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BuinyuieHo:
3urdpua bapdepa C.JL
Ponna Canta Mapns 158
08210 Bapdepa xen Bannec, Menanns
JIMueH3ns Ha n3roTopaenue Ne:
6740E
Ceprudpurar GMP Ne:
NCF/2108/001/CAT

CEPTU®UKAT CEPHUHU
Ne ES100200293354

A B

Jlnsg muQOpMAIIMK BCEM 3aMHTEPECOBAHHbIM THLAM, TPOU3BO/ICTECHHAR nnomanka 3urdgpua bapepa C.JI patee
nassipaiack Hosapruc dapmaceiotika CLA, # pacriofiaragrTes no ToMy e allpecy Pouna Canra Mapus 158, 08210
Bapbepa-nen-Bannec (Bapeenona). Menakus

TpoaykT: ONBREZ BREEZHALER (OHBPE3 BPHM3XAJIEP) 150 MCG (150 MKT') 30
CAPSULES-RU

JeiicTByloLIEE BELIECTBO: WUnnakarepon 0,15 mr

JlekapcTBeHHas popma: TBEp/bIE JKeNIaTHHOBbIE KAMCyJIbl, LIS MHrAMAIH A

Tun ynakoBKH: omucTep

Pasmep YNAaKOBKH: 3x10 wryk

PY JI-000086

ITyHKT Ha3HAYEHHS: Poccuitckas Penepauns

I'mobanbubiii maTepuan Ne: 720437 Cepus Ne: BWY40
JlaTa N3roToBJIeHNs 12-11-2020

JlaTa BbINycKa: 26-02-2021

CpoK roHOCTH: 04-2023

KoauvecTBo eanHnu 20280.000 wTyK

NpoAYKTa:

JlaHHbI TeCTOR, TPeGOBAHHS, Pe3y/IbTaThl 1 3aKIIOUEHUS NPHBECHBI B CIEAYIOLIEM cepTHrKaTe/cepTH(HHKATAX:

Ceprupurar No: ES100100366288

Mpoaykr: ONBREZ BREEZHALER (OHBPE3 BPU3XAJIEP) 150 MCG (150
MEKT') 30 CAPSULES-RU

I'no6anakHbIil MaTepnan Ne: 720437 Cepus Ne: BWY40

JlokanbHblii MaTepnan Ne: 720437

JaTta BbINnycka: 26-02-2021

[MpouspoauTe/ib: 3ur¢pua BapGepa C.JL

Pouna Cta. Mapus 158
08210 BapGepa nen Banec,

Hcnanus
JINUeH3HA HA H3TOTORIeHHE: 1520-E
Ceprudurar No: ES100100362430
MpoaykT: ONBREZ (OHBPE3)/028/BOVINO 0,150 MG CAP-EC
Inob6aneheIil MaTepran Ne: 860239 Cepus Ne: B0066
JlokanbHblii MaTepuaa Ne; 860239
JlaTa BBINYCKA: 25-02-2021
IIpou3BoaAMTE/Ib! 3urgpun bapGepa C.JL

Ponna Cta. Mapus 158
08210 bapGepa nen Bamnec,

HMcnanus
JIMieH31a Ha H3TOTOBJICHHE: 1520-E
JlonoMHHTEIbHbIC JOKYMEHTL!
HoxkymeHT No: OHBPE3 unranatop 920320 _B1282M01

CCBUIKH HA JOKYMEHT Ne:

Crpanuua 1/7
HacTosiuiii cepTH(hUKAT ObLT aBTOMATHIECKH CTEHEPHPOBAH.
IlaHHble YTBEPIKICHBI OTBETCTBEHHBIM JIHLIOM




s _— = R | Beinyuiexo:
%g%%%?’%@fﬁ 3urdpua Bapoepa C.J1.

w ! Ponja Canta Mapusa 158

08210 bapbepa aen Bannec, Henanus

Jluuen3ns Ha usrotossenie Ne:
6740E
Ceprudukat GMP Ne:
NCF/2108/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200293354

Jng uH(hOpMALHH BCEM 3AMHTEPECOBAHHBIM TTHLIAM, NPOM3BOJICTBEHHAS MJIOLIATKA 3urdpua bapepa C.JI. panee
Hasbipanacy Hosaprie Gapaaceiotika C.A. H PacTioflaracTes no ToMy Ke anpecy Ponga Canra Mapns 158, 08210
BapGepa-iea-Basiec (bapeenona), Henanus

MpoaykT: ONBREZ BREEZHALER (OHEPE3 BPU3XAJIEP) 150 MCG (150 MKT') 30
CAPSULES-RU
noGanbublii maTepuan Ne: 720437 Cepus Ne BWY40
-
3akaoueHHe: 1

HacTos MM YA0CTOBEPAIO, UTO JaHHas MH(opMalus MOLTHHHA | BepHa. JlaHHas cepus co3iaHa/ poH3Be/IeHa,
BKJTIOUAs YIIAKOBKY W KOHTPOTh, Ha BBILICYTOMSHYTOM MECTE MPOM3BOCTBA B COOTBETCTRHM C MPaBHIAMH GMP
JIOKAJILHOTO PEryNATOPHOro opratHa u crietnduKaieii pericTpalHOHHOrO Y10CTOBEpEHHA HUMIOPTHPYIOLEH

crpansl. HapaboTka, yNAKOBKa W aHalns cepun CO0TRETCTBYIOT TpeboBanuam GMP. J
OTBeTCTBEHHOE THUO! Judit Benedi Millet
JaTa u Bpems: 26-02-2021 10:30:31

THIT BBIIyCKa: BBITYCK Ha PbIHOK

KommenTapuii k cepTudHKATY:

JlexapcTReHHas hopma, ykasaHHaA B IaHHOM CoA / CoC, nomkHa MHTEPTPETHPOBATLCA KakK:

KaricyJibl ¢ TTOPOLIKOM JUIsl WHTassLmi.

MHraasTop MCroab30Bancs Uis 3T0ro NpoayKTa U3 NpoiykTa ¢ matepuanom Ne 920320, cepus B1282MO01 (Cm.
ceprudukar cepun CHI 20200565100).

CpOK NOAHOCTH HHraIsTOpa (PaKTHYECKH ClIeLyeT MHTEPNPETHPOBATH KaK CPOK XpaHEH ! HHIa/lATOpa,
TOMELLEHHOTO B KAPTOHHYFO MavKy.

Moctasuwik Muaakatepona; Hosapruc ®apma LTefin A, Waddxaysepmrpacce, 4332 LlTedin, Iseituapus
CpoK roaHOCTH B cepTHHUKATE HA fask NpomLyKTa IKBHBATEHTEH CPOKY XpaHCHHA Hanka.

HJT: JIN-000086-301220

JInuo, BblaaBLIee cepTHHHKAT: Judit Benedi Mille
JIO/IHOCTh: VY MONMHOMOYEHHOE JTHIIO
JlaTta u Bpemsi: 23-03-2021 12:17:48

Crpanuua 2/7
Hacrosiumnii cepTrukar Obl1 aBTOMATHUECKH creHepHpoBaH.
IlaHHblE YTBEPIKIEHBI OTBETCTBEHHBIM JIHLIOM




Beinyuexo:
3urdpua bapdepa C.JL

l Ponza Canta Mapus 158
08210 Bapbepa aen Bannec,
HMcnanus

CEPTUOUKAT CEPUU
Ne ES100100366288

Tl uudyOpMaLHi BCeM 3aMHTEPECOBAHHEIM THLIAM, MPOM3BOICTBEHHAS TI0LIAIKA 3urdpua bapepa C.JL. panee
naspisanack Hosaprue dapmachiotuka C.A. M pacrnofiaraeTes no Tomy e aapecy Ponaa Canta Mapus 158, 08210
Bapbepa-nen-Bannec (bapeenona), Henanus

rl'[poj]ylcr:

InoGanbHblil MaTepuan Ne:

JaTa U3rOTOB/IEHUS:
CpoK roaHoCTH:

ONBREZ BREEZHALER (OHBEPE3 BPM3XAJIEP) 150 MCG (150 MKT) 30
CAPSULES-RU

720437 Cepus Ne: BWY40
12-11-2020 IMpoTokon aHamusa Ne: 89130028111
30-04-2023

HopmaTuBHas DP 6002099 021 R 01

AOKYMEHTalNu:

TecThl TpeboBaHus Pe3yIbTAThbI

[TepBuuHas yNakoBKa 1142056-A19-RU CoOTBETCTBYET

BropudHas yNakoBKa 1141616- A20-RU CoOTBETCTBYET

Bpusxanep 920320-U23 CoOTBETCTBYET

[Tonoxka 1133906-A16-U23 COOTBETCTBYET

HHcTpyKIHA M0 NPHMEHEHHIO 1143911-A20-RU CooTBETCTBYET

Homep cepun COOTBETCTBYET MEPBHIHOMN/KOHEUHOH CoOTBeTCTBYET
VTIaKOBKE

CpoK rOHOCTH 29 mecsleB CooTBETCTBYET

[Tpon3BOACTBEHHASA JlaTa COOTBETCTBUE HA MEPBHYHOI/ KOHEUHOH CooTReTCTBYET
yTaKOBKax

3ak/H4YeHHe:

Cepys COOTBETCTBYET CrieLMbUKATIHH HOpPMaTHBHOI LOKYyMEHTALHH. HacToAILuM YI0CTOBEPSIO, 9TO JAaHHAA
HH(popMaLINA MOJTHHHA H BepHA. HapaGoTKa, yIlaKOBKa M aHamnms

CEepHH COOTBETCTBYIOT tpe6osanmam GMP.

OTBeTCTBEHHOE JINLO:
JlaTa u Bpemsi:

Jluuo, BblaaBUee cepTuduKat:

JOJI5KHOCTDb:
JlaTa u Bpemsi:

Crtpanuua 3/7

Cristina Jex Moliner
01-03-2021 08:31:06

Judit Benedi Millet
VI0/JIHOMOYEHHOE JTHIO0
23-03-2021 12:17:34

HacTosuii cepTHQHKAT Obll aBTOMATHYECKH CTEHEPUPOBAH.
JlanHble YTBEPHK/ACHBI OTBETCTBEHHBIM JTHLIOM




g%@%??é@@ 3urdpua bapoepa C.JL

Brimyuieno:

% Ponzaa Canta Mapus 158
08210 Bapbepa nen Banec,
Hcnanus

CEPTU®HUKAT CEPHH
Ne ES100100366119

Jiist MHOPMALLMK BCEM 3aHHTEPECOBAHHBIM JIHLIAM, TPOH3BOACTBCHHAA nnouaaka 3urgpua bapepa C.J1 panee
nassieanack Hoeaptue Mapmacsiotika C.A. 1 PacrioiaracTes 1o ToMYy &e aipecy Ponna Canra Mapus 158, 08210
Bapbepa-nea-Banec (bapeenona), Menarms

MMpoaykT: ONBREZ (OHBPE3)/028/BOVINO 0,150 MG CAP-EC

Iio6anbublii maTepuan Ne: 860239 Cepus Ne: B0066

Jara H3roTOBJIEHNS: 12-11-2020

CpoK roHoCTH!: 11-11-2021

HopmaTtughas ]

OOKYMeHTaluus: DP 6002099 021 R 01 Auasns Ne: 89]30028009J
TecThl TpeGoBanust Pe3yibTaThl

OrHcaHHe; pa3Mep KancyJibl Pazmep 3 CooTBeTCTBYET
OmnucaHHe: UBET KPbILIKH YKenTopateiii npo3payuHbli CooTBeTCTBYET

OnucaHue: UBET Koplyca

OnucaHHe: revaTh Ha KpbILIKE

OnucaHHe: neyaTh Ha KOpIyce

OnicaHue colepKUMOro

Bona

(DecuBeTHBIH)

JKenrosarhlil Ipo3pauHbIil COOTBETCTBYET
(DecLBETHBIH)
Kpbiwka: norotun «HoBapTuey» CoOTBETCTBYET

YepHOTO LBETA 110]1 YePHO# N1010COH

Kopryc: «IDL 150%» yepHoro usera COOTBETCTBYET
HaJl YepHOH 10J0COH

Ot Genoro 1o mnoutu Oenoro upera CoOTBETCTBYET
MopoLIOK

4.5-5.5% 5.2 %

Crpanuua 4/7

HacTosuuiii cepTudukat Gbl1 aBTOMaTHYECKH CTEHEPHPOBAH.
IlanHble YTEEPHKICHB OTBETCTBEHHBIM JIHLOM
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Hcnanus

Ne ES100100366119

CEPTU®UKAT CEPUU

3urpun Bapoepa C.JL

; Ponzia Canra Mapus 158
08210 BapGepa aen Bannaec,

JUtst nidpopMAaLIHK BCSM 3aHHTEPECOBAHHBIM JIMIIAM, TIPOH3RO/ICTRCHHAS II0TIANKA 3urgpun Bapepa C.JI. panee

nassisanack Horaprue Gapmacsiotika C AL 1 pacnonaracTes no TOMy e alpecy
BapGepa-aen-Baunec (bapeenona), Menauns

Ponza Canta Mapus 158, 08210

ITpoaykT: ONBREZ (OHEPE3)/028/BOVINO 0,150 MG CAP-EC

InobanbHblii maTepuan Ne: 860239

Cepust Ne: B0066

TecTbl Tpeboranus PesyabTaThl
@pakuus MeNKOAHUCIEPCHBIX YACTHLL, 21 — 50 MHKpOrpamMm 35 MHKpOrpamMm
Kacka/HbIH UMMAaKTOp AHIepceHa (MKI/

Karncyna)

SHanTHOMEp MeTonoM BIKX He 6onee 0.5 % 0.3 %

Tlo6oro eIMHUYHOTO Hecmenud. npoayKTa Maxkcumym 0.3 % <0.1%
pacriana Metogom BDKX, ocHOBBIBAACH HA

3asBJIIEHHOM COJEpKaHH! HHAAaKaTeposia

TIpoaykTsl pacmaza metoaoM BIKX, Makcumym 0.7 % 0.3 %
CYMMapHO (BKTIOUas 3HaHTHOMED),

OCHOBBIBASACH Ha 3asBIEHHOM COIEPKAHNH

MHjIaKaTepona

Konu4ecTBeHHOE ONpe/Ie/IeHHE METO10M 95.0-105.0 % 101.3 %
B2XXX: HMunakarepon

[TomnuuHocTh MeToaom TCX: Hunakatepon COoOTBETCTBYET CTAHIAPTY CoOTBEeTCTBYET
[MoanuuHocTs MeTogoM BRXX: Muaakatepon  COOTBETCTBYET CTAHIAPTY COOTBETCTBYET

Crpanuua 5/7

HacTosunii cepTudIKaT Obl/l aBTOMATHYECKH CTEHEPHPOBAH.
HaHHL!E‘ YTBEPKICHBI OTBETCTBEHHBIM JINLIOM




= ra Brinyweno:
%ﬁ@ ’%’ %"E@-é 3urdpun bapoepa C.JL.

]
i Ponna Canta Mapus 158

Hcenanus

CEPTUOUKAT CEPUH
B Ne ES100100366119

08210 Bapoepa nen Basec,

Jlnst tHBOPMAILAH BCEM 3aHHTEPECOBAHHBIM JIHHAM, MPOHM3BOACTBEHHAS ILTOLLAIKA 3urpun bapepa C.JL. paxee
wassisanack Hosaprie Gapvackiorika C.A. M PacriofiaracTes ro ToMy ke anpecy Porza Canra Mapust 158, 08210

BapGepa-ae-Bannec (bapeenona), Henanus

IMpoaykr: ONBREZ (OHEPE3)/028/BOVINO 0.150 MG CAP-EC

[nobanbubiii maTepuan Ne: 860239 Cepus Ne:  B0066

TecTbl TpeGoBaHus Pe3ynbTaThl J
OIHOPOIHOCTD BBIMYCKaEMOil 1035 10-30 10 1
MeTozoM BRXKX: n=10 unu 30 -

HMunakarepoi

OHOPOAHOCTD BBIMYCKaeMOH 1035l 102 — 138 MKT 118 Mukporpamm

meTtonom BOIKX —Munakatepolt: cpedHee

3HaYEHHE

OHOPOAHOCTD BbITYCKaEMOH 103b1 CoOTBETCTBHE ClELH(HKALHN CoOTBETCTBYET
Wnnakarepona merogoM BRXKX:

(pMHATBHOE 3AK/IIOUCHHE

OnHOpoAHOCTS Ho3upoBanus: n=10 win 30 10-30 10

OnHOPOIHOCT A03HpOBaHHA: MHHHMYM - 97.6 %

OIHOPOIHOCTL 103UpOBaHUA: Makcumym - 107.8 %

CraHnapTHOE OTKJIOHCHNE - 2.9 %

OJIHOPOIHOCTb J03HPOBAHHS: KPHTEPHH Maxcumym 15.0 % 7.1%

pHEMIEMOCTH
Crpannna 6/7

HacTosiuuii cepTuduKar Obll aBTOMATHHECKH CreHEPUPOBAH.

HaHHb[e YTBEPKIEHDI OTBETCTBEHHBIM JIMLIOM




Beinyweno:
3urgpun bapGepa C.JL

{ Ponna Canra Mapus 138
' 08210 BapOepa 1en Bannec,
Hcnanus

CEPTU®UKAT CEPUU
Ne ES100100366119

Jlns uHOPMALIHA BCCM 3aHHTEPECOBAHHBIM JIMLAM, NIPOM3BOACTREHHAS naowmasaka 3urdgpua Bapepa C.J1. panee
nassipanack Hosaprue ®apmackiotrka C.A, 1 pacrnonaraeTes o ToMy ke aapecy Ponza Canta Mapus 138, 08210
BapGepa-nen-Bamec (Bapcenona), Menanus

IMponykr: ONBREZ (OHBPE3)/028/BOVINO 0,150 MG CAP-EC

I'noGanbHblil MaTepuan Ne: 860239 Cepust Ne:  B0066
TecThl TpeGoBaHHA Pe3yabTaThl
OIHOPOAHOCTb A03UPOBaHUA: GHHATBHOE CooTBetcTByeT TpebosaHuAM CoOOTBETCTBYET
JAKIII0UEHHE &.CUIA, Esp. @, An. ©.

O6ee uncsio a3pobHbIx Mikpoopranusmos (TAMC)  Makenmym 200 KOE/r <20 KOE/r
OB1mee 4He/I0 IPOKIKEBbIX/TIECHEBLIX TPHOOB Makcumym 20 KOE/r <4 KOE/T
(TYMC)

Pseudomonas aeruginosa OrcyrctBHe B | T CooTBeTCTBYET
Staphylococcus aureus OtcyTcTBHE B I T CoOTBETCTBYET
VeToldmBbIE K e0uHOI cpele (kenus) Oakrepun  OTcyTcTBHe B 1 T CooTBeTCTBYET
3akar0ueHHe:

CepHs COOTBETCTBYET crieuudnKaLlii HOPMATHBHOH I10KYMEHTALHH. HacTosAiiM yI0CcTOBEPAIO, UTO JAaHHAsA
undopmalms nouHHHa 1 BepHa. HapaboTka 1 aHau3 CepHH MPOBEPEHBI 1 cooTBeTCTRYIOT TpeboBanuam GMP.

OTBeTCTBEHHOE JIHLLO: Nuria Pujol Peraire
Hata u Bpema: 26-02-2021 14:32:42
JIuuo, BbiaaBliee cepTHduKar: Judit Benedi Millet
JI0/TKHOCTb: VY 0oIHOMOUYEHHOE JTMLIO
JlaTa v Bpems: 22-03-2021 09:55:09

Crpannua 7/7
Hacroswuii ceprudnkat Obl1 aBTOMATHYECKH CrCHEPHPOBAH.
JlaHHble YTBEPHIEHBI OTBETCTBEHHBIM JIMLIOM




