) NOVARTIS

BeinyuieHo:
Hoeapruc ®apmaceioruxa C.A.
PapmacbioTkall OnepaiiiH3
Ponna Cra. Mapus 158
(8210 Bap6epa nen Bannec, Ucnanus
Jluuensusi Ha u3rotoBiaeHne Ne:
1520-E

Ceprudurkar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUHA
Ne ES100200288947

IMpoaykr:

HeficTBylollee BelecTBO:

JlekapersenHas opma:
Tun ynakosxu:

Pasmep ynakoBku:

Py

ITyHKT HazHaveHus:

-| FnodanbHeIii MmaTepuan Ne:
,[laTa H3IrOTOBJICHHSHA
Hara Bbinycka:

Cpok rogHocTu:
KonuvecTBo eauHuL
NpoAYKTa:

ONBREZ BREEZHALER (OHEPE3 BPU3XAJIEP) 150 MCG (150 MKT') 30
CAPSULES-RU
Hunakarepon 0,15 mr

TBEP/IbIE JKEJATHHORLIC KAICYIIbI, U HHTAAIMIA
osuctep

3x10 wryk

JITT-000086
Poccuiickas denepauus
720437

11-08-2020

15-01-2021

01-2023

§220.000 wTyk

Cepusi No: BVY13

JaHHble TecTOR, TpeDORAHNS, PE3YILTATH H 3aKTIOUEHHUA MPHUBEIEHRI B CAEIYIOMEM cepTH(UKaTe/ cepTuduraTax:

Ceptuduxat Ne: ES100100359817
Ipoaykr: ONBREZ BREEZHALER (OHBPE3 EPU3XAJIEP) 150 MCG (150
MKT’) 30 CAPSULES-RU
I'nobanbuelii MaTepuan Ne: 720437 Cepus Ne: BVY13
JlokalbHbIi MaTepuan Ne: 720437
JlaTa Beinycka: 15-01-2021
IMpouspoauTeb: HoeapTuc ®apmacsiotuka C.A.
®apmacsroTHKan OnepaiHnH3
Ponpa Cra. Mapus 158
08210 bapbepa nen Bannec,
HMcnanus
JInueH3Ha Ha H3TOTOBJIEHHE: 1520-E
Ceprudurar No: CHI120100466712
.| IpoaykT: ONBREZ (OHBPE3)/020 0,150 MG CAP-IMP
I'nobanbuelii maTepnas Ne: 858396 Cepus Ne: SXR86
JlokanbHbiit MaTepuaa Ne: 858396
Jara Bbinycka: 24-11-2020
IlpousBoauTe/n: Hosapruc ®apma, Llreiin Al
Illadpxayzepurtpacce
4332 Wlreiin
Leeiuapus
JIMLeH3Hsl HA U3rOTOBJIEHHE: 504879

ﬂOI’[OﬂHHTeHLHbIC JOKYMEHTBI;

HoxkymeHT No:

CcbIIKH Ha JOKYMeHT Nu:

OHEPE3 BPU3XAJIEP (Bpusxanep) 920320 cepusa B1083MO01

Crpannua 1/11

Digitally signed by

Kuya nts ;l:\«adl‘se s
eva :
Nata|ya Baw 231531 153130

Hacrosawmnii ceprudukar Obl1 aBTOMaTHYECKU CreHepUPOBaH.
JanHble yTBepK/IeHbl OTBETCTBEHHBIM JTMIIOM




Bemymeno:
(‘) N O VA RT l S Hogaprue ®apuackioruka C.A.

Dapmacsiotrkan Onepaiimns
Ponna Cra. Mapusa 158
08210 bap6epa nen Bannec, Mcnanus
JIuuensus Ha usroTosenne Ne:
1520-E

Ceprudpurxat GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUHU
Ne ES100200288947

NMpoayxr: ONBREZ BREEZHALER (OHBPE3 BPH3XAJIEP) 150 MCG (150 MKT') 30
CAPSULES-RU

I'no6aneHelii matepuan Ne: 720437 Cepusi Ne BVY13

3aknioueHue:

Hacrtostutam ynoctorepsto, 4To nanuas MHGopMaums noaTHHHa i BepHa. [Jannas CEpHs CO3/1aHa/ NPOH3BeIeHa,
BK/TIOHAA YITAKOBKY H KOHTPOJIb, Ha BRIIIECYTOMSHYTOM MecTe MPOM3BOJACTEA B COOTBETCTBUM ¢ NpaBunamMu GMP
JIOKANILHOTO PETYNIATOPHOTO OpraHa  crieunuKanteil perncTpalHoHHOro YI0CTOBEpEHHUS HMTIOPTHpYrOLLE i
CTparbl. HapaboTka, ynakoBka 1 aHali3 CepHH COOTBETCTBYIOT TpebopanuaM GMP.

OTBeTCTBEHHOE JIHIIO: Judit Benedi Millet
HaTta u Bpemsi: 15-01-2021 15:48:23

Tun BeIMycKa: BEIMYCK Ha PLIHOK

KommenTapuii k ceprudurary:

JlekapcTBennas dopma, ykasansas B gannom CoA / CoC, pomkHa HHTEPIIPETUPOBATHCH Kak:

KarcyJibl ¢ MOPOLIKOM /i MHT A/ LU,

MHranstop uernons30Bancs 1A 3T0r0 NPOAYKTa H3 NPOLYKTa ¢ Mmatepuanom Ne 920320, cepus B1083MO1 (Cw.
ceprudukar cepunt CH120200559419).

CpoK rOAHOCTH MHTaNATOpa (haKTHYECKHU Cle/lyeT HHTEPIPETHPOBATH KAk BPEMA BBIIEPKKH, B TEUEHHE KOTOPOTO
MHTAJIATOP 0/DKEH ObITh OMELIEH B CKITIA/IHYIO KOPOOKY.

IToctaBwmk Munaxarepona: Hosaptuc ®apma Llteiin AT, Uladdxaysepwrpacce, 4332 [teiin, Ilseiiuapus

Jluno, Be1IaBUIee CEPTHHUKAT: Judit Benedi Millet
HomkHoers: YnonHoMoueHHOE THLO
Hdarta u Bpems: 09-02-2021 22:46:25

Crpanuua 2/11
Hactosawmuii cepruukar 6611 aBTOMaTHYECKH CreHEPUpPOBAH.
,HaHHHE YTBEPNACHbI OTBETCTBEHHLIM JTULIOM



) NOVARTIS

ITpouseeneno:

Horaptuc ®apmaceiotika C.A,
DapmaceroTHkan Onepaiimas
Ponpna Cta. Mapus 158

08210 Bapbepa gen Bannec
Hcnanus

CEPTU®UKAT AHAJIN3A
Ne ES100100359817

Ipoaykr: ONBREZ BREEZHALER (OHBPE3 BPM3XAJIEP) 150 MCG (150 MKI') 30
CAPSULES-RU

I'noSanensbrit maTtepuan Ne: 720437 Cepus Nu: BVY13

laTa usrotoBnenns: 11-08-2020 IMpoTokon aHanu3a Ne: 4130134444

Cpok rogHocTn: 31-01-2023

Hopmatusnasn DP_6002099 A R 2 HJI JIT1-000086-291117 uzm. 1-2

JOKYMEHTAUHA:

| Tectsl TpeboBaHus Pe3yabTaThl

[epeytHas yrakoBka 1142056-A19-RU CooTBeTCTBYET

BropuuHas yrakoBka 1141616- A19-RU CooTteTcTBYET

bpusxanep 920320-U23 CooTBeTCTBYET

[Monnoxka 1133906-A16-U23 CooTBeTcTBYET

HHeTpyKLHA MO NPHMEHEHHIO 11131702-B18-RU CooTBeTcTBYET

Homep cepun CooTBeTcTBYeT NepBUYHON/KOHEYHOI CooTBeTcTBYET
yrnaKkoBke

Cpok roaHocTH 29 mecALeB CooTBeTcTBYET

[IpoussoncTeennas nara CooTBeTcTBHE HA NEPBUYHOMN/KOHEUHOI CootBeTcTByeT
YIIaKOBKax

Jakawuenne:

Cepus cOOTBETCTBYET crielM(pUKaLMM HOPMATHBHOI NOKyMeHTaUuH. HacToAUM Y10CTOREPSIO, UTO AaHHAS
HH(pOpMauKMs nonTMHHA U BepHa. HapaboTka, yriakoBka u aHaaus CEPHH COOTBETCTBYIOT TpeboaHuam GMP,

OTBeTCTBEHHOE JTHLO:
- JlaTta n Bpems:

Judit Benedi Millet
15-01-2021 15:39:53

JIuno, Be1aaBIICE cCepTHHHKAT: Judit Benedi Millet

HomAKHOCTE:
Hdara u Bpems:

Ctpanuua 3/11

VnonHOMOYEHHOE JIHLIO
09-02-2021 22:46:11

Hacroswmnii ceprudmkar 6bi1 aBTOMAaTHYECKH CrEHEPUPOBAH.
JaHHble yTBEp#AeHb! OTBETCTBEHHBIM JIHIIOM




’ Boinyuweno:

() N 0 VA RT l S Horapruc dapma [lteiin AT
[Hadpxayseprpacce
4332 Ulreiin
I1IBeiiapus
Jlnuensus Ha u3rorosaenue Ne
511620-102623372
Ceprudpurar GMP Ne:
GMP-CH-1000722

CEPTU®UKAT CEPUU
Ne CH120200559419
Ipoayxr: APLT ONBREZ BREEZHALER (OHBPE3 BPU3XAJIEP) HGCI BEDR
EU U23
CnoGanbuenii matepuan Ne: 920320 Cepus Ne: B1083MO1
HdaTta npoussoacrea: 17-07-2020
JaTa Bbinycka: 07-09-2020
Cpok roanocTs: 15-01-2023
KonuuecTBo npoussenentoro: 230400.000

HaHHble TecToB, TpeDOBAHHA, PE3Y/ILTATL H 3aKIH0YEHHS TIPUBCACHBI B CIIEAYIOLIEM CepTH(HKaTe/cepTH(HKaTAX:

CepTudurar Ne: CH120100461527
IMpoaykr: APLI ONBREZ BREEZHALER (OHEPE3 EPU3XAJIEP) HGCI BEDR
EU U23
['nobanbherii maTepuan Ne: 920320 Cepust No: B1083MO01
Jlokanbueiii matepuan Ne: 920320
Hdara Bbinycka: 07-09-2020
IMpousBoaurTens: ITUTACTHIIE CITA
8 BUA [IPHMO MATTHO
23875 OCHATO
HUTATTHA

Crpanuua 4/11
Hacroswmii ceprudpukar Gb11 aBTOMATHYECKH CreHEPUPOBAH.
HanHble yTBEP#ICHbI OTBETCTBEHHEIM JIHIIOM



BuinyueHo:

(‘) N O VA RT I S Hogapruc dapma Ilteiin AT’

Lladxaysepiurpacce
4332 llrelin
IlIreiiapus
Jluuensus Ha usrotoaenue Ne
511620-102623372
Ceprnpuxkar GMP Ne:

GMP-CH-1000722

CEPTUO®UKAT CEPUHU
Ne CH120200559419

APLI ONBREZ BREEZHALER (OHBPE3 BPH3XAJIEP) HGCI BEDR

Ipoaykr:
EU U23
I'noGanbHbii MaTepras Ne: 920320 Cepust No: B1083MO1
‘| 3akmouenne:

HacToawum ynocTosepsiio, 4To AaHHas HHOOPMALHS NOLTHHHA U BepHa. JlaHHas cepus co3laHa/ MpoU3Be/IeHa,
BKJIFOUas YNaKOBKY W KOHTPO/Tb, HA BBILIEYTOMAHYTOM MECTe NPOM3BO/CTRA B COOTBETCTBHH C MpaBunaMu GMP
TOKANBHOTO PETYIATOPHOrO OpraHa M creuudukalneil perncTpaMoHHOT0 YI0CTOBEPEHHS HMITOPTHPYIOMIEH
cTpanbl. HapaboTka, ynakoBka 1 aHajli3 CepHH COOTBETCTBYIOT Tpebosanuam GMP,

Sandra Menegatti

OTBEeTCTBEHHOE JIHIO0:
07-09-2020 10:36:59

JaTta u Bpemn:

KommenTapuii k ceprudmnkary:

Obnacte npumenenus ans crpad: Worldwide

Jluuo, BbIIABLICE CEPTURUKAT: Sandra Menegatti
JoMKHOCTD: CoTpyaHUK OT/1e/1a KOHTPO/IA KauecTBa

HaTta u Bpemsi: 07-09-2020 10:36:59

Crpanuua 5/11
Hacrosuwmii cepTudyukat Gbls1 aBTOMATHYECKH CTEHEPHPOBAH.

JlaHHBIE YTBEPIKA€HbI OTBETCTBEHHBIM JIHLIOM



() NOVARTIS

Beimyueno:
Hogaptuc ®apma Illreiin Al

[Mlaggxaysepmrpacce
4332 Wlreitn
lIgefinapus

CEPTU®UKAT AHAJIU3A

Ne CH120100466712

I'nobanbueiii matepuan Ne: 858396

IpoaykT: ONBREZ (OHEPE3) HGCI 0.150MG.020

JaTa u3aroroBJeHus: 11-08-2020
HopmaTusnas DP_6002099 A R 2
JOKYMEHTALHS:

SXR86
89100189489

HUudopmauns o TecTupyiowueit naomanike
Haspanue niowaaku

AJIpec NJI0IAIKH

Homep GMP
cepruduKaTa

(OecuBeTHBII)

Hogaptuc dapma [lladpdxaysepmrpacce GMP-CH-1001277

lteitn AT 4332 Ulreiin

Hosaptuc ®apma Iagpdxayseprpacce GMP-CH-1001278
| Wreiin AT 4332 Ulreiin

Hogaprtuc ®apmananurika CA Bua Cepaduno Banectpa 31 18-2159

6600 JlokapHo

Tecrnl Tpedosanus PesynabTaTsl

Onucanue: LBeT coaepKUMOro Ort Genoro 10 mouty Genoro benwiii

Onucanye: BHEIIHHIT BU COMEPKUMOro [Topowok [Toporok

Onucanue: BHeIHUIT B 060/109KH EcTecTBeHHbII Npo3payHbIii CooTtseTcTBYET

Crpanuua 6/11

HacToswuil cepTudukat Obll aBTOMaTHYECKH CrEeHEPHPOBAH.

ﬂaHHbIC YTBEPKACHBI OTBETCTBEHHBIM JIMLIOM




() NOVARTIS

Beinyuieno:

Hosaptic ®apwma [lteiin AT

Mladdxaysepwtpacee
4332 reiin
I1IBeiinapus

CEPTUO®UKAT AHAJIN3A
Ne CH120100466712

Dpakuusa MENTKOAUCIEPCHBIX YacTHIL,
KacKaaHelli IMNakTop AHIepceHa (MKr/
Karncyna)

[Tomnunnocts MeTonom TCX: Munakartepon
[Moanuunocts meTonom BOYKX: Huaakatepon

OIHOPONHOCTL BBIMYCKAEMOIi 103bI METOI0M
BOXKX: uncio uccne1o0BaHHbBIX e TMHHLL

21 — 50 mukporpamm
CooTBeTcTBYET CTAHAAPTY

CooTBeTCTBYeT CTaHIapTY
10-30

IMpoayxkT: ONBREZ (OHBPE3) HGCI 0.150MG.020

[1obaneHelii maTepuan Ne: 858396 Cepusa Ne: SXR86

TecTnbl TpedoBanus PesynbTaThl

OnmHcaHue: neyars Ha KpblLKe Kpbiwka: norotun «Hoaptiey yeproro CooTBETCTBYeET
LUBETA, MO YepHO rmosocoii

Onucanue; neyaTs Ha Kopryce Kopnyc: «IDL 150» uepHoro ngera, CooTBeTcTBYET
HaJ YepHOH Monocoi

Onucanue: pasMep KarcyJisl Pasmep 3 CooTBeTcTBYET

37 MUKporpamMmM
CoOTBETCTBYET CTAHIAPTY

CoOTBeTCTBYET CTAHAAPTY
10

Crpanuua 7/11

HacToswuit ceprudukar Gb11 aBTOMaTHYECKN CreHEPUPOBaH.
JlanHble yTBEPKACHLI OTBETCTBEHHBIM JTHLIOM




) NOVARTIS

Beinyuweno:
Hosaptuc ®apma Illteitn AT

[laddxayzeprpacce
4332 Ilreiin
[lIreiinapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100466712

[TpoaykT: ONBREZ (OHEPE3) HGCI 0.150MG.020

Inobanbnblii MaTepuan Ne: 858396 Cepus Ne:  SXR86
TecTbl TpebGoBanns PesyabTaThl
OIHOPOIHOCTD BBIMTYCKAEMOM 03kl 102 — 138 mkr 119 mukporpamm
metonom BOKX —Hunakatepon: cpennee

3HAUeHHe

OIHOPOIHOCTE BRITYCKAEMOMH 103k - 0

MetoaoM BOKX - MHpakatepon:
KOJTMIECTBO €ANHMIL 32 npeaenaMu + 25%
OT CpeIHEN 103l JOCTABKH

OIHOPOAHOCTE BBLITYCKAEMOR 1035 - 0
metonoM BOXKX - Munakarepou:

KOJIMYECTBO eINMHNL 3a npeaenamMu +35%

OT CpeaHEeH [103b] 1OCTABKH

OnHOPOIHOCTD BBIMYCKAEMOI 103kl CooTBeTcTBHE CreHU(pHKALHH CooTBeTcTBYET
Mmeroaom BOXX: Munakarepon crienugUKaLun
[MponykTel pacnana metonom BOMKX: 529-  He 6onee 0.5 % 0.3%

00 (aHaHTHOMED)

Bona 4.5-5.5% 5.1%
[TponykTsl pacnaga MeTonom BOIKX, Makcumym 0.3 % <0.1 %

J000H eAMHUYHOM NpHMecH

“Crpannua 8/11
Hacrosiwuuit ceprudmkar 6bl1 aBTOMAaTHYECKH CreHEPHPOBAH.
JaHHbIe yTBEPIKIEHbI OTBETCTBEHHBIM JTHLIOM



) NOVARTIS

Beimyuieno:

Hosaprie ®apma Hlreiin AT

[Hapxayzepurpacce

4332 [reitn
Ulseiinapus

CEPTUO®UKAT AHAJIU3A

Ne CH120100466712

IMpoaykr: ONBREZ (OHBEPE3) HGCI 0.150MG.020
I'iio6aneHelii matepuasn Ne: 858396 Cepusa Ne: SXR86
TecTnl TpeboBanus Pe3ynbTaThl
[lpomykTel pacnana merogom BOIKX, cymmapho Makcumym 1.0 % 0.3 %
O6uiee uncio a3podubIX MUKpoopranusmMos (TAMC) Maxkcumym 200 KOE/r <20 KOE/r

|| Ob1uee MHCIO APOAOKEBBIX/IUIECHEBLIX IPHOOB Makcumym 20 KOE/r <4 KOE/r
(TYMCO)
Pseudomonas aeruginosa OtcytctBHE B 1 T CooTBeTcTBYET
Staphylococcus aureus OtcytctBue B I T CooTBeTcTBYET
YcroifuuBble K MENOYHOI cpeste (Kenyb) Gaktepun  OTCyTCTBHE B | T CooTBeTcTBYET

Crpanuua 9/11

HacTosmuii ceprudukar 61 aBTOMaTHYECKM CrEHEPHPOBAH.

JaHHbIe YTBEPNKAEHBI OTBETCTBEHHBLIM JIMLIOM




) NOVARTIS

BrinyuweHo:
Hosapruc ®apma [lteiin AT

Haddxaysepurpacce

4332 Ilreitn
Irefinapus

CEPTUOHUKAT AHAJIM3A
Ne CH120100466712

HMunakarepon: KpUTepHit MpHEMICMOCTH

Ipoaykr: ONBREZ (OHEPE3) HGCI 0.150MG.020
[nobanbHblii maTepuan Ne: 858396 Cepust Ne: SXR86
TecTbl TpeGoBauusi PesyibTaThl
KonuuecTtsennoe onpenenenue Metomom BIXX: 95.0-105.0 % 100.8 %
Hunaxarepon
OnHopoaHoCTE 103upoBaHua MeToaoM B KX - yucno 10-30 10
HCCJIEIOBAHHBIX eIHHHIL
OnHopoanocTs no3upoBaHus MetomoM BOMKX — - 96.5 %
Hupakatepon: MuHuMYyM
OnHoponHocTk 103upoBanus MeTogoM BOKX — - 106.8 %
Hnnakarepos: Makcumym
OnHoponHOCTL A03UpoBaHHs MeTomom BOIKX — - 2.8%

.| MHpakaTtepon: cTanapTHOE OTKIOHEHHE
OnHopoaHoCTh 103MpOBaHKsS MeTomoM BIKX — Maxkcumym 15.0 % 6.6 %

Crpannua 10/11

HacToswmit ceprudukar Gbl1 aBTOMaTHYECKH CreHepHPOBaH.
HaHHhIe YTBCPIKIACHBI OTBETCTBEHHLIM JIMLIOM




() NOVARTIS

Beinyweno:
Hosaprie ®apwa Ulreiin AT

[adpxayszepmrpacce

4332 Ulrein
HIseiinapus

CEPTU®UKAT AHAJIN3A
Ne CH120100466712

IMpoaykr: ONBREZ (OHBPE3) HGCI 0.150MG.020

[Cnobaneupiii matepuan No: 858396 Cepust No: SXRS86
TecTwl Tpebosanus PesyabTathl
OnHopomHoCTs 103upoBaHHs MeTo1oM BIMKX — CootBeTcTBYeT TpeGoBaHusM CootsercTByeT
Hupakarepon D.CLIA, Egp. @., 5. .

3akmouenne:

Cepus cooTBeTCTBYeT CrieLM(HKALMH HOPMATHBHO AOKYMEHTAUHH. HacToammm ynocTosepsio, uTo qaHHas
MH(OOpPMalKs NOITHHHA U BepHa. Hapa6oTka u ananus cepun [IPOBEPEHBI U COOTBETCTBYIOT TpeboBaHuaM GMP,

OTBererBeHHOE JTHIIO! Christoph LEIBL

Hara u Bpems: 23-11-2020 14:55:19
JInuo, Beinaeuwee ceptudurar: Christoph LEIBL
JonKHocTs: DKCHepT oTAeNna KauyecTna
Jata u Bpems: 23-11-2020 14:55:19

Crpanuua 11/11
Hacroswwuii ceprudpukar 6bi1 asromaTHuecku CreHepUpOBaH,
HaHHble yTBeP:K/IEHBI OTBETCTBEHHBIM JTHLIOM




b, NOVARTIS

Form to SOP-7044603

Doc No.: FRM-8054642
Version: 2.0

nOﬂTBepM&HHE COOTBETCTBUS BRO3UMOTO NeKapcTteBeHHOro npenapara TPBGDBBHHRM,
' YCTAaHOBIeHHbIM NPy ero rocyaapcTBeHHo! perucTpaumu

HaeHTudmkaumortsii HoMmep Tomapa GTIN

Toprosoe HaumeHoBaHKe

MexaynapoaHoe HenateHToBaHHOE HasBaHMe

(MHH)
NexkapcreenHan dopma

Hosuposka

Popma Bbinycka

Homep cepuu (napTum)

Obtem cepuu (napTum)

HAara npouasopcTea

Fopen no

Howmep u gata pervcTpauuoHHoro
YAOCTOBEpeHUn
Homep HopmaTusHO# AOKyMEHTaUuKn

Haumenosanue Aepxartens
perucTpaunoHHoro yAocToBepeHun
Apnpec MecToHaxowaeHus gepxarens
PErMCTPaUnoHHOre ynocToRepeHus
HaumeHoBaknue u agpec npouiaBoauTens
(c ykasanuem craguii nponieodcTea)

Kommenrapuu

BVY13-IM-16022021

0460369500299

OnBpea® Bpusxanep®
WHpakatepon

Kancynkl ¢ NOROLUKOM ANA MHransLui

150 mxr

10 wr. - Bnucreps: (3 LT} - Nauky KapToHHsle (30 WT.) B KOMNNEKTE C YCTPOWCTBOM ANs
MHransauun - Bpuaxanep

BVY13

8220 yn.

11,08.2020

01,2023

IN-000086 ot 21.12.2010
NN-000086-291117 uam. 1-2
HosapTuc dapma Al Weenuapus

Lichtstrasse 35, 4056 Basel, Switzerland

MpoussoguTens rotoson No: Hosaptue dapma Litein Ar, Weenuapua
(Schaffhauserstrasse, 4332 Stein, Switzerland)

Ynakoslmk/acosiwmk (B nepBuyHyio ynakoBsky): HosapTtuc ®apmackioTuka C.A.,
Mecnauua (Ronda de Santa Maria, 158 08210 Barbera De| Valles, Barcelona, Spain)

YnaKoBLuk/thacosLmk (BTOPUYHAA/TPETUYHES ynakoska): Hosaprtuc ®apmachioTika
C.A., Vicnanus (Ronda de Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

Binyckakowmit kortpons kavecrsa: HosapTic ®apmackiotuka C.A., VicnaHus (Ronda de
Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

He npumenumo

B cootsercTBUM ¢ TpebosaHnamu PegepantHoro sakoa oT 28.1 1.2018 N 449-03 "0 sHecexum M3MEHEHUIA B8 0TAENbLHbIE 3aKOHOAATENLHbIE
akTel Poccuiickoi ®egepauuu no BONpoCy BBOAA 8 rpawaaHckui obopot NEKapCTBEHHLIX NpenapaTos AnA MEQMUMHCKOrO NpUMEHBHWR", a
TaIOKe NPUHUMERA B0 BHUMaHUE nocraHosnenve lMpasutensctea Poccuitckoit deaepaunu ot 26.11.2019 N 1510 "0 nopsaoke esopa B
FPaXaaHcki 06opoT NexkapcTeeHHbLIX Npenapatos AnA MEAULIMHCKOrO NpuMeHeHs"

HWkenognucaewWinca npeactasitens 000 "Hoeaptie ®apma”, YNONHOMOYEHHbI MHOCTPaHHbIM NPOUIBOAHTENEM NEKAPCTEEHHBIX CPEACTE,

NoATeepXaaeT cooTBeTCTBUE BbILIEYKa3aHH
YCTaHOBNEHHbIM NPY 610 rocyAapCeTREHHON per

YNOMHOMOYEHHBIH npeacrasvrens
00O "Hosapruc dapma®

OV CepMH nexapcreerHoro Npenapata AnNs MeguuUMHEKOro NpUMeHeHns  TeBoBaHusM,
WCTPauuK Ha TeppuTopumu Poccuitcko depnepauum,
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Anekcangposa [1.8.

Misman: v havnnmn Nusnan mm/ Dara



