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Buinyweno:
Hosaptuc ®apmacetotika C.A.
dapmacbioTikan Onepoiimua
Pouna Cra. Mapa 158
08210 bapbepa nen Bannec
Hcnanus

JluueH3ua Ha uirotoBaeHne Ne
1520-E

Ceprudpukar GMP No:
NCF/18351/001/CAT

CEPTHO®UKAT CEPUHA
Ne ES10020026506

MpoaykT:
Coctas/IheKTHBHOCTD:

JlekapcTBeHHasn ¢opma:
Tun ynakoeku:

Paimep ynakoeku:

Homep perncrpaunoHHoro
YA0CTOBEpeHH

CtpaHa Ha3HAuYeHUN:
nodanbHblil MaTepuan No:

JlaTa H3roToBIEeHUS
Jarta Bbinycka:
Cpok roaHocri:
KoanuecTBo eanHuu
NpoAYKTa:

FORADIL COMBI (POPAINJI KOMBH) 400/12 MCG 60+60 CAP-RU
byneconnn 400 mkr

®dopmoTepona ymapar 12 Mkr

TBEPIbIE KeTaTHHOBBIE KarCy/lbl 18 WHIAISLHI

OnucTep

60+60 wryk

JICP-003336/09

Poccuiickas deaepauns

717530 Cepnsa Ne:  BRFO1
08.01.2020

15.04.2020

12.2021

28541.000 wryk

Hannbie TecTOB, TPeGOBAHMA, PE3Y/IBTATHI H 3AKTIOUEHHA MPHBEEHBI B CIIEAYIOLIEM CepTH(HKaTe/ cepTHdHKATAX:

Ceprugmrat Ne:

MpoaykT:

I'obanbHblii MmaTepnan Ne
JlokanbHblit maTepuan N
JaTa Beinycka:
[MpoussoauTens:

JlnueH3ust Ha H3TOTOBJ/ICHHE:

ES100100323849

FORADIL COMBI (®OPAJHUII KOMEH) 400/12 MCG 60+60 CAP-RU
717530 Cepnsi Ne: BRFO1
717530

15.04.2020

Hogaptuc Mapmackrotiika C.A.

MapmacbioTukan Onepaiiuizi

Ponpna Cta. Mapa 158

08210 Bapdepa nen Bannec

HMcnanus

1520-E

CepTudurart Ne:
[MpooykT:

I'nodanbHelii MaTepuan No
JlokaabHblii MaTepnas No
JaTa Bbinycka:
[MpoussoanTenp:

JIMLeH3Hs HA U3TrOTOBJIEHHE:

ES100100319489

FORADIL (POPAIUIT) 12 MCG BLISX 10 CAP-RU-INT
885695 Cepus Nu: BPU44
885695

12.03.2020

Hopaptuc ®apmacbiotka C.A,

dapmacbstoTikan OnepaifiH3

Ponna Cra. Mapa 158

08210 bapdepa nen Bannec

Hcnanua

1520-E
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Hactosumii ceprudurar Obi1 aBTOMAaTHUYECKH CreHEpPHPOBaH.

HaHHLIG YTBEPIKIAEHbI OTBETCTBEHHBIM JIHLIOM




Brinyweno:

(‘) NOVARTI S HosapTtic ®apmachiotika C.A.

GapmackioThkan Onepaiiumz
Ponna Cra. Mapa 158
08210 bapdepa nen Bannec
Mcnanus

Jlnuensus na uarotosaenne Ne
1520-E

Ceprudmurar GMP Ne:
NCF1851/001/CAT

CEPTUO®UKAT CEPUU
Ne ES100200263506

Ceptudukar No;
[Mpoaykr:

[nobanbHelil MaTepuan Ne
JlokanbHblil maTepran Ne
Jara Beinycka:
[IponsBoauTtens:

JInuen3us Ha H3IOTOBJICHHE!:

CHI120100442703

FORADIL (®OPAJTNJI)/08 12 MCG.CAP- IMP
857527 Cepus Ne:  SUA79
§57527

19.02.2020

Hosaptuc ®apma [lreiin A’

Laddxaycepurrpacce

4332 llreiin

Lsetiuapus

504879

JIOIIOJIH HTe/IbHbIE JOKYMEHTDI:

Haspanne nokymenra:

CcblIKA HA IOKYMEHT:

FORADIL COMBI (®OPAJIUJ1 KOMEBH) INHALER_MATERIAL 920452
CEPHS BO714L01

Haseanne nokymenra:

Ccbl/IKa HA TOKYMEHT:

MIFLONIDE (MHU®JIOHW/1) 400 MKG  MATERIAL 885544 CEPM S
19L315A

Crpanuua 2/ 17

Hacrosuwmii ceprudmrar 6bin aBroMaTnyeckn CreHepHpOBaH.

,HaHHble VTBEPIKIAEHBI OTBETCTBEHHBIM JTHLOM




Beinyuweno:
(‘) N O VA RT | S Hosaptuc ®apmacsiotrka C.A.

D®apmacktoTikan Onepaiiwxaz
Ponna Cra. Mapa 158
08210 bapbepa nen Bannec
Hcnanus

Jluuensus Ha usrotosaenue Ne
1520-E

Ceprudmkar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUU
Ne ES100200263506

MpoaykT: FORADIL COMBI (®OPAJIUJT KOMBH) 400/12 MCG 60+60 CAP-RU
[nobanbuelii maTepuan Ne: 717530 Cepuss No BRFO1
3akn10yeHue:

HacTosmmm ynoctosepsio, 4to gaHHas MHGOPMALHA MOLTHHHA H BEpHa.

HaHHas cepus cosnaHa/ nponsseaeHa, BKIIOUAs YNAKOBKY H KOHTPO/b, Ha BBILUEYMOMAHYTBIX MPOH3BOACTBAX B
COOTBETCTBHM C npaBuaamMu GMP sokanbHOro peryasTopHoro oprana u cneunukaumeii PerucTpaLHOHHOrO
YIOCTOBEPEHH HMIOPTHPYIOLIEH CTPAHBI.

O6paboTka, ynakoBKka 1 aHAIN3 CEPUU COOTBETCTBYIOT TpedoBaHuam GMP.

OT1BeTcTBEHHOE JIHLO! Jkyaut Benean Munner
JaTta u Bpems: 15.04.2020 23:53:08
KommenTapuii:

HHransaropel, HCnoab3yemble I 3TOr0 NPOAYKTA, CAeJaHbl H3 Matepuana: 920452, cepus BO714L01 (cmoTpm
(ceptudmrar Ne CH120200529946).

[TocraBumk @opmorepon: JIV3OKMMHUKA C.I1.A, VIA GIOTTO, 23871 LOMAGNA. Ttaly

[ocrapwnk Byneconnn: CHKOP C.P.JIL., Tenuta S. Allessandro. Santhia

(Vercelli), 13048 Italy

JIuuo, BeinaBiuee cepTHgHKAT: [synnt benenn Munner
JonkHocTb: YONHOMOYEHHOE JTHLIO
HaTa u Bpemsi: 15.04.2020 23:53:08
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Hactoswuii ceprudukar 6611 aBTOMaTHUECKH CreHEepHUpPOBaH.
HanHble yTBEpKACHBI OTBETCTBEHHBIM JHLOM




Beinyuweno:

l‘) N O VART I S Hoeaptic ®apmacbiotika C.A.

Dapmacerotikan Onepaitwns
Ponna Cra. Mapa 158

08210 bapbepa aen Baiec
Hcnannsa

CEPTUOUKAT AHAJIU3A
Ne ES100100323849

[poaykr: FORADIL COMBI (pOPAJIHJTI KOMBEH) 400/12 MCG 60+60 CAP-RU
I'nodanbHblil MaTepHan 717530 Cepus No: BRI01

Ne:

JlaTa u3roTosJ/ieHHs: 08.01.2020 ITpoTokon ananusa No: 4130124425

Cpok roasocru: 31.12.2021

Hopmatuenas DP 3746732 001 R 2 # DP 3754769 001 C 01

AOKYMeHTauus: HII: ICP-003336/09-280616 u3m. -5

Tecthi TpebopaHusn Pezyabrars
Tlepeuunas ynakoska (Popanun) 1141448-A19-RU CooTtBetcTByeT
[TepBuunas ynakoeka (Mudaonua) 73.994.272-A 94.994272-A CooteeTcTBYET
Bropuunas ynaxkoska (Popanmn 1141615-A19-RU CooTtBetcrryer
KomGu)

Huranstop 920452-RU CootsercTByeT
['naBHas nomwioskka 1132546-A15-U23 CooteercTByeT
[Toanosxka nHransropa 1134410-A16-U23 CootseTcTBYeT
HHerpykuus 1127002-A18-RU CoorBeTcTBYET
®opaana Homep cepHu B cooTBercTBHM ¢ Cootsercrayer

NepPBHYHONH/BTOPHUYHOI YI1aKOBKOIi

HdY

Wl

Crpannma 4/ 17

Hactosummnii ceprugukar 6b11 aBTOMaTHUECKH CreHEpHUPOBAH,
HaHHele yTBepkAeHbBl OTBETCTBEHHBIM THLOM




Bbinymeno:

(’) N O VA RT I S HosapTtic ®apmaceioTtika C.A,

MapmacsoTukan Onepaiiiims
Ponna Cta. Mapa |58

08210 BapGepa nen Bannec
HMcnanns

CEPTUO®UKAT AHAJIU3A
Ne ES100100323849

IMpoaykr: FORADIL COMBI (GOPAJIUJT KOMEBH) 400/12 MCG 60+60 CAP-RU

[noBanbHbIi MmaTepuan 717530 Cepusn Ne: BRFO1

Nu:

Tectnl Tpedoranus PesynbTaThl

Mudinoumna Homep cepun B cooteetcTBMM ¢ CootsetcTRyer
NEePBUYHOI/BTOPHUHOI YITAKOBKOI

Dopaann Kom6n Homep cepuu B cootBercTBiM ¢ CoorsetcTByer
NepPBHYHOI/BTOPHYHOIT YIaKORKOI

Cpok ronnoctu dopaaun kombu 23 Mecsua CootBercrByer

Mata npousBoacTsa; B cootBercTeuM ¢ CooteercTByeT

NepBHYHOI/BTOPHUHOI! ynakoBkoii

3aknwuyenne:
Cepusa cooTBETCTBYET cnieuHbHKALIMM HOPMaTHBHOM AO0KYMeHTauuH. Hactosmmm YAOCTOBEPAID, YTO JaHHAas
HH(POpMaLHA MOLITHHHA H BEpHA. Hapabortka, ynakoska 1 aHanm3 CEpHM COOTBETCTBYIOT TpebosaHuam GMP.

OTBEeTCTBEHHOE JTHLO: Hxynut benenu Munner
JaTta u Bpemsi: 15.04.2020 23:51:38
JInuo, BbI1aBIIee cepTH(HKAT: Hxkyaut benenn Munner
JdonxHocTs: YMONTHOMOUEHHOE JIHLO
Hata n Bpems: 15.04.2020 23:53:14

Crtpannua 5/ 17

HacTosumuit ceprudpmrar 611 aBTOMaTHUEC K1 CreHepHpOBaH,
JlaHHbIe YTBEPIKAEHDI OTBETCTBEHHBIM AHLIOM




«TEBA PAPMAXEMM»
CEPTH®HUKAT BbIITYCKA CEPUM

Pacdacopannblii npoaykr:

Haspanue npoaykra: MIFLONID (MHU®JIOHW]T) INH P. 400 MCG 1X10 BL (8X10
BARBERA) RU

PCH BHyTpeHHuii Homep cepun D302809

Bueurnuii Homep cepuu: 19L31SA

ApTHKY HOoMep: 54056872

Homep matepnana Hosaptuc: 885544

Jara nponssoacTea: 31.12.2019

Jlata BbIMyCKa: 02.03.2020

Cpok roaHocTn: 11.2022

Konuuectpo ynakoeok: 180288 \B\ fan

CTpaHa Ha3HAUEHHS: Poccus NZN\CEPMuburamos

Peructpaunontoe yaocrosepenie: JICP-003336/09 §\:\t-

JlekapcTeeHHas (opma: Karncy bl 1718 MHrANsA1HH Rt

Tun ynakosku: Bnucrep

Homep otcnexusanns PSB/GLC (ecan Henpumenumo

MPUMEHUMO):

Pabora: Bepcus: B Cepua: P908701 Myukt: 93107103 — DSSP byneconnn 400
MKr 8x10 P

YnakoBaHo u3 Gank-cepuu

Haspanue npoaykra: BYJIECOHHM/1 400 CYPS BULK

Homep cepuu: G503194

Koa narbr: 19L318

Homep aptukyna: 49709200

Mata npoussoactsa: 31.12.2019

Hara Beinycka: 10.03.2020

[Ipumeuanne k HepacdacoBanHOMY [ X] He oTMeueHoO OTKIIOHEHHI B X01¢e npoLecca npoM3Bo/CTBA

NPOAYKTY: HITH

[ ] HaGmonanuck otkioHeHus B Xoze npouecca MPOH3BOCTRA,
KOTOpbIe OBbITH H3YUEHBI COTJIACHO BHYTPEHHEi npoueaype
KOMMETEHTHBIM JTHLOM. Hcenenosanue Npuiio K 3akmoueHHIO, 4T0
OTKJIOHCHMA HE BANAIOT Ha 030MaCHOCTE M Y ekTHBHOCTL NpoayKTa,
HTO AOMYCKACT CePTHPHKALIHIO.
CcpisiKa Ha OCHOBHbIE/ KPUTHYECKHE OTKIIOHEHHS: «H/D) Wi
«HACHTH(HKALIMOHHBIIT HOMEp 3anucHy -
ComyTeTsyroune NpoToKoIbl KOHTPOS [X] Het
M3MEHEeHHH! HJIU
[ ] Ceblika Ha I0KYMEHT M0 KOHTPOIO M3MeHeH il
Bce npuBenenHtbie B 1aHHOM 10KyMeHTe POAYKTBI MpoH3BeaeHb! komnaHueii «Papmaxemu BBy», Cencaer S,
2031 GA Xaapnem
HoMmep nnuensuu Ha usrotopnenue: 4094 F, Ceptudurar GMP Ne: NL/H 18/2003994,

Hactoswmm yaoctosepsio, 4to 1annas uHGOpMaLmus noannHHA 1 BepHa. JlaHHas cepus npoaykTa cosnana’
MPOM3BEACHA, BKIIOYAA YNIAKOBKY M KOHTPOIb, HA BbILLIEYNOMAHYTOM MecTe MPOH3BO/ICTBA B COOTBETCTBHH C
npasunamu GMP 10Ka1bHOTO peryasTopHoro opraxa i cneunduraumeil perucTpaLMoHHOro YAOCTOBEPEHHS
MMMOPTHPYIOLIEHt CTpaHbl. OGpadoTka, yNakoBka  aHaIn3 cepii COOTBETCTBYOT TpeboBaHnsam GMP.

Hata KoHeuHOro BLInycKa: (noanucato)
PapmalleBT, YTIOITHOMOYEHHOE THLO L.H. Haring, M.Sc

Crpannua 1 n3 | D502809
«®apmaxemu B.B.» 11.03.2020
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HacToawmnii ceprudukar 611 aBTomaTHUeCKH CreHepHpOBaH.
JlaHHbIE YTBEPKACHBI OTBETCTBEHHBIM JIHLOM




TEBA

Ceprupukar anaamnsa
BY AECOHN/] 400 CYCLOCAPS INH.P BULK

Cepusa Ne: G503194 Kon matepuana: 49709200
Jara npousgoacrea: 31.12.2019 Hnentudukaunonnstii kox; 101318
Jdata aHanusa: 24.01.2020

DP 3754769 001 C 01

Beinyck no
cneuHpuraunn:
TecTnl

DuzHyecKHe napaMeTphbl:

OnucaHue

Pasmep kancynbi:
Jnuna
[npuna
[MoanuuunocTs
- UK-CnekrtpomeTtpus

- BDXX

Macca
Cpeanss Macca coaepkuMoro
OaHoponHocTh Mo Macce

OnHOpOAHOCTH 103UpOBaHS
(EBp.®. 2.9.6) (B2XKX)
KonnuecteenHoe onpenenenne
metonom BOXX
Bona
[MocToponuue npumecu (BXKX)
- Ipumecs A
- [lpumecs D
-[Tpumecs L

- Jliobas apyras
HeHIEHTH(HLUPOBAHHAS NPUMECh

- CyMMa mpumMeceii
AspoanHamuueckoe

pacnpeneneHHe MeNKoIHCNEPCHBIX

dactuu (meHee 5,3 mxm) (BRIXKX)
O1HOPOAHOCTH BhINMYCKaeMoit
no3sl, BOXKX

TpedoBanusn

Kancynbl ¢ Henmpo3spatuHoii KpbileyKoi
PO30BOr0 LIBETa H GECLBETHBIM
NpO3pauHbIM KOPMYCOM, COepKaLLHe
Genplit nopowok, Ha kancyne HaHeceH
norotun PCH u norotun BUDE 400

15.2-16.1 mm
< 6.2 MM (+5.8 MM)

Cootsercrsyer Byaeconuny CRS

CootserctByeT Byneconnay CRS

23.75-26.25 mr
CoorBeTcTBHE

CooTBeTcTBHE

106.4 — 123.6 % oT 3aABJASHHOIO
KOJTHYecTBa
45-55%

He Gonee 0.2 %
He Gonee 0.2 %
He 6onee 0.2 %

He Gonee 0.2 %

He Gonee 1.0 %
14 - 32% 3asABAEHHOIO KOJNHUYeCTBa

PesvabTaTnl

CoorBercTByeT

15,8 MM
5,8 MM

CooTBercTByer

Cootsercrryer

25,62 mr
CootsercTByeT

92-105 %
112.6 %

Brinoaunsercs nepuoanueckn

He Gonee 0.05%
He 6onee 0.05%
0.08%

- BCE KamncyJlbl
- He MeHee 9 kancyn

- CpeHssA BbIMyCKaeMas 103a
Cymma A3poBHbIX
MHKPOOPraHH3MOB

0T 65 10 135 % OT cpeaHero conepxaHms
o1 75 10 125 % ot cpeaHero coaepkanis
He menee 80 % 3asBieHHOro KoMHueCTRA 89 %

He Gonee 100 KOE/r Menee 5 KOE/r

«Dapvaxemu 6a»

Csencsee SXaapremHuoeparanow

JTuyensun na npoussoocmso: 4094F Ctpanuua 1 u3 2
Crpannua 7/ 17

HacToawuii ceprudukar Gbin aBTOMaTHUECKH CreHepUpOBaH.
JlaHHble YTBEPKAEHBI OTBETCTBEHHBIM JIHLIOM




«TEBA»

Ceprudukar ananusa
BYIECOHW]T 400 CYCLOCAPS INH.P BULK

Cepusn No: G503194 Koa matepuana: 49709200
Jarta npoussoncrea: 31.12.2019 Haentudgukaunonnstii kox: 191318
Harta ananusa: 24.01.2020

Brinycexk no DP 3754769 001 C 01

cneunHuKanmnmu:

TecTbl Tpeboranus Pesyabrarsi
Cymma JIpoxoku u 1ieceHb He 6onee 10 KOE/r 0 KOE/r
AKemueycroiiuussle rpam- OtcyTterByior/r Orcyrersyior

OTpHUATENbHbIE GHKTEDHH

Staphylococcus aureus OtcyTeTBVIOT/T OtcyTeTBYIOT
Pseudomonas aeroginosa OTtcyTerByioT/T OtcyteTByioT

Hactosawunm yaocrosepsio, uto MartepHan npoiuea NpoBEPKyY B COOTBETCTBHM ¢ NpHHUMNaMn GMP u
COOTBETCTBYET TPeOOBAHUAM PErHCTPALHOHHONO J0ChE. Cepust cooTeeTCTBYET TpEGOBAHHAM cneundgukanny
HOPMATHBHOI 10Ky MeHTaunH. HacTosiwim y1ocToBepsio, 4To aaHHas HH(OPMALIHA NOLTHHHA U BepHAa,a Takke TO
4TO HapabOTKa M AHATH3 CepUM MPOBEpeHbI i COOTBETCTBYIOT TpeGosanuam GMP.

Cepus Boinywena Hipre nen Xapunr-Buccep
JonkuocTts DapmaleBT, YMOTHOMOYEHHOE L0
JdaTta Beinycka 10.03.2020 16:24:39

[Tocko/IbKY NaHHbBI TIOKYMEHT MOAYYUeH ¢ MOMOLLBIO BATHIAHPOBAHHON CHCTEMbI YNIpaBaEHHS HH(OPMAaLHeil,
AaHHBIN JOKYMEHT COIEP/KUT TEKTPOHHYFO MOAMHCh,

«Dapyaxemu 66

Caencees 5

Naaprem

Huoeprandw

Juyensun na npoussodcmeo: 4094F

Crpanuua 2 u3 2
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HacTtosawmii ceprudpukar 611 aBToMaTHuecky CreHEepHpOBaH.
JlaHHble yTBEP:KIEHRI OTBETCTREHHBIM JTHLOM




«TEBA»

Ceprupukar anaaunsza

BYJIECOHW/T 400 CYCLOCAPS INH.P BULK

Cepus Nu: G503194 Koa matepnana:

Hara npoussoacrea: 31.12.2019 Haentndukaunonustii kox:
Hdarta ananusa: 24.01.2020

Boinyck no 1200.5696

coeunpHKaHN:

TecTnl TpeboBanus

Onucatnue Kancynel ¢ HempospauHoit Kpeliekoii

Pasmep kancyiibi:
Hauua
Ulupuna
[ToanuHHocTs
- UK-Cnektpometpus

- BOXKX

Macca
Cpennss macca coaep:kUMoro
OxanopoaHocTs M0 Macce
OnHOpOAHOCTh 103MpOBAHNS
(EBp.®. 2.9.6) (BIXKX)
Konuuecreennoe OnpeacneHue
metoaom BOXKX
Bona
[Toctoponnne npumecn (BRHKX)
-Jhobas Epp.®.npumecs
- Jltobas npyras
HEUIEHTH(PHUMPOBAHHAS
MpHMEChH
- Cymma npumecei

AspoaHHAMHYECKOe
pacnpeneieHne MelKOAUCIEPCHBIX
gactuu (BDXKX)

OAHOPOOHOCTS BIMYCKAEMO
10361, BOXKX

PO30BOro LBeTa U OECUBETHBLIM
NpO3pavHbIM KOPIIYCOM, COLepIKalllHe
Oenstit nopowok. Ha Kancyne HaHecen
aorotun PCH u norotun BUDE 400

15.2-16.1 Mmm
< 6.2 MM (£5.8 MM)

Cooteercrayer byneconuay CRS
CooreetctByer Byneconuny CRS
2375-26.25 mr

CooTgeTcTBHE
CooTBeTcTBHE

106.4 — 123.6 % oT 3asBJIECHHOTO
KOJluuecTBa

45-55%

He Gonee 0.5%

He Gonee 0.2 %

He Gonee 1.0 %

49709200
19L31S

PesyabTarsi

CootBetcTBYeT

I <
58mm [
|

\2

Cooteerct ésg

25.62 mr
CootsetcTryer
92-105 %

112,6 %

Bbinonnserca nepuoanyeckn
Beinonusaercs nepuoaunuecku
Buinonuaercs nepuonuueckn

Beinonusercs NMEPHOIHYECKH

- BCE Karcy!isl
- He MeHee 9 kancyn

- CPE€aHAA BbIMyCKaeMas n03a

Cymma A3podHbIX
MHKPOOPraHu3MOB

Cymma [poxku 1 nieceHn
KenueycToiiuusbie rpam-
OTpHLATe/bHbIe DaKTepHH

«Dapyvaxemu 6a»
Ceencaee 5
Xaapnem
Hudepranoer

14 - 32% 3asBIEHHOTrO KOTHYECTBA 27 %

0T 65 10 135 % ot cpeanero coaepxanns  91-109 %
o1 75 1o 125 % ot cpeaHero coaepkanms

He menee 80 % 3asgBieHHOr0 KOMHYECTBA 89 %

He 6onee 100 KOE/r Menee 5 KOE/r

He 6onee 10 KOE/r
OrcyTeTBYIOT/T

0 KOE/r
OtcyTerByior

Jluyenzus npouseodcmea . 4094 F

Crtpanuua 9 /17
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Hacroswmit ceprudmkar b1 aBToMaTHuecKH CreHepUpOBaH,

ﬂaHHble YTBEPIKAECHBI OTBETCTBEHHBIM JIMLIOM



«TEBA»

Ceprudukar ananusa
BYECOHMW/] 400 CYCLOCAPS INH.P BULK

Cepus Ne; G503194 Koa maTtepuana: 49709200
[ata npousBoacTea: 31.12.2019 Unentndukaunonnsiii koa: 191318
larta aHanu3a: 24.01.2020

Beinyek no 1200.5696

cneunuKauuu:

TecTsl Tpedoanus PesyabraThi
Staphylococcus aureus OTcyTeTByOT/T OTcyTCTBYIOT
Pscudomonas aeroginosa OTcyTteTBytoT/r OTCyTCTBYIOT

HacTosiumm ynocrosepsiio. uto MaTepHam npollues NpoBepKy B COOTBETCTBHM ¢ MpUHUMNamn GMP u
COOTBETCTBYET TPEGOBAHMSIM PErHCTPALMOHHOTO A0Cke. CepHs COOTBETCTBYET TpeGoBaHMAM CrieUH(HKaLIHK
HOPMATHBHOH 10KyMeHTaLin. HacToswum y10cToBepsiio, 4To AanHas HH(OPMALMA NOLTHHHA I BEPHa,a TaK/Ke TO
UTO HapadOTKa M @HAIM3 CEPUH MPOBEPEHBI H COOTBETCTBYIOT TpeboBaHusM GMP.

Cepus BbINyLIEHA Hre nen Xapuuur- Buccep
JomKHOCTD DapmMaleBT, YNOTHOMOUEHHOE JIHLO
JlaTta Bbinycka 10.04.2020 16:27:39

[TockONbKY AaHHBIH 10KYMEHT MOTYHEH C NOMOLIBIO BATHANPOBAHHO CHCTEMbI ynpasienns nHdopmaumeii,
AAHHBI 1OKYMEHT COACPIKHT INEKTPOHHYIO MOAMHUC.

«Dapmaxemu 66»

Ceenceee 5

Xaaprem

Huoepranoer

Jluyensus na npoussodcmeo: 4094F
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Hacrostumii cepruduxat 6b11 aBTOMaTHUECKH CreHepHPOBaH.
JlanHble yTBepsKaeHbl OTBETCTBEHHBIM JHIOM




[pousBeneno:

Hogapruc ®apmackioruka C.A.
MapmaceioTikan Onepaiiung
Ponna Cra. Mapa 158

08210 BapGepa nen Bannec
HMcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100319489

[poaykT: FORADIL (@OPAJIUIT) 12 MCG BLISX10 CAP-RU-INT

I106aneuelii marepnan Ne: 885695 Cepusn No: BPU44

Hara npoussoacraa: 08.01.2020 AHan3 Ne 4130123083

Cpok roaHoctu 31.12.202]

HopmaTtusuan DP 3746732 001 R 2

JOKYMeHTauMs:

TecThbl TpeGosanns Pesyabrarh

[lepBuyHas ynakoska CooTBeTCTBYET CTAHAAPTY CpaBHEHHS CootsetcTryer

BropuuHas ynakoska CoOTBETCTBYET CTAHAAPTY CPABHEHHUs CooTBeTcTBYET

Homep cepun CoorBeTcTBYeT MepBUYHOIT/ KOHEUHOH CooteercTByeT
yNakoRke

Cpok roaHocTH 23 mecsua CootBetcTyer

3akaoueHue:

Cepust COOTBETCTBYET CrieuHdUKALHN HOPMATHBHOI AOKyMeHTaUnH. HacToaumm ya0cToBEpAI0, uTo 1aHHas
HH(pOpMaLUs nonHHa 1 BepHa. HapaGoTka, ynakoBka i aHaiins CEPUKM COOTBETCTBYIOT TpeGoBaHnam GMP.

OTBeTcTBEHHOE JIHIO: Jxyant Beneau Munnet
HaTa u Bpemsi: 12.03.2020 17:14:31
JInuo, BoinaBee cepTudnkat: Jlkynur Benean Munnet
JO0/IKHOCTD! YnonHoMoueHHOE N11O
JlaTta u Bpems: 12.03.2020 17:16:33
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Hacrosumnit ceptudukar 6111 aBToMaTHueckn CreHepupoBaH.
JlaHHble YyTBeP:KAEHbB! OTRETCTBEHHBIM JTHLIOM




) NOVARTIS

IMpousseneno:

«HOBAPTHUC ®DAPMA LUTEAH Al »

agpxaysepwrpacce

4332 Wlreiin
seiitapus

CEPTU®UKAT AHAJIU3A
Ne CH120100442703

[MpoaykT: FORADIL (®OPAJINJI) HGCI 12 MCG.008 EOR ROW
['nobanbueii matepuan Ne: 857527 Cepus Ne: SUAT9
laTta uzrorosnenns: 08.01.2020 [MpoTokon ananusa Ne: 4100416978
Hopmatuehan DP 3746732 001 R 2
AOKYMeHTaUuMs:
Hupopmauns o
TecTHPYKOLLEM caiiTe:
HaumeHoBanue Anpec Ne GMP ceprudukara
Hosaptuc ®apma Lteiin Al lTadpdxayceputpacce 18-0750
Hogaptuc ®apma Wreitn AT | 4332 Ulteiin

Lladxaycepmrpacce

4332 Ulreitn 18-0834
TecThl TpedoBanus PesyabTarthsl
OnucaHue: LUBET COnepkHUMOro benwtii benslii
Onucanue: BHEWHUI BH COAEPKUMOTO CB000IHO ChIMyYHii MOpPOLIOK CB000AHO chimyuHit

HOPOLLIOK

OnHcaHHe: LUBET Kancy.1 — KpblLIeuKa i KOpIiyc [Ipo3paunsie [Tpospaumsie
Onucanue: rpaBHpoBKa Ha KpbllIEUuKe 1 xopnyce  CG/ FXF (4epHbIMH uepHUIaMH) CG/FXF
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Hactoswmii ceprudukar 6b11 aBToMaTHUECKH CreHepHpOoBaH.

HaHHble YTBEPHKACHBI OTBETCTBEHHBIM JHLIOM




) NOVARTIS

L

[1pousseneno: .
HOBAPTHUC ®APMA IIITEHH AT

[Hadpxaysepurrpacee
4332 Ulreiin
LIseiinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100442703

IMpoaykr:

[no6anbHblii MaTepnan Ne: 857527

FORADIL (®OPAJIMJT) HGCI 12 MCG.008 FOR ROW

Cepusn Ne:  SUA7T9

TecTni

Onucanne: pasmep Karcysl

TBHHOBBIH UMNHUHIKeEP: PPaKLNA METKHUX YacTHLL
CpenHss macca conepKHMOro

[oamuutocTs MeTonom TCX: dopmoTepona (ymapar
AMTHAPAT

[MoanuuHocTs MeTozoM RR-LC; (hopmoTepona
¢ymapar auruapar

OnHOPOAHOCTB BBICBOOOK 1aEMOIT 10361 MeTO10M RR-
LC: 4ucno ucne10BaHHbIX € AMHKLL

OZHOPOMHOCTE BLICEODOKIAEMOIT 103bI METOIOM
B2XKX — dopmotepon: cpennas BoicBoGok1aeMmas
ao3a

Tpebosanun PesynbTaTs!

Pazmep 3 CooTBeTtcTByeT

15-35% 20 %

22.5-27.5Mr 254 mr

CootsercTByer ctaHnapry CooTBeTcTBYeET CTAHIAPTY
CpaBHeHusl CpaBHEHHA

CooteetcTBYeT CcTAHAAPTY
CpaBHEHHA

10-30
8.5—11.5 mkr

CootBerctByer cranaapry
CpaBHeHUs

10
9.4 MKkr
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Hacrosuusit ceprudmrar b1 asToMaTHueCKH CreHepHpOBaH.

JlaHHblie YTBEPIKAEHBI OTBETCTBEHHBIM JIMLIOM




> NOVARTIS

[Ipousseneno: N
HOBAPTHC ®APMA LITEUH AT

Lagdxayzepurpacce
4332 Ulreiin
Iseituapus

CEPTUOUKAT AHAJIU3A
Ne CH120100440822

IMpoaykr: FORADIL (POPAIHIT) HGCI 12 MCG.008 FOR ROW

I'no6anbHblii maTepuan Ne: 857527

Cepna Ne:  SUAT79

TecTnl TpedoBaHus PeayabTaTh
OnHOpoAHOCTE BLICROGOKIAEMOI 1036 METOIOM - 0

RRLC — ®opmoTepon: Yneno kancyn, HaXoasLWHxcs

BHe npezesnos +25% oT cpeaHeil BbICBOOOK 1aeMOI

403kl

OnHopoaHoCTh BLICROODKIAEMOI 10361 METOZOM - 0

RRLC — dopmoTepon: Yncio Kancyn, HaXoIaWNXCA

BHe Mpeaesios +35% oT cpeaHeil BbicBOOOK 1aeMO¥i

2103bI

OnHOpPOAHOCTB BBICBOGO 1aEMOM 103b1 METOIOM CootserctByer CooteetcrByeT cnieuMdHKaLnu
RRLC : ®opmoTepona dymapar auruapat crneunpuKalmu

IMpoaykTsl pacnaga metonom RRLC Sch-2566 He Gonee 0.5 % 0,1 %
[TpoaykTel pacnana metogom RRLC: Sch-2570 He 6onee 0.3 % <0,1%
IMpoayxTsl pacnaga metonom RRLC: Sch-2571 He 6onee 0.3 % <0,1 %
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HacTosiuumii cepTugpurar Gb1.T aBTOMATHUECKH CreHEpHPOBaH.
Hannble yTBEp1eHbl OTBETCTBEHHBIM JTHLOM




) NOVARTIS

Ipousseneno: .
HOBAPTHUC ®APMA HITEMH Al

addxayzepurrpacce
4332 Teiin
Ilsefinapus

CEPTUG®UKAT AHAJIU3A
Ne CH120100442703

Mpoaykr: FORADIL (POPAJIMIT) HGCI 12 MCG.008 FOR ROW
[nodanbHelii maTtepuan Ne: 857527 Cepust No:  SUAT79
Tectnl Tpeboanns PesyneTartel
[TponykTe! pacnana meroaom RRLC: Sch-2575 He 6onee 0.3 % <0,1 %
[TpoaykTel pacnaga metogom RRLC: Sch-2676 He Gonee 0.3 % <0,1 %
(CGP 70886)

[lponykrel pacnana metonom RRLC: Sch-2729 He Gonee 0.3 % <0,1 %
[MponykThl pacnana Mmetoaom RRLC: Sch-3054 He donee 0.3 % <0,1%
Ilpoayktel pacnana Metonom RRLC: eannnunsle  He Gonee 0.3 % <0,1 %
HEUJEHTUPULMPYEMbIE

Cneunduueckue nponykthl pacnana: Sch-2567 He 6onee 0.3 % <0,1 %
(CGP 47086 A)

CyMma npodyKTOB pacnaja BKIO4as npumecH He Gonee 0.4 % <0,1 %

Sch-2567 (uckn Sch-2566)
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Hacrosiunii cepTudukat Gbln aBTOMaTHUECKH CreHepHPOBaH.
HaHHble yTBEepKAEHbI OTBETCTBEHHBIM THLOM




) NOVARTIS

[Mpousseneno: .
HOBAPTHUC ®APMA IUTEHWH AT’

[ladpxay3epiirpacce
4332 Ulreitn
Lzeiiuapus

CEPTU®UKAT AHAJIU3A
Ne CH120100442703

Mpoaykr: FORADIL (®OPAJTHIT) HGCI 12 MCG.008 FOR ROW

['nobanbublii matepuan Ne: 857527 Cepun Na:  SUAT9
TecTbl TpedoBanns Pesynbrarsl

CymMa npoayKTORB pacnaia, Bkmouas Sch-2567 He Gonee 0.9 % 0,1 %

OGuwiee conep:xanue aspobHbIX dakrepuit (TAMC)  He Gonee 200 KOEB I 1 Menee 10 KOE/r
ConepaHne IpOKIKEBBIX W MIECHEBLIX FPUOOB He Gonee 20 KOE B I 1 Metnee 2 KOE/r
(TYMCQO)

Pseudomonas aeruginosas | r He nonsxubl o0napyxunsatecs  He oGHapykupaloTes
Staphylococcus aureus B 1 r He nomxuel obHapyxupatecs He o0napyxusatoTes

Kenueycroiiunsble rpaM-oTpHuatebibie Gaktepun  He nomkHbl oGHapyxupathcs He o0HapyxuBaoTCes
Blr

OnHopoaHocTh 103HpoBaHus MeToaoM RRLC: 10-30 10

YHCJI0 HCCICJOBAHHBIX € TUHHLL
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Hactoswmii ceprudukar Gbi1 aBTOMATHUECKH CreHEPUPOBAH,
JaHHble yTBEPKIEHbl OTBETCTBEHHBIM JIMLIOM




) NOVARTIS

Ilpoussenexo: .
HOBAPTHC ®APMA ILITEMH Al

[Hadpxaysepuwrpacce
4332 lreiin
Igeiinapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100442703

[poaykr: FORADIL (®OPAJTUIT) HGCI 12 MCG.008 FOR ROW

I'nobanbuelil MmaTepuan Ne: 857527 Cepust Ne:  SUAT9
TecTbl TpedoBanus Pe3yabTaThl
OIHOPOIHOCTb J03HPOBAHMS MeToA0M BIKX — - 101.6 %

DopMOTEPOT: MHHUMYM Jpn—

OnnoponHocTs 1031poBatis MeTo10M BOWX — -
DopMOTEPOIT: MAKCHMYM
OaHopoaHOCTh 103HpoBaHKA MeTogoM BIKX — =

| Ha

DopMOTEPON: CTAHIAPTHOE OTKIOHEHHE !

OnHopoaHoCTh n03upoBanug MeTogoMm BJKX — = 2l

dopmoTepona GymapaT IUTHIPAT: MOKa3aTeb He 6onee 15,0% 8,3 %a\2 3 1’

MPHEMAUMOCTH :
N

OnHopoaHOCTh 103UpoBaHKA MeTodoM BOIKX — CootetcTBHE TpeboBanuaM  COOTBETCTBYET

Gopmotrepon: Esp. @., ®. CUIA, Sn. @.

KonnuectsenHoe onpenenerue metoqom BOKX: 97.5-110.0 % 103.,8 %

@opmoTepona (ymapar AMrHapaT

Jakawuenue:

Cepusi COOTBETCTBYET crieUpHKALIMN HOPMATHBHOI 10kyMeHTaunK. HacTOAILNM YAOCTOBEPAIO, YTO AaHHAS
WHOpMALKs MOATHHHA U BepHa. HapaGoTKa M aHa/u3 cepun MPOBEpeHbl H COOTBETCTBYIOT TpeGoBatuam GMP,

OTBeTCcTBEHHOE HLO! Anekcanap Jleaursuur

JaTta u Bpems: 18.02.2020 11:19:07

Jluuo, BbI1aBII€E cePTHRPHKAT: Anexcanap JleIuT3HuUr

JoaKHoCTh! DKCnepT oTAena no ofecrneyeH o KauecTsa
JaTa u Bpemsi: 18.02.2020 11:19:07
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Hacrosiwumii ceptudukat Gbin aBTOMATHUECKH CreHEPHPOBAH.
HanHpie yTBEePkKACHLI OTBETCTBEHHBIM IHLOM




