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Uy NOVARTIS

Bbinyweno:
Hoeaptuc @apmacstotuka C.A.
DapmacsroTuran OnepaiiHz
Ponna Cra. Mapa 158
08210 bapbepa nen Bannec

Jluuensus Ha uirotosiaeHune No
1520-E

Ceprudpurat GMP Ne:
NCF/1851/001/CAT

CEPTUD®UKAT CEPUU
Ne ES100200259665

IMpoaykr:

CoctaB/Ip ek THBHOCTb:
JlekapcrBennas dopma:
Tun ynakosku:

Pasmep ynakoBku:

Homep perncrpaunoHHoro
YA0CTOBEPEHHS

Crpana HazHaveHus:
Cnobanbublii maTepuan Ne:
Jdata u3rotoBjeHus

Jara BeInycka:

Cpok roanocTn:
KoanuecTBo eannnu
MNpoayKTa:

FORADIL COMBI({ ®@OPAJZINJI KOMEM) 200/12 MCG 60+60 CAP RU
byaeconna 200 mkr

®opmortepona pymapar 12 mkr

TBEP/ILIE KENATHHOBbIE KAMNCYJIbl /15 MHIAIS LM

onucrep

60+60 wryk

JICP-003336/09

Poccuiickas ®enepauns
717529

01.11.2019

21.02.2020

10.2021

28680.000 wryk

Cepusn Ne: BPK353

HanHbie TecTos, TpeboBaHMs, Pe3yNbTaThl M 3AKIIO4EHNUA NPHBEAEHDI B CICAYIOUIEM cepTH(UKaTe/cepTH(MKaTaX:

Ceprudmrkar Ne;
Mpoaykr:

I'no6anbHsblii maTepuan Ne
JlokanbHbiit maTepnasn Ne
JaTa Bbinycka:
[lponssoanTens:

JIMUEH3Hs1 HA H3rOTOBAEHHE:

ES100100317569

FORADIL COMBI( ®OPAJIUJTI KOMBHM) 200/12 MCG 60460 CAP RU

717529

717529

21.02.2020

Hosaprtuc ®@apmacsiotka C.A.
PapmacbroTrkan OnepaiiiHs
Poupa Cra. Mapua 158

08210 bapGepa nen Banec
Hcnanua

1520-E

Cepus No: BPKS53

Ceprudmxar No;
IMpoaykr:

Ino6anbHblii maTepuan Ne
JlokanbHblii maTepnan Ne
JaTa Beinycka:
IMpoussoauntens:

JIHUEH3USA HA U3TOTOBJIEHHE:

ES100100313508

®OPAJIMIT 12 MKI" BJIMCT X10 KAICYJlI RU-INT
885695 Cepus No: BPDI8
885695

06.02.2020

Hosapruc ®@apmacesiotuka C.A.

®apmacbioTrkan OnepaiiiiHi

Ponaa Cra. Mapua 158

08210 Bapbepa aen Bannec

HMcenanus

1520-E
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Boinyuweno:
(‘) N O VA RT l S Hosapruc dapmacsiotka C. A,

®apmacbroTrkan Onepaiwnz
Ponpa Cra, Mapa 158
08210 bapoepa nen Bannec

Jlnuensus Ha n3roToBaeHne Ne
1520-E

Ceprudpurar GMP Ne:
NCF/1851/001/CAT

CEPTUOUKAT CEPUU
Ne ES100200259665

Ceprugukar Ne: CHI120100437932
Mpoaykr: DOPAJINII/08 12 MCG CAP- IMP
['n00anbHblii MaTepuan Ne 857527 Cepun Ne: STI41
JlokanbHelii maTepuan Ne 857527
JaTa Bbinycka: 16.12.2019
IMpouspoantenn: Hosaptnce ®@apma LTeitn A
Laddxaitzepwrpacce
4332 Wreitn
Lseiiuapus
JluueH3ust Ha n3roToBaenne: 504879

ﬂ,Ol'lO.l'IHllTEJ'l bHbIE JOKYMEHTbI:

Ha3Banue nokymenra: G®OPAJINJI KOMBU MHTAJIATOPBI_MATEPHAT 920452 _CEPUWA
BO714L01
CcblIKa HA IOKYMEHT:

Ha3spanue noxkymenTa: COA_MUH®DIIOHH]] _MATEPHAJI 885543 CEPUS 19H27TMA
Ccbl/IKa HA JOKYMEHT;
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Beinyweno:
(‘) N O V A RT | S Hoeaptne ®apmacstotuka C.A.
apmacsroTukan OnepaiiHs3
Ponua Cta. Mapa 158
08210 bapbepa aen Bannec
JlnueH3ns HA H3roToBaenune Ne
1520-E
Cepruduxar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200259665

[Mpoaykr: FORADIL COMBI( ®OPAIWJI KOMBEH) 200/12 MCG 60+60 CAP RU
I1o6anbubiii matepuan Ne: 717529 Cepus Ne BPK53
3akauenue:

HacTosnM ya0CTOBEPAK), 4TO AaHHas HH(OPMALMS NOLIHHHA W BEPHA,

JlanHas cepus co3aaHa/ NPOM3BEAEHA, BK/IIOYAS YNAKOBKY H KOHTPO/lb, HA BbILLEYNOMAHYTOM MECTE
NPOM3BOACTBA B COOTBETCTBIM ¢ npasunami GMP 10KaibHOro pery1aTopHoro opraxa u cneunpuraimieii
PerucTPaLHOHHOTO YA0CTOBEPEHHA MMIIOPTUPYIOLLEH CTPaHbI.

Hapa6oTka, ynakoBka 1 aHain3 cepuu cootseTcTBytoT tpebosanusm GMP.

OTBeTCTBEHHOE JIHLO: Ciozana Konrtpepac MoHTOH
Jata u Bpemsi: 21.02.2020 16:37:04
Kommenrapuii:

MHransTopsl, MCNOb3YEMbIE 18 3TOrO NPOAYKTA, CaeiaHbl W3 Matepuana: 920452, cepus BO714L01 (cmotpn
ceprudurar Ha cepuro: CH120200529946)

MNocraswuk Ppmatepon: JKOCOKUMHKA C.ILA, VIA GIOTTO, 23871 LOMAGNA, Italy

[loctaBwnk Byaeconna: CHKOP C.PJL., Tenuta S. Allessandro, Santhia

(Vercelli), 13048 Italy

JInuo, BbiaaBuiee cepruurar: Joxyaur beveau Muaner
JLO/IZKHOCTb: VY NoJIHOMOYEHHOE JIHLIO
Jarta n Bpemsi: 02.03.2020 11:56:18
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Bobinyweno:

(’) N O VA RT l S Hoeaptuc ®apmacsiotuka C.A.

DapmachioTikan OnepaiiuiH3
Ponpa Cta. Mapa 158

08210 bapbepa nen Bannec
Henanns

CEPTUOUKAT CEPUHA
Ne ES100100317569

IMpoaykr:

Inob6anbHbIil MaTEpHA
Nu:
Jara H3arorosJjieHHs:

Cpok rogHocTH:

FORADIL COMBI( ®OPAJIHNJT KOMEHW) 200/12 MCG 60+60 CAP RU

717529 Cepusn Nu: BPKS53
01.11.2019 Mporokon anannsa Ne: 4130122152
31.10.2021

HopmaTtusnas DP_3746732 001 R_2 # DP 3754751 001 C 01

JIOKYMEHTALNA: HJ1: JICP-003336/09-280616 nim.1-5

Tectbl TpeboBauns PesyabTarsl
[MepBuunas ynakoska (Dopaann) 1141448-A19-RU CootsetcTBYET
[epanunas ynakoska (Mudaonnn) 73.994.172-A 0 94.994.172-A CootsetcTBYET
Bropuunas ynakoska (Popanui 1141614-A19-RU CoorsercTBYyeT
Komou)

Huranarop 920452-RU CootBeTcTBYET
["naBHas noanoxka 1132546-A15-U23 CootseTcTBYET
[loanoxka wHranaropa 1134410-A16-U23 CooTBeTCTBYET
HucTpykuus 1127002-A18-RU CootBeTcTBYET
dopaani HOMEpP CepHH B cooteercTBHM C CootretcTBYET

NEPBUYHOII/BTOPHYHO YIAKOBKOIA
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Beinyweno:
l‘) N O VA RTI S Hosapruc ®apmacbiotuka C.A.
DapmacbroTuran Onepsiuxs
Ponsa Cra. Mapua 158
08210 bapbepa aen Bannec
HMenanmsa

CEPTU®UKAT CEPUU
Ne ES100100317569

[Mpoaykr: FORADIL COMBI( ®OPAINJ1 KOMBEH) 200/12 MCG 60+60 CAP RU

Io6anbubiil maTepuan 717529 Cepus No: BPKS53

Ne:

Tecthl TpeGoBanus PesyibTarel

Mudaonun Homep cepun B cootBeTcTBHM C CooTBeTcTBYET
NepBUYHONA/BTOPUHHOIT YNAKOBKOJ

dopaann Komdbu Homep cepuu B coorBeTcTBHM € CootBetcrByer
NePBUYHON/BTOPHUYHON YNIAKOBKOH

Cpok roanoctn @opainn komou 23 mecsua CooTBeTCcTBYET

Harta npon3BoacTsa B coorseTcTBHH C CootBeTcTBYET

NepBUYHOI/BTOPHYHO YNIAKOBKOH

Jakawuenne:
Cepusi COOTBETCTBYET ClIEUH(PHUKALMM HOPMATHBHOM J0KYMEHTaLMK, HacTosMM y10CTOBEPAK, YTO JaHHAs
uH(OpMaLMA NOMIMHHA M BepHa. HapaloTka, ynakoBKa W aHann3 CEPHH COOTBETCTBYIOT TpebosaHuam GMP.

OTBETCTBEHHOE J1HLO: 2auna Peprannes dnopec
JlaTa u Bpems: 21.02.2020 16:07:30
JInuo, BbiaaBLuee cepTuHKaT: Jokyant beneautr Munnet
JLONKHOCT B! YNoJHOMOYEHHOE JTULO
Jata u BpemMn: 02.03.2020 11:56:04
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«EBA ®PAPMAXEMMH»

CEPTH®UKAT BbIITYCKA CEPUH

PacdacoBanHblil NpoAYKT:
Hazpanue npoaykra:

PCH BHYTpeHHUI HOMEDP CEpHH
BuewHuit Homep cepuu:

ApTuKy] HOMEP:

Homep marepuana Hosapruc:
Hara npoussoacTea:

Jara Bbinycka:

CpoK rofHOCTH:

KonuuecTBo ynakoBok:

CTpaHa Ha3HauYeHUs:
PeructpaunonHoe ynoctosepeHue:
JlekapcTBetnas dopma:

Tun ynakoBgu:

Homep otcnexusanna PSB/GLC (ecam
NPUMEHHMO):

PabGora:

YnakosaHo u3 0ajK-cepHH
Hazpanue npoaykra:

Homep cepuu:

Koa narei:

Homep aprukyna:

Hara npou3soacTea:

Hara Bbinycka:

[Tpumeuanue k HepacdhacoBaHHOMY
NPOAYKTY:

ConyTcTBYHOLIME MPOTOKO/bI KOHTPOJIS
W3MEHEHHI:

MU®DJIOHWU T JIJTA MHT AJISILIMF 200 MK 1X10 BJIMCTEPOB
(8X10 BAPBEPA) RU
D502744

19H27LA

54054872

885543

27.08.2019

20.12.2019

07.2022

178560

Poccus

JICP-003336/09
KancyJbl 115 HHIalsLUHH
baucrepsl
Henpumenumo

Bepcusa: B Cepusa: P907556 [lyukt: 93107102 — DSSP byneconuna 200
mkr 8x10 P®

BYJIECOHHW/T 200 KATICYJ1bl U1 UHIAJIALIMK BULK
G501653

19H27L

49708200

27.08.2019

14.11.2019

[X] He orMeueHO OTKIIOHEHHI B X01€ 1TpoLecca POM3BOACTBA
HJIN

[ ] Habnropanuch OTKNOHEHUS B X04€ NpoLiecca NpoM3BOCTEA,
KOTOpbIE OblIM M3YUEHBI COMIACHO BHYTPEHHEI npoueaype
KOMMNETEHTHBIM JMLOM. MccnenoBanne NnpuLLIIO K 3aKI04EHUIO, YTO
OTKJIOHEHUS HE BAMAIOT Ha Be3onacHoCcTb M 3(M(eKTUBRHOCTL NPOAYKTA,
YTO 0NYyCKaeT cepTHHUKALILO.

CcbllKa Ha OCHOBHBIE/KPUTHUECKHE OTKJIOHEHUS; «H/M» WK
«MAEHTU(DHKALMOHHBIK HOMED 3aMHCH»

[X] Her

HJIN

[ ] Ccbliika HAa JOKYMEHT 110 KOHTPO/IO M3MEHEH M

Bce npuBeaeHHblE B JaHHOM 1OKYMEHTE MPOAYKTbI NPOH3BeAeHbl KoMnaHued «Dapmaxemu bB», Ceencaer 5,

2031 GA Xaapnem

Homep nuuensuu Ha usrortosneHue: 4094 F, Ceprudukar GMP Ne: NL/H 18/2003994,

Hacroswum ynoctosepsto, 4To AanHas uHpopMauus noAiuMHHa 1 BepHa. JaHHas cepus NpoayKTa co3aaHa/
NPOU3BEAEHA, BKJIOUAA YIAKOBKY H KOHTPOJb, HA BbILLEYIIOMSAHYTOM MECTE NPOU3BOACTBA B COOTBETCTBHM C
npasuiamu GMP 10KaibHOrO peryisiTopHoro oprana u crneuddukauueil perncTpauMoHHOIO YA0CTOBEPE HMs
MMIIOPTHPYOLWEH cTpaHbl. HapaboTka, ynakoBka u aHain3 cepuu cooTBeTcTBYHOT TpeGosannam GMP.

JlaTa KoHeuHOro Bbinycka:
@apMaLeBT, YNOJHOMOYEHHOE JIHLO

«®apmaxemu b.B.»
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«TEBA»

Ceprudukar ananusa

BYJECOHU/I KAIICYJIbI 200 MKI (ITEPBUYHbIN BAJIK)

Cepun Ne:

Jarta npou3BoacTea;
JlaTa ananuiza:

Beinyck no
cneunpurkaunu:

TecTsbl

dusnyeckne napameTpbl:

Onucanue

Pa3mep kancynbi:
Hnuna
Wunpuna
[loanuHuocThb
- MK-CnekrpomeTpus

- BOXKX

Macca

Cpeanss macca COAEPKUMOro

OaHopoaHoCTb 110 Macce
OAHOPOIHOCTL CONEPIKUMOTO
(Epp.®@. 2.9.6) (BXKX)
Konmuecrsennoe onpeneneHue
metoaom BIXKX
Boaa
[TpoayxTel pacnana (BOXKX)

- [Mpumecs A

- [Mpumecs D

- [lpumecs L

- Jltobas apyras

HEWJEHTHPULUMPOBAHHAS MPUMECH

- Cymma npumeceii

A3poanHaMHUYECKOE pacpee/ieH e
MEKOAMCIEPCHBIX YACTHL (MEHee

5,3 mkMm) (BDIKX)

OLHOPOLHOCTb BbINYCKAEMOM 103bl,

B3XX

- BCE Kancy/ibl

- He MeHee 9 kancyn

- CpeHAs BbiNycKaemas 103a
Cymma A3pobHbix
MHMKPOOPraHu3mMoB

«@apmaxemu 68»
Ceenceee 5
Xaapaem
Huoepnanos

Juyensus va npouseodemeo:4094F

Crpanuua 7/ 17

G501653

27.08.2019
18.09.2019

DP 3754751 001 C 01

Koa matepuana:

MaenTnpnkaunoHHsbii koa:

TpedosaHns

TBep/bie KeNaTHHOBBIE KAlCYJbl C
KPbILUEYKOH CBET/I0-PO30BOIO UBETA H
OeCUBETHBIM MPO3PauHbIM KOPIYCOM,
coaepxaiune 6enblit nopowok. Ha kancyJe
HaHeceH norotun Jorotun v «BUDE 200»

152 -16.1 mm
< 6.2 MM (+5.8 MM)

Coorsercreyer byaeconuay CRS

CoorsercrByeT byneconuay CRS

23.75-126.25 mr
CootsercTBHE

CooTtBercTBHE

106.4 - 123.6 % OT 3asBAEHHOTO
KOJIMYECTBA

45-55%

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

He donee 1.0 %
14 - 32% 3asBAE€HHOrO KONIMYECTBA

o1 65 20 135 % ot cpeaHero conepirKaHms
071 75 10 125 % OT CpeliHero conepKaHus
He menee 80 % 3asisnenHoro koauuecTsa
He 6osnee 100 KOE/r

49708200
19H27L

PesysibTars

CoorseTtcTByeT

15,8 mm
5,8 Mm

CoorBercTByeT
CoorseTcTBYET
2529 mr
CoorsercrByer
91-109 %
114,0 %
Bbinonusercs nepuoamuecku
<0,05 %

<0,05 %

0,08 %

Menee 0,05 %

0,08 %
24 %

82-111 %

89 %
Menee 5 KOE/r




«TEBA»

CepTudukar ananusa
BYAECOHW/] KATICYJIBI 200 MKI™ (ITEPBUUHbIN BAJIK)

Cepusa No: G501653 Koa matepuana: 49708200
[Jdata npou3soacrsa: 27.08.2019 Waentnukaunonuslii koa:  19H27L
Jdara ananusa; 18.09.2019

Bbinyck no DP 3754751 001 C 01

cneunpuKaumn:

Tectsl TpeboBanus PesyabTatbi
Cymma [lpoxoku H niaeceHs He 6onee 10 KOE/r 0 KOE/r
JKenueyctoHuuBble rpam- OrcyterBytot/r OtcyrerBytoT
OTpULUaTe bHblE DAKTEpHH

Staphylococcus aureus OtcyTeTBYIOT/I OTtcyTerBytoT
Pseudomonas aeroginosa OreyTeTRYIOT/I OTeyTCTBYHOT

Cepusi COOTBETCTBYET CleUM(UKALMN HOPMATHBHOM 10KyMeHTaUnH. HacToAWMM yA0CTOBEPSIO, YTO AaHHAs

uH(popMaLKs noalnHHa u BepHa. HapaboTka 1 anaius Cepuu NPOBEPEHBL U COOTBETCTBYIOT Tpebosanuam GMP.

HacTosauum yaocToBepaio, 4To naHHas MHdopmauusa noinHHa 1 BepHa. HapaboTka 1 aHanu3 cepuu NpoBepeHbI
M coOTBETCTBYHOT Tpebosanuam GMP.

Cepus BbInylueHa HUdrke nen Xapuur-Buccep
JonkHocTh (DapMaLesT, yIIOJHOMOYEHHOE JIMLLO
Jara Beinycka 14.11.2019 09:28:08

T10CKO/IbKY A@HHbI AOKYMEHT MOAYHEH C OMOLLBIO BAJIMAMPOBAHHOMN CHCTEMBI YIIpaBieHus HpopMaLUeH,
NaHHbBIA IOKYMEHT COAEPKUT NEKTPOHHYIO MOAINUCH.

«@apmaxemi 66»

Caenceee 5

Xaapiem

Huoepianow

Juyensusi na npouseodemeo:4094F

Crtpanunua 2 u3 2

Crpanuua 8/ 17




«TEBA»

Ceprudukar anaaunsa
BYJIECOHHWJ] KATICYJIbI 200 MKT (ITEPBUYHBIN BAJIK)

Cepus Ne: G501653 Koa maTtepuana: 49708200
JaTta npousBoacTaa: 27.08.2019 HMaenTndnrkaunoHublii Koa: 19H27L
Jlarta ananuza: 18.09.2019
Boinyek no 1200.5696
cneunpuraunn:
TecThl TpeboBanus Pesyabtarsl
DU3UYECKHE NnapaMeTpbl:
Onucanue Teepiable KeNaTHHOBbIE KANCybl ¢ CooTtBeTcTBYET
KpblLLEYKOIH CBETN0-PO30BOI0 LBETA H
OecUBETHBIM [1PO3PAYHbIM KOPIYCOM,
coaepxaiuue densiii nopowok. Ha kancyne
HaHveceH Jorotun aorotun U «BUDE 200»
Pa3mep kancyabi:
JunHa 15.2-16.1 Mmm 15,8 mm
Lupuna < 6.2 MM (£5.8 mm) 5.8 Mm

[TouHHOCTL

- HK-CnektpomeTpus Coorsercreyer byneconnay CRS CootsercTByeT

- BOAKX CoorsercrByeT byneconwuny CRS CooTBETCTBYET
Macca
CpenHas macca CoAEpHKUMOro 23.75-26.25 mr 2529 mr
OnHOPOAHOCTL 110 MAcce CooTBeTCcTBHE CoorsercTByET
O1HOPOAHOCTb COAEPKUMOro CooTBeTcTBHE 91 - 109 %
(EBp.®. 2.9.6) (BXKX)
KonuuecTBeHHOE Onpeaeserue 106.4 — 123.6 % oT 3asBAeHHOIO 1140 %

merogom BOAX
Boaa
[Mpoaykrsl pacnana (BOIKX)

KOJIH4eCcTBa
45-55%

He Gonee 0.5 %

Breinosausercs NEPHOAHHECKH

- Jlrobas EP npumecs

- Jltobas apyras
HEMIEHTU(MLIMPOBAHHAS NPUMECH

- Cymma npumeceit
A3poarHaMHYECKOE
pacnpeaeneHHe MENTKOAUCNEPCHbIX
yactuu (Mexee 5,3 mxm) (BDIKX)
OaHOPONHOCTb BbINyCKAEMOI
no3bl, BOXX

He Gonee 0.2 %

He Gonee 1.0 %
14 - 32% 3a8BNEHHOrO KOJWYECTBA

BbinosiHsercs NEPHOANHECKH
Bbinoausercs NEPUOANYECKH

BbinoJjiHsie e nepuoaryecKu
24 %

- BCE KancyJbl o1 65 10 135 % oT cpejHero coaepxraHmus 82-111 %
- He MeHee 9 kancyn ot 75 no 125 % ot cpeaHero coaepkaHus
- CpelHssA BbiNycKkaemas 103a He menee 80 % 3asBNEHHOIO KOJMUECTBA 89 %

Cymma A3po0HbIX
MHKPOOPraHu3mMoB

Cymma JIposoku U niieceHb
Kenueycroiiuupbie rpam-
oTpuuarenbHbie OakTepHu
«Dapmaxemu 66»

Ceenceee 5

Xaapiem

Hudepuande

Jluyensus na npouseodcmeo:4094F

Crpanuua 9/ 17
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He Gonee 10 KOE/r
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«TEBA»

Ceprudukar ananusa
BYIECOHW]T KATICYJIBI 200 MKI™ (ITEPBUYHbIN BAJIK)

Cepun Ne: G501653 Koa matepnana: 49708200
Jata npousBoacrsa: 27.08.2019 HaenTudukaunonnsiii kox: 19H27L
Nara ananusa: 18.09.2019

Buinyck no 1200.5696

cneunuraumm;

Tectbi Tpebosanus PesynabTaTsl
Staphylococcus aureus Otcyrersytor/r OtcyrcTByiOT
Pseudomonas aeroginosa OTeyTtersytor/r Oreyrersytor

Cepust cooTBETCTBYET CEUMDHKALNN HOPMATHBHO# J0KyMe HTaLMK. HacTos wum YIAOCTOBEPSIIO, YTO AaHHAs!
undopmaina noanukna u Bepua, Hapadorka u ananus cepun PoOBEpEHbI U COOTBETCTBYIOT TpebosaHusm GMP.
Hacrosiumnm ynoctosepsio, 4to nankas uudopmanms noainnna u sepHa. HapaboTka u anaius CEPHH NPOBEPEHbI
H COOTBETCTBYIOT Tpebosatuam GMP,

Cepusi BbInyLieHa Wdke nen Xapunr-Buccep
Hoaxuocts DapMaueBT, yII0IHOMOYEHHOE TULIO
Jata Bbinycka 14.11.2019 09:26:50

[TockonbKy AaHHBIH 10KYMEHT NOJyHEH C NOMOLLBIO BA/IWAMPOBAHHOI CHCTEMbI YIIPAB/IEHUS HHpOpMaUKei,
LaHHbIA JLOKYMEHT COAEPAUT HIEKTPOHHYIO NOLMHC.

«DPapmaxemu 66»

Ceenceee 5

Xaapuem

Huoepranow

Jhuyenszus wa npouzeodcmeo: 4094 F

Crpanuua 2 u3 2
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) NOVARTIS

IMpousseseno:

Hosapruc ®@apmacsiorika C.A.
apmacbioTHkan Onepaiiwns
Pownna Cta. Mapa 158
08210 bapdepa aen Bannec
Mcnanns

CEPTUOUKAT AHAJIN3A
Ne ES100100313508

Mpoaykr: DOPAIIMIT 12 mkr BJIMCTEPBI C KATICYJIAMHM x10 RU

Cnobanbueiii matepuan Ne: 885695 Cepus Ne: BPDI18

Jarta npousBoacTea; 01.11.2019 AHannz Ne 4130121458
Cpok roaHocTu 31.10.2021

HopmaTBHas DP_3746732 001 R 2

JAOKYMEHTAUMS:

TecTbl Tpeboeanusn Pesyabrarsi
IlepBuuHas ynakoska COOTBETCTBYET CTAHAAPTY CPABHEHHA CootseTcTBYET

BTopuuHas ynakoska COOTBETCTBYET CTAHAAPTY CPABHEHHS

CooTeeTcTBYET NEPBUUHOIN/KOHEYHOI
ynakoBke
Cpok roanocTu 23 mecsua

Homep cepun

CoorsetctByer
Cootsercrayer

Cootsercrayer

3aknwyeHue:

Cepust cooTBETCTBYET ClEUM(UKALNN HOPMATHBHOH L0KYMEHTAUMN. HACTOALIMM YA0CTOBEPSIO, YTO AaHHas
Mudopmauns noanuuna n sepra. HapaGorka, ynakoBka M aHaiu3 cepum COOTBETCTBYIOT TpeGoBaHnam GMP.

OTBeTCTBEHHOE JIMLO:

JaTa n Bpems: 06.02.2020 12:31:31

JInuo, BeiaaBee cepruukar:
JHOoMKHOCTDB:

Jata u Bpemsi: 06.02.2020 12:32:39
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U) NOVARTIS

Ilpousseneno: .
«HOBAPTHC ®APMA LUTEHH Al »

Ladpxaysepuirpacee

4332 lrekn
L Beitapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100437932

[Mpoaykr: DOPAIWJI KATICY JIbl C [NOPOLUKOM JU1S1 MHT AJISLIMEA 12 MKI. 008 JUIA

YIIAKOBKH
[aoBanbueiit maTepuan Ne: 857527 Cepus No: STI41
Jara nsroroBnenus: 01.11.2019 IMporokon anannza Ne: 4100413881
Hopmatugnasn DP 3746732 001 R 2
AOKYMEHTaums:
Wudopmauns Tecrupyroweii niaowaiku: Aapec ILiowankn Homep GMP
HanmenoBaHHe niowaaku cepruduKaTa
Hosaptuc dapma Lladdxaycepurpacce 18-0750
LWreiin A"

4332 UlTeitn

Waddxaycepwrrpacce
HoBapruc ®apmacsiotuka CA

4332 Lreiin 18-0834
TecTbl TpetoBanusn Pesyabrarsbi
Onucanue: UBET COAEPKUMOrO benbit benwlii
Onuncanue: BHELWIHNI BUIL COAEPKUMOrO Ceoboano chinyunii nopoiok CB0o00aHO chimyuuii
MOpPOLIOK
OnucaHue: UBET Kancy — KpbileuKa M Kopiyc [po3pauHsie [1pozpaunbie

Onucanue: rpaBuposka na kpbiieure n kopnyce  CG / FXF (uepHbimu YEPHUIAMH) CG /FXF

Crpannua 12/ 17




) NOVARTIS

[lpousseneno:

HOBAPTHC ®APMA LUTERAH Al'

[Hadpxaysepurrpacee

4332 llreiin
L Beiinapus

CEPTHOUKAT AHAJIU3A
Ne CH120100437932

MpoaykT: ®OPAIUJ1 KATICYJIbl C TTOPOLIKOM JUUIS1 MHTAJISILIMIA 12 MKI. 008
JUIA YITAKOBKH
['nodanbHblii maTepuan Ne: 857527 Cepust No: STI41
TecTsl Tpe6oBanus PesvabTarsl
OrnucaHue: pazMep Karncysl Pasmep 3 CoorseTcTBYET
TBUHOBBII UMNUHLKED: PPAKUMA MEIKMX YACTHLL 15-35% 27 %
CpenHaa macca conepumMoro 225-275wmr 253 mr
[loanunnocts Metonom TCX: dopmotepona dymapar  CooTBeTcTBYET CTaHAAPTY CootsercTByeT cTaHaapTy
auruapar CpaBHEHUA CpaBHEeHMs

[ToanunuocTs metonom RR-LC: opmorepona
(ymapat auruipar

OnHopoaHoCTe BLICBODOX AaeMOii 10361 MeTOAOM RR-
LC: uncno ncaeaoBaHHbIX eAHHALL

OnnopoaHocTk BbICBODO AaEMOI 10361 METOAOM
B3XKX — ®opmoTepoa: cpeatss BblcRobosK1aEMas
n03a

CooTseTc TBYET CTaHaapry
CpaBHEHUA

10-30
8.5 - 11.5 mkr

CooTBeTcTBYET CTAHAAPTY
CpaBHEHU

10
9.6 MKr
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Y NOVARTIS

[pounsseneno: .
HOBAPTHC ®APMA LLITEHH Al

Laddxaysepwrrpacce
4332 Wrein

L seiuapus

CEPTU®UKAT AHAJIN3A
Ne CH120100437932

[Mpoaykr: GOPALNIT KATICYJ1bl C [TOPOLLKOM JUUIS MHT AJISILIMEA 12 MK, 008
JJ1A YITAKOBKH IN BULK

I"nobanbubiit maTepuan Ne: 857527

Cepun Ne:

STI41

TecThl

Tpeboraunsn

PesyabTarsl

OnHOPOAHOCTE BBICBODOKAAEMOIT 10361 METOIOM
RRLC — ®opmoTtepon: Yncio kancyll, HaXoas Wnxcs
BHE npenenos +£25% ot cpenHeil BbiCBOOOXK 1aeMoil
J103bl

OnHOPOAHOCTL BLICBOOOKAAEMON 103bI METOAOM
RRLC - ®opmoTepo: HUucao kancyn, HaXoaa LHXCs
BHE Npeaenos +35% ot cpeireit BbicBOOOK 1aeMo¥i
N103bl

OnHoponHOCTL BLICBOBOKAAEMON 1036l METOLOM
RRLC : ®opmotepona ymapar aurnapar

[IpoayxTel pacnana metozom RRLC Sch-2566
[MpoaykThl pacnasa merogom RRLC: Sch-2570
[Mpoaykrer pacnana merogom RRLC: Sch-2571

CootsetcTByer
cneunuKauu

He donee 0.5 %
He Gonee 0.3 %

He Gonee 0.3 %

0

CoorsercTByeT cneundukaumm

0.1 %
<0,1 %
<01 %
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) NOVARTIS

Ilponsseneno: .
HOBAPTHUC ®APMA LUTEWH Al"

[Hadpxaysepurpacce
4332 lreiin
Ipeiiuapus

CEPTUD®UKAT AHAJIN3A
B Ne CH120100437932

IMpoaykr: ®OPAJINJT KATICYJIbI C [TOPOLUKOM JUIS1 UHT AJISILIMIA 12 MKT. 008
JU1A YTTAKOBKH

[nobanbuelii marepuan Ne: 857527 Cepusi Ne; STI41

Tectnl Tpedosauns PesyabTaTel

IponykTel pacnaga metonom RRLC: Sch-2575 He 6onee 0.3 % <0,1 %

[lIpoayktel pacnana metonom RRLC: Sch-2676 He 6onee 0.3 % <0,1 %

(CGP 70886)

[poaykrsl pacnana merogom RRLC: Sch-2729 He 6onee 0.3 % <01 %

[lponykTel pacnana metonom RRLC: Sch-3054 He 6onee 0.3 % <01 %

MNpoaykTel pacnana metonom RRLC: eaunununsie  He Gonee 0.3 % <01 %

HEWAEHTUPULMPYEMBbIE

Cneundmueckue npoaykrsl pacnana: Sch-2567 He donee 0.3 % <0.1 %

(CGP 47086 A)

CyMMa NpoayKTOB pacnana BKIHOUas MpUMECH He Gonee 0.4 % <01 %

Sch-2567 (uckn Sch-2566)

Crpanuua 15/ 17
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Uy NOVARTIS

Ilpousseneno:
HOBAPTHC ®APMA LLITEHMH Al

ITadhpxaysepurrpacce
4332 Ulreitn
L seiuapus

CEPTU®HUKAT AHAJIU3A
Ne CH120100437932

[Mpoaykr: ©OPAJINJI KATICYJIbI C TTOPOLUKOM JIJ1SA MHTAJISILIMIA 12 MK, 008
JUIA YITAKOBKH

Inobanbubtii maTepuan Ne: 857527 Cepus No: STl41

Tectnl Tpedosanun Pesyabrarsi

Cymma npoaykToB pacnana, Bkarouasn Sch-2567 He 6onee 0.9 % 0.1 %

Obuiee conepxanne adpodHbix Saktepuii (TAMC)  He 6onee 200 KOE B | r < 10 KOE/r

ConepikaHue APOKIKEBbIX U IECHEBLIX IPHOOB He Gonee 20 KOE B I ¢ <2 KOE/r

(TYMC)

Pseudomonas aeruginosa s 1 r He nomxubl 00Kapymunsatbes He oGrapykuparoTes

Staphylococcus aureus B [ r He nomnel oGHapysnsatbes  He oGHapyxusaroTcs

Kenueycroitunsble rpam-otpuuatensHble Gaktepun  He n0kHbl 0GHapykuBaTbes  He 00Hapy&HBalOTCH
Blr

OaxopoaHocTs A03upoaHug Metoaom RRLC: 10-30 10

HKMCJ10 UCCJIEJOBAHHBIX €1MHHLL
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) NOVARTIS

INpousseneno;
«HOBAPTUC ®dAPMA LUTERH Al »

Ulapdpxaysepuripacce
4332 Ulraiin
I Befinapus

CEPTUO®UKAT AHAJIU3A
Ne CH120100437932

IMpoaykr: DOPAJIMJT KATICVJIbl C MTOPOLUKOM JU151 UHTAJISILIME 12 MK 008
JJ1A YITAKOBKHU

[nobanehblit matepuan Ne: 857527 Cepusn No: STI41

Tectn TpedoBanun PesyabTathi

OaHOpoaHOCTL 1031pOBaHus MeToaoM BIKX — - 99.7 %

DOpMOTEPOI: MUHUMYM

OaHopoaHOCTL 103HPOBaHHs MeTonoM BOXKX — - 107.2 %

DopmMOTEPON: MAKCHMYM

OanopoanocTs 103upoBaHus meTonom BIKX — - 24 %

DOopMOTEpOII: CTAHAAPTHOE OTKIOHE HHE

OnHopoaHocTb 103uUpoBatng MeTonom BIKX —

DopmoTepona diymMapart AMrMApaT: NoKa3aTe b He 6onee 15.0% 7.3 %
NPUEMAUMOCTH

OaHopoaHocTs 103MpOBaHKs MeToaoM BIKX — Cootserctsne tpeGoBanuam  CooTteeTcTyet
®opmoTepon: Egp. @., . CLIA, Sn. @.
KonunyectseHHoe onpenenenne metogom BIXX: 97.5-110.0% 103,1 %

®opmoTepona dymapar auruapar

3aK/lyeHue;

Cepust cooTBETCTBYET CrieUM(HKALMH HOPMATHBHO AOKYMEHTaUMH. HacTos UMM ya0CTOBEpSIIO, 4TO naHHAS
MH(OPMALMA N041MHHA 1 BepHa. HapaBoTka u awanu3 CEPHH NPOBEPEHBI M COOTBETCTBYIOT TpeGosarusam GMP,

OTsercrBeHHoe 1MU0: Kpucrod Jleion
Hdata n Bpemsu: 16.12.2019 11:17:59
JInuo, BriaaBuee ceprugurar: Kpucrod Jleiion
JlostKHOCTB: QA Dkcnepr

JdaTta u Bpems: 16.12.2019 11:17:59
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