
KomuiectBeHHoe onpenenenne MmeronoM BOXKX: 95.0-105.0% 98.3%
T'mapoxnoptuasun
KomuuectBeHHOoe onpenenenne MeronoM BOXKX: 95.0-105.0% 98.7%
AMJIOAUITUH
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM
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IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3
Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec
Wcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100273887

Mpoayxr: KO-DKC®OPK, TABJIETKH, [TOKPBITBIE [IJIEHOYHOW OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC
I'no6anbHbBIH 857259 Cepus Ne: B5959

maTepuana Ne:

TecTsI TpeGoBanus Pe3yabTaThl
OmHoponHocTh go3upoBanua: N= 10 wm 30 10-30 10
OmHopomHOCTh NO3upoBaHUs BarcapraHa: cpemHee - 99.8%
3HAYCHUE

OIHOPOIHOCTH JO3UPOBAHUA: MUHUMYM - 98.8%
OIHOPOIHOCTH JO3UPOBAHHA: MAKCUMYM - 101.6%
OIHOPOIHOCTH MO3MPOBAHKA: MpueMiieMas BenumurHa He Gonee 15.0 2.0
OpnHOpomHOCTH Mo3upoBaHui Bancaprana: koHeuHoe  CooTBeTcTBYyeT — TpeOoBaHUsAM COOTBETCTBYET
3AKJIIOYEHNE Esp. @., ®. CIIIA u Sn. .

OmHoponHocTh go3upoBanua: N= 10 mwm 30 10-30 10
OOHOPONHOCTh  NO3UPOBAHMS  THUAPOXJIOpPTHA3MOA: - 99.3%

CPpEOHCC 3BHAYCHUC

Crpannua 8 / 12
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3
Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec
Wcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100273887

Mpoayxr: KO-DKC®OPK, TABJIETKH, [TOKPBITBIE [IJIEHOYHOW OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC
I'no6anbHbBIH 857259 Cepus Ne: B5959

maTepuana Ne:

TecTsI TpeGoBanus Pe3yabTaThl
OIHOPOIHOCTH JO3UPOBAHUA: MUHUMYM - 98.2%
OIHOPOIHOCTH JO3UPOBAHHA: MAKCUMYM - 101.2%
OOHOPOIHOCTb JO3UPOBAHUA: pUEMIIEMast He 6onee 15.0 2.1
BEJIMUMHA

OAHOPOAHOCTb AO3UPOBAHUS CootsercrByet TpeboBanusm Ep. CooTBercTBYyET
THAPOXJIOPOTHA3UAA: KOHEUHOE 3aKITI0UEeHHE ., d. CIIIA u . ©.

OpnnoponHocTh no3upoBanus: N= 10 unu 30 10-30 10
OOHOPONHOCTh ~ JIO3UPOBAaHUS  aMJIOJIUMMHA: - 100.1%
cpeHee 3HAUCHHUE

OOHOPOIHOCTh TO3UPOBAHUS: MUHUMYM - 99.2%
OOHOPOIHOCTb JO3UPOBAHUA: MAKCUMYM - 101.7%

Crpannna 9/ 12
Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3
Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100273887

Mpoaykr: KO-2KC®OPXK, TABJIETKH, ITOKPbIThIE ITJIEHOUYHOKU OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC

I'no6anbHbBIH 857259 Cepus Ne: B5959

maTepuana Ne:

TecTsI TpeGoBanus Pe3yabTaThl

OIHOPOIHOCTH JO3UPOBAHUA: TpUEMITEMAs He 601ee 15.0 1.8

BEIMYHMHA

OIHOPOAHOCTD A03UPOBAHUS AMIIOUITHHA: CootBetctByeT TpeboBaHusAM EBp. CooTBeTcTBYET

KOHEYHOE 3aKJIF0YCHHE ©., . CLIA u Sn. ©.

PactBopenune: N=6, 12 vnu 24 6-24 6

PactBopenue Bancaptana (cpegHee 3Haue€HUE) He menee 80% 95%

uepe3 30 MUHYT

PactBOpeHue: MUHUMYM - 92%

PactBOopenue: MakcumMym - 98%

PactBopenue Bancaptana: koHeUHOe CooTBeTCTBHE TpeboBaHusM COOTBETCTBYET

3aKJIFOYCHHUE ©.CILA, Egp. ©., Sn. ©.

PactBopenune: N=6, 12 vnu 24 6-24 6

Crpannua 10/ 12

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM
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IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3

Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec

Hcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100273887

Mpoaykr: KO-2KC®OPXK, TABJIETKH, ITOKPbIThIE ITJIEHOUYHOKU OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC

I'no6anbHbBIH 857259 Cepus Ne: B5959

maTepuana Ne:

TecTsI TpeGoBanus Pe3yabTaThl

PactBopenue [ 'uapoxmoptuasuaa (cpennee 3Hauenue) He menee 80% 94%

uepes 30 MUHYT

PactBOpeHue: MUHUMYM - 92%

PactBOopenue: MakcumMym - 98%

PactBopenue ['napoxnopTHazuia: KOHEUHOE CooTBeTcTBUE TPeOOBaHUAM CoOTBETCTBYET

3aKJIFOYCHHUE O.CIIA, Egp. ©., Sn. .

PactBopenune: N=6, 12 vnu 24 6-24 6

PacTBopenue AmnoaunuHa (cpenHee 3HaueHue) uepe3 He menee 70% 84%

30 MuHYT

PactBOpenue: MUHUMYM - 82%

PactBOopenue: MakcumMym - 88%
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!> NOVARTIS

IIpousseneno:

«HoBaptuc ®apmacstotrka C.A.»
®Dapmacerotukan OnepsimH3
Ponpa Cta. Mapa 158

08210 bap6epa nen Bannec
Wcnanus

CEPTU®UKAT AHAJIM3A
Ne ES100100273887

Mpoayxr: KO-DKC®OPK, TABJIETKH, [TOKPBITBIE [IJIEHOYHOW OBOJIOUKOM,
5/160/12,5 MI' COMP LAC-EC
I'no6anbHbBIH 857259 Cepus Ne: B5959

maTepuana Ne:

TecTsI TpeGoBanus Pe3yabTaThl
PacTBopeHUe aMIOAUIIMHA: KOHEUHOE CooTBeTCTBHE TPEOOBAHUAM CoOTBETCTBYET
3aKJIFOYCHHUE ©.CILA, Egp. ©., Sn. ©.

Ob11ee KOJMYECTBO a3POOHBIX
mukpooprauuzmos (TAMC) (He 6osee uem 10°

KOE/r) <2000 KOE/r <100 KOE/r
OO011ee KOJIIMYECTBO THIECHEBBIX

rpubor/nposckeii (TYMC) (He 6onee uem 10 <200 KOE/r <50 KOE/r
KOE/r)

Crerpdry. Mmukpoopranu3m Escherichia coli He o6HapyxeHo B 1 T He oGHapy:xeHo
3akJiloueHue:

Cepus COOTBETCTBYET ClielU(UKaIliK HOPMAaTUBHOM JOKyMeHTaluy. HacTosmuM yoocToBepsto, 4To JaHHAs
nuH(pOpMaL TT0UTMHHA U BepHa. HapaGoTka 1 aHaiM3 cepur MpOBEPEHEI H COOTBETCTBYIOT TpeOoBaHuIM GMP.

OTBeTCTBEHHOE JTULIO: Maria Jesus ABAD HERRERO

Jata u Bpemsi: 25-03-2019 12:21:12

Jluno, BelaaBIIee cepTHRPUKAT: Francisco Javier GONZALEZ PASCUAL
JOMKHOCTD: OTBETCTBEHHOE JIULIO

Jata u Bpemsi: 08-04-2019 18:51:28
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