!y NOVARTIS

BeinymeHo:
Hosapruc ®apma 'mM6X
Poonmrpacce 25 u O6epe Typrurrpacce §-10
90429 Hriopubepr
Pasperuenne Ha Mpou3BoacTBO Ne:

DE_BY_05_MIA_2021_0036/55.2-2678.3-3-1077-15

CEPTU®UKAT CEPUH

Ipoayxr: Onbrez Breezhaler (Oudpes Bpusxanep) 150pug (150mkr) inhalation powder
(MopoLIOK /15l HHransALuii), capsules (kancybl)
Jo3npoBka: 150 MK

JlexapcTBennasn ¢opma:

TBCPIILIC JKE€JIATHHOBBIE KancyJibl ¢ MOPOLIKOM JU1d HHTTALAH

Tun ynakoBkm:

3x10 xancynsl B 6nucTepax

Iao6ansnelii maTepuan Ne: | 764478 Cepus Ne: BAER2
PerncrpaunonHoe JITT-000086 Jlokanbublii maTepuaa Ne: | 764478
yaocToBepeHHe Ne:

JlaTa H3roToBJICHHA: 28.04.2021 Cpok rogHocTH: 09.2023
KoanuecTBO eIHHHIL 16985 (xon-so msro s BC ES100200306736) | CTpaHa Ha3HaCHHA: PD
NpoAYKTAa:

YnakosouHaa HudopMaung

JlanHble TeCTOB, TpeGOBaHHs, Pe3y/IbTaTEl H 3aK/IIOUCHHS NPUBE/ICHBI B CIIEYIOLIEM cepTudukare/cepTHHUKaTax:

Cepruduxat Ne: ES100100386170
MpoaykT: ONBREZ (OHBPE3) 0,150 MG (0,150 mr) 30 CAP-RU
Inobanbubiii MaTepnan Ne: | 764478 | Cepus Ne: BAER2

IIpon3BOANTENL: 3urdpua bapepa C.J1, Ponna Cra. Mapus 158, 08210 bap6epa nen Bannec,
Hcnanus

JInuensnsa Ha 6740E

H3rOTOBJICHHE!

IIpon3Bo/cTEenHas HHpOpMANHS:

Ceprudunxart Ne: ES100100384491

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

T nobanbubIi MaTepuan Ne | 860239 ] Cepnsa Ne: B0087

IlponsBoaHTE n:

3urgpua bap6epa C.JI., Ponna Cra. Mapusa 158, 08210 Bap6Gepa nen Bamnec,
Hcnanus

JInueH3nsa Ha 6740E

H3rOTOBJIEHHE:

Hudopmanns o TecTax:

Cepruduxar Ne: ES100100384491

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

I'nobanbublii maTepuaa Ne | 860239 | Cepus Ne: | B0087
Ipou3BoaAHTE/Ib: 3urdpua bapGepa C.J1., Ponna Cta. Mapusa 158, 08210 Bap6epa nen Bannec,

Hcnannsa

JInuen3una Ha
H3rOTOBJICHHE:

6740E

OTt4eT 00 OTKJIOHEHHAX!

[V]

He 6b1710 co0BIIEHH I 06 OTKIOHEHHSAX BO BPEMs MPOM3BOACTBEHHBIX ONepalnii

Bo BpeMs NPOH3BOACTBEHHEIX onepaunii Habnroganock( -HCb) OTKIOHEHHE(-1), KOTOpoe(-bie) GBUI0(-H) pacc/e/l0BaHO(-b1) KOMIETCHTHBIM
nuiom. Pacce1oBanHe NPHIILIO X BHBO/LY, Y4TO OTK/OHEHHe(-5) He BIUACT(-10T) Ha Ge3onacHoCTh H 3¢ exTHBHOCTE NPOYVKTA.

[
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Beinymeno:
Hosapruc ®apma I'M6X

U) N O ‘ / A RT I S Poonwmrpacce 25 1 O6epe Typuurpacce 8-10
90429 Hiopubepr

PaspeiucHue Ha npou3BoAcTBO Ne:
DE BY_05 MIA_2021_0036/55.2-2678.3-3-1077-15

CEPTHO®UKAT CEPHUH

KommenTapu K cepTHHKATY:

Poccuiickuii ceprudmxar GMP s Hosapruc ®apma I'M6X, Poonwrpacce 25, 90429 HioprGepr,
I'epmanus, Gbl1 0TKIOHEH 12 cenTabpa 2018 rona (cm. [lpunaraeMblil MeMOpaHayM; 10Ky MEHTILHO
otopmieH noa Homepom #2008380).

JlaHHEI Mpenapar HampaBlieH H HAXOMTCA T0J1 OTBETCTBEHHOCTBIO CTPAaHBI HA3HAYEHHS

JlaTa OKOHYaHHMs CpOKa FOJIHOCTH BhpaxeHa B hopmate MM/TTTT . Jlannbiii popmat BroyaeT
NOC/IeIHHH [1eHb MecALa.

PPMS #1986472

TTpomyKT npou3BesieH B cooTBeTcTBAM co cnemndukammeit n HJ{ JIT1-000086-301220 u3m. 1, Brmoyas
YNIaKOBKY U MapKHPOBKY

MHranaTop HCHoJb30Bacs U1 3TOr0 NPOAYKTa U3 MPOJyKTa ¢ MaTepuanom Ne 920320, cepus
B1746M01

CpoK roIHOCTH HHTJISTOpa (paKTHUECKH CIIEMYeT MHTEPNPETHPOBATE KaK CPOK XpaHEHHA HHIalATopa,
MOMELIEHHOTO B KAPTOHHYIO NauKy

JlekapcTBeHHas cy6GeTanums — Munakatepon, 6bu1a npousseaena Hosaprue ®apma Lreiin AT,
Iladpxaysepirpacce, 4332 Llrefin, llpefinapua

OTKJIOHEHHA, KOTOPbIe MOIJIH NOBIHAThHA cooTBeTcTBHE GMP W/MITH COOTBETCTBHIO
PETHCTPALMOHHOMY YIOCTOBEPEHHIO OTCYTCTBYIOT.

Cpok ronHocTH B cepTH(HKaTe Ha GaIK PO/LYKTa CPOKY XpaHeHHs bamka

OKoHuUaTeNbHbIH cepTH(UKAT CEpHH BBIIAH Ha OCHOBAHNH NPEIBAPHTENILHOIO CepTH(HKATA CepHH
,noanucadoro 17.09.2021

Ortuer 06 arperauumu noanucax 30.09.2021

Cepus Gbina cepunnzoBala B PO nos KOHTpoJieM TaMOXKHH

3akaouenue:
HacTosLuM yI0CcTOBEpPsIO, 4TO JaHHAA MH(OpMaLus NOIHHHA H BEpHA.

,]IaHHﬂjl cepus co3nana/ NPOH3BEJEHA, BKIIIOYAA YIIAKOBKY H KOHTPOJIb, Ha BBILLIEYIIOMAHYTOM MECTE NIPOU3BOACTBA

B COOTBeTCTBHH ¢ npasunamu GMP jokanbHOrO peryJaTOpHOTO OpraHa M cneuudukauyeil perucTpauMoHHOro
YIOCTOBEpPEHHs MMIIOPTHPYIOIIEH CTPaHBI.
Hapa6oTka, yniakoBKa ¥ aHaJlH3 CEpHH COOTBETCTBYIOT TpeOOBAHHAM GMP.

JInno, BLIAAB1LIEE Bayer Michael JlaTa n Bpema: 04.10.2021 11:29:22
cepTAdHKAT: V1oJIHOMOUYEHHOE JIULIO
Hosapruc ®@apma 'm6X

SOP QM 070 A2 002 *Format YYYY.MM.DD only when digital signed Crpanuna 2/2




Siegfried AP ROHRCL

l Ponna Canra Mapus 158
08210 Bap6Gepa nen Bannec,
Hcnanus

CEPTUOUKAT AHAJIU3A
Ne ES100100384491

Jlnis uHopMalK BceM 3aHHTEPECOBAHHBIM JTHIIAM, IPOM3BOACTBEHHA 101K 3urgpua Bapepa C.JI. panee Ha3bIBajsach
Hopapruc ®apmackioTika C.A. W pacrionaracTcs 1o ToMmy e aapecy Ponza Canta Mapus 158, 08210 BapGepa-nen-Bannec
(bapcenona), Mcnanus

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

Taob6anbublii MaTepuan Ne: 860239 Cepnsa Ne:  B0087

JlaTa H3roTOBJICHHS; 28.04.2021

Cpok roaHocTu: 28.04.2022

HopmaTHBHas .
HOKYMeHTAINS: DP 6002099 021 R 01 Amps 0 4130155395
TecTbl TpeboBanus Pe3yabTaThl
Onmucanne: pasMep KancyJibl Pazmep 3 CooTBeTCTBYET
OnHcaHMe: LBET KPbIKH JKentosaThlii Mpo3payHblii CooTBeTcTBYET

(Gec1BeTHBIH)

Onucanue: UBET Kopmyca JKenrosatblii npo3pauHbIi CooTBeTCTBYET
(BecuBeTHBI)
OnucaHHe: NeyaTh HA KPhILIKe Kpsunka: jorotun «HosapThe» CooTBETCTBYET

YepHOTO LBETA T0J1 HepHO# 1osIocoi

Onucanue: neyaTh Ha Kopmyce Kopmyc: «IDL 150» yepHoro ueTa COOTBETCTBYET
Haj YepHOH I10710CoH

OnucaHue CoAepP>KUMOTO Ot Genoro mo moutH 6Oenoro 1Bera CoOOTBETCTBYET
MOPOLIOK
Bona 45-55% 5.2 %

Hacrosmmii ceprudukaT 6b11 aBTOMAaTH4ECKH CTEHEPHPOBaH.
JlanHsble yTBepKASHb OTBETCTBEHHBIM JIHLIOM




Siegfried |

Beinymeno:

3urdpun Bap6epa C.J1.

Ponna Canra Mapus 158
08210 Bapbepa nen Bannec,

Hcnanus

CEPTHO®UKAT AHAJIU3A
Ne ES100100384491

Hus nndopmatiny BceM 3aMHTEPECOBAHHBIM JIHLIAM, IIPOM3BOACTBEHHaA Miomanka 3urdpua Bapepa C.J1. panee HasniBanach
Hosapruc dapmackiotuka C.A. 1 pacnionaraercs 1o ToMy e anpecy Ponna Canta Mapus 158, 08210 Bap6epa-nen-Bamnec

(bapcenona), Ucnanus

IpoayxkrT:

I'nobanbHbli MaTepuan Ne: 860239

ONBREZ (OHBEPE3)/028/BOVINO 0,150 MG CAP-EC

Cepus Ne: B0087

TecThl Tpeboanuns PesynabTaThl
@pakiya MeNKOIHUCTIEPCHBIX YACTHII, 21 — 50 MukporpamMm 37 MuKporpaMm
KacKaJHbIi HMITakTop AHaepceHa (MKr/

KarcyJia)

DnanTHOMEp MeTogom BOXKX He 6onee 0.5 % 0.3 %

Jlioboro eaMHU4HOTrO HecnelUd. NPOAYKTa Maxkcumym 0.3 % <0.1 %
pacnaga MetonoM BOXKX, ocHoBbiBasck Ha

3aABIIEHHOM COJIep)KaHUU MHIAKAaTepona

[Tponyxre! pacnana metogom BOXKX, Makcumym 0.7 % 0.3 %
CYMMapHO (BKJIIO4as 3HaHTHOMED),

OCHOBBIBAACH Ha 3aABJICHHOM COLEP>KaHNH

MHAKaTeposa

KonnuecTBeHHOE onpeseneHe METOA0M 95.0-105.0 % 101,0 %
B3XX: Hnpakarepon

ITopnuunocTs MeTonom TCX: Mupgakatepon CooTBeTCTBYET CTAHAAPTY CooTBeTcTBYET
ITonnuunocts MeTonoM BIXKX: Mupakateponn  CoOTBETCTBYET CTaHOApPTY CootBercTByeT




Siegfried |

BrinymeHo:
3urdpun bapGepa C.JL

Ponaa Canra Mapus 158
08210 bapbepa nen Bannec,
Hcnanuna

CEPTU®UKAT AHAJIU3A
Ne ES100100384491

Jlnst magopmaiiy BceM 3aMHTEPECOBAaHHBIM JIMIIAM, IPOM3BOCTEEHHAs Towaaka 3urdgpua Bapepa C.JI, paHee HasblBalach
Hosaptic ®apmackiotrka C.A. u pacnionaraetcs no Tomy xe anpecy Poraa Canta Mapus 158, 08210 BapGepa-nen-Bamnec

(bapcenona), Mcnanus

IIpoaykr:

I'nodanbhbiii maTtepuan Ne: 860239

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

Cepusn Ne: B0087

TecThl TpeGoranns Pe3yabTaThl
OIHOPOAHOCTE BBIMYCKAEMOM JIO3BI 10-30 10

meToaom BOXKX: n=10 wim 30 —

Wnnakarepon

OnHOpPOIHOCTE BBITYCKAEMOMH 035 102 — 138 mkr 120 Mukporpamm

metogoM BOXKX —Hunakarepon: cpenHee
3HaueHue

OIHOPOJHOCTb BbIMYCKAEMOi 10351
Hupnakatepona metonom BDKX:
¢uHanEHOE 3aKITIOYEHHE

OnHopoaHoCTh Io3upoBaHus: n=10 wiu 30
OnnoponHocTs A03MpOBaHNS: MUHHMYM
OnHOpOIHOCTE NO3UPOBAHHS: MakcHMyM

CraHaapTHOe OTKJIOHEHHE

OIHOPOIHOCTE NO3MPOBAHMS: KPHTEPHI
HOpPHEMIIEMOCTH

CooTBeTcTBHE cneLU(pHKALIUH

10-30 10

- 96,6 %
5 105,1 %

- 33%

Makcumym 15.0 %

Hacroamuii cepridukaT 6bU1 aBTOMAaTHYECKH CTEHEPHPOBAH.

JlaHHBIe yTBEp:K/IeHBI OTBETCTBEHHBIM JTHIIOM

CooTtBeTcTBYET

7.9 %




s i egf r i e d Bblg}};:i;fp‘::; bap6epa C.JI.

Ponna Canta Mapusa 158
08210 Bap6epa aen Bamec,
Hcnanus

CEPTU®UKAT AHAJIN3A
Ne ES100100384491

Mns HHGopManiK BeeM 3aMHTEPECOBAHHBIM JIMIIaM, IPOM3BOICTBEHHas niowaaka 3urdpun Bapepa C.J1. panee HassiBanach
Hosaptuc ®apmaceiotnka C.A. ¥ pacnionaraeTcs no Tomy e anpecy Ponna Canta Mapus 158, 08210 bap6epa-nen-Bamnec
(bapcenona), Mcnanus

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

Inobanbublii MaTepuan Ne: 860239 Cepna Ne: B0087
TecTbl Tpebdosanns PezyanTathl
OaHOPOIHOCTE 103HPOBAHHA: (PHHANBHOE CootBetcTByeT TpeboBanusm CoOOTBETCTBYET
3aKTIOYeHHE O®.CLUA, Esp. @., Sn. &.

Ob1ee yncno aspoGHbIx Mukpoopranuzmoe (TAMC) Makcumym 200 KOE/r <20 KOE/r
OO1iee 4HCI0 NPOKIKEBBIX/TUIECHEBBIX TPHOOB Maxcumym 20 KOE/r <4 KOE/r
(TYMC)

Pseudomonas aeruginosa OtcyTcTBHEe B 1 1 CootsercTayer
Staphylococcus aureus OtcytcrBue B 1 1 CooTtBeTcTBYET
Vcroifuuseie K menouHoii cpene (kemis) 6aktepun  OtcyTcTBHE B | T CootsetcTByeT
3ak/ouenne:

Cepusa cooTBeTCTBYET cieLM(UKALMH HOPMATHBHOI n0KyMeHTalmK. HacTosmm YIAOCTOBEPSIO, YTO JaHHAA
uH(OpMaLMs No/UTHHHA M BepHa. HapaGoTka n aHamM3 cepuu NpoBepeHs 1 COOTBETCTBYIOT TpeboBanuam GMP,

OTBeTCTBEHHOE JIHILO; Nuria Pujol Peraire
JlaTta n Bpems: 14.07.2021 12:57:27
Jlnno, BrinaBee cepTudukaT: Judit Benedi Millet
JoMKHOCTD: VYnonHomoueHHOE THLIO

JaTta u Bpems: 31-08-2021 08:51:26




