ST

) NOVARTIS

Brinymeno:
HogapTtuc ®apmacsiotuia C A,
MapmaceioTHkan Onepaiiuua
Ponpa Cra. Mapa 158
08210 Bap6epa nen Bannec
JInuensun ua warorosnexne Ne 2
1520-E 7S
Ceprudpurxat GMP Ne: s
NCF/1851/001/CAT

CEPTHOUKAT CEPUU

Ne ES100200259663 X

Mpoaykr:
Cocras/3¢¢peKTHBHOCTL:

Jlexapcreennas gopma:
THN yNnakoBKH:

Pasmep ynakoBku:

Homep perucrpauvonHoro
YAOCTOBEpPEHHS

CtpaHa Ha3HaYeHHS:
Cno6ansbhbiit maTepunan Nu:
Jarta H3roToBJCHHA

JlaTa Bbinycka:

Cpok roaHocTH:
KonuuyeeTso eaMHHL
NpoayKTa:

SOPAIIUIT KOMEH 400/12 MKT" KATICYJIb] 60+60 RU
Byneconua 400 mxr

dopmorepona pymapat 12 Mkr

TBEPAbIE KeNATHHOBBIC KATICYJIbl JUTA WHransaLmit

6aucTep

60+60 wTyk

JICP-003336/09

Poccuiickas denepauns
717530

29.08.2019

02.03.2020

07.2021

29120.000 wryk

Cepusn Ne: BPM79

Jlannble TecToB, TpeBoBaHMs, PE3y/bTaThl U 3AKMOYEHHA MPMBEAEHEI B ClIeAyOlleM cepTHhHKaTe/cepTHHHKATAX:

Ceprudmukar Ne:

[poaykT:

Cnobanbubiii MaTepuan Ne
Jlokanbueiit MaTepnan Ne
Jlata Bbinycka:
Mpon3soauTens:

JIMueH3Hs HA HIrOTOBJIEHHE:

ES100100317568

®OPAJIUJT KOMEH 400/12 MKT" KATICYJIbI 60+60 - RU
717530 Cepust Ne: BPM79
717530

02.03.2020

Hosaptuc ®apmacriotura C.A.
Qapmacsiotikan Onepaiiuza
Ponpa Cra. Mapa 158

08210 bap6epa nen Bannec
Hcnanus

1520-E

Ceptudurar Ne:
Ipoaykr:

CnobannHblit MaTepuan Ne
JlokanbHbli MaTepnan Ne
Jarta Bbinycka:
ITponsBoauTensb:

JIH1leH3us HA H3rOTOBJEHHE:

ES100100308186
®OPATHIIT 12 MKT BJIMCTEP X10 KATICYJI RU-INT
BNKS8!

885695

885695

16.12.2019

Hosaptuc ®apmachiotuka C.A.
dapmacsioTikan OnepyiiH3
Ponaa Cra. Mapa 158

08210 hap6epa nen Bannec
Henanus

1520-E

Cepusn Ne:
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HacToaumii ceprudrkat 6b1n anTOMaTHYECKH CTEHEPHPOBAH.

ﬂannb;e YTBEPX/I€Hbl OTBETCTBEHHLIM JIHLIOM




Uy NOVARTIS

Buinyuieno:
Hosaptuc Papmaceiotnka C.A.
®apmachioTHkan Onepaitiini
Pouna Cra. Mapa 158
08210 Bapbepa nen Bannec

JInueH3nsa HA u3rotopacHue Ne
1520-E

Ceptuduxar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUH

Ne ES100200259663

Ceprudukar Ne: CH120100432937
MpoayxkrT: ®OPAINJII/08 12 MKI".KATICYJIbl- IMP
Cnob6anbubiii maTepuan Ne 857527 Cepusa Ne: SRL16
JlokaabHbl#i MaTepuan Ne 857527
JlaTa BeInycKa: 14.10.2019
Ipon3soanTeb: Hosapric ®apma Lliteiin AT
[addxayceplutpacce
4332 llrein
Liseituapus
JIMIeH3ns HA H3TOTOBJIEHHE: 504879
JlonofHHTENbHblIE JOKYMEHThI:
Ha3ssanue noKymeHTa: GOPAJIMII KOMBU 920452 CEPHA B0714L01
Ccebl1Ka HA AOKYMEHT:
Ha3panue 10KyMeHTa: COA_MU®JIOHU]_ 885544 CEPHA 19J25LA

CebliKa HA JOKYMEHT!
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Hacroaiuuit cepTuduraT 6611 aBTOMATHYECKH CTEHEPHPOBAH.

JlanHble yTBEPKAEHB! OTBETCTBEHHBIM JIHLIOM



‘ Brinywmeno:
( ) N O V A RT I S HopapTthnc ®apmacetoTika C.A.
®apmacbioTikan Onepaiiza
Poupa Cra. Mapa 158
08210 bap6epa nen Bannec
JInueHans Ha HIroTOBJeHHE Ne
1520-E
Ceprudukar GMP Ne:
NCF/1851/001/CAT

CEPTU®UKAT CEPUHA
Ne ES100200259663

Mpoayxr: ®OPAJIUJI KOMBH 400/12 MKT KATICVJIbI 60+60 RU
Cnobanbhbiit maTepuan Ne: 717530 Cepua Ne BPM79
3akmioueHHe:

HacToswuM yI0CTOBEPAIO, 4TO JaHHas HHHOPMaLIUA NOTHHHAE H BEpHA.

JlanHas cepys co3flaHa/ NPOM3Be/ieHa, BKKOYas YNAKOBKY i KOHTPO/b, Ha BbILUCYNOMAHYTLIX NPOM3BOACTBAX B
COOTBETCTBHH ¢ npasunamMu GMP oKansHOro peryaaTopHOTO opraHa H cneunrranuelt perucTpaLHoHHOro
YAOCTOBEPEHHsA HMIOPTHPYIOLUEH CTPaHbI.

O6paboTka, yNakoBKa ¥ aHaiu3 CepHH COOTBETCTBYIOT tpetoBanuam GMP.

OTBeTCTBEHHOE JIHLIO: Toxynut Benean Munnet
Jata u Bpemsit 02.03.2020 11:26:08
KommenTapuit:

MHrajATopbI, HCMOB3YEMBIC UIA 3TOTO NPOAYKTA, CACNAHBI H3 MATEpHANA: 920452, cepua B0714L01 (cmoTpH
(BCNe CH120200529946).

Mocrasuwk dopmorepon: JIOCOKUMHKA C.ILA, VIA GIOTTO, 23871 LOMAGNA, ltaly

Mocrasumk Byneconun: CHKOP C.P.JL, Tenuta S. Allessandro, Santhia
(Vercelli), 13048 ltaly

JIuuo, BeiiaBLliee cepTHHHKAT! Jhxyaur Benean Munnet
JIONIAHOCTD: VY NOAHOMOYEHHOE JIULIO
Jdara n Bpemst: 02.03.2020 11:45:28

PLIYBAY .M
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HacTosmuii cepTudukar 6b11 aBTOMATHYECKH Cr€HEPHPOBAH.
JlanHble yTREPHKACHBI OTBETCTBEHHBIM TULIOM



Bsinyuexo:

(‘) NOVARTIS HoeapTtuc ®apmachroTika C,A.

®apmacbtoTukan OnepattinHi
Pouna Cra. Mapa 158

08210 bapbepa nen Bannec
Hcenanus
CEPTUOUKAT CEPUHA
Ne ES100100317568
Mpoaykr: BOPAJTUJ1 KOMEBH 400/12 MKT 60+60 KATICYJIbI- RU
InobGanbubiit MaTepuan 717530 Cepusa Ne: BPM79
Ne:
Jata H3roToB/aeHus: 29.08.2019 ITpoTokosa anannza Ne: 891300025833
Cpox rogHOCTH: 31.07.2021
HopmaTnBHas DP 3746732 001 R 2 # DP 3754769 001 C 01
AOKYMEHTALMS! HJI: ICP-003336/09-280616 mam. -4
TecThl Tpebopauus Pe3yabTathbl
[Neppuinas ynakoska (Qopanun) 1126999-ST 13A/B-RU CooTBeTcTBYET
Mepsuunas ynakoska (Mucdnonun) 73.994.272-A 94.994.272-A CooTeeTCTBYET
Bropuunas ynakoska (Popanun 1135307-A18-RU CooTtBeTcTBYET
Kom6u)
HMuranstop 920452-RU CooTseTCTBYET
['naBHas NoAnoXKKa 1132546-A15-U23 CootBercTBYET
[Toanosxka uHranaropa 1134410-A16-U23 CoOoTBETCTBYET
HHeTpyKkums 1127002-A18-RU CooteeTcTBYET
Dopaann HOMEp CEpHH B coorBetcTBuu ¢ CootsetcTBYET

NepBHYHOM/BTOPUUHOR yNIAKOBKOM

Crpanuua 4 /17

HacToswmii cepTudukar Gbi1 aBTOMATHYECKH CTEHEPHPOBAH.
JlanHble yTBEpHA€HbI OTBETCTBEHHBIM JIHLIOM



> NOVARTIS

Brinyutero:
Hopaptuc ®apmaceiotika C.A.
MapmackioTHkan Onepaitiuni
Poupa Cta. Mapa 158

08210 bapbepa nen Bannec
Hcnanus

CEPTHU®UKAT CEPUH
Ne ES100100317568

MMpoaykr: ®OPAJINIT KOMBH 400/12 (60+60) RU KATICYJIbI C ITOPOLUKOM LA
WMHIAJIALUA

Ino6anbuelii MaTepuan 717530 Cepusa Ne: BPM79

Ne:

TecTsl Tpefiopanus PesysnbTaThl

Mu¢aonul HoMep cepHi B coorseTcTBHY C CootseTcTBYET
NepBUYHONH/BTOPHYHON YNIAKOBKOH

dopaaun KomOu Homep cepuu B cOOTBETCTBHH C CooTBeTCTBYET
NepBHYHOH/BTOPUHHOHK yNakoBKOH

Cpok rogHocTH Dopagun koMbu 23 mecaua CooTBeTcTBYET

Jlata npou3BOACTBA: B cootBeTcTBHM C CooTBeTcTBYET

nepBHMHOH/BTOpHUYHON YnaKkoBKkoHi

3akaoueHue:

Cepust COOTBETCTRYCT CrieLMpHKALIMH HOPMATHBHOH N0KyMeHTaUMH, HacTOALLMM YAOCTOBEPAIO, YTO AaHHaA
uHhopmaums noanMKHa u sepHa. HapaboTka, ynakoBka U aHalu3 cepuu cOOTBETCTBYIOT TpeGosatnam GMP.

OTBeTCTBEHHOE JINLLO}
JlaTta u Bpems:

JInno, BoigaBilee cepTHHHKAT:
JoKHOCTD!
Jdata u Bpems:
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Snus Geprannes Gnopec
02.03.2020 11:39:32

Juxynur Beneau Munner

Y nonHoMoueHHOE HLIO
02.03.2020 11:45:14
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Hacrosiuuii cepTudukat 6611 aB8TOMATHYECKH CrEHEPUPOBaH.

JaHHble YTBEPXKICHB!I OTBETCTBEHHBIM JIHLLOM




«TEBA DAPMAXEMH»

CEPTH®HUKAT BbIITYCKA CEPHH

PacdacoBanHbiif NPOAYKT:
Haspauue nponykra:

PCH BHyTpeHHHH HOMEp cepHH
BuewHui HoMep cephu:

ApTHKYJ]l HOMED:

Homep marepuana Hosapric:
JlaTa npou3BOACTRA:

Jara Bbinycka:

Cpok roaAHOCTH:

KonuuecTo ynakoBok:

CTpaHa Ha3HauCHHA:
PerucTpauroHHOE YAOCTOBEPEHHE!
JlekapctaerHas opma:

Tun ynakosku:

Homep otcaexnsanus PSB/GLC (ecau
NPUMEHHMO):

Pabora:

YnakoBaHo u3 6anK-cepuu
Haspanue npoaykra:

Homep cepuu:

Kon parel:

Homep apTukyna:

Jlata mpou3BOJCTBA:

Jara Bbimycka:

[IpuMeuanue k Hepac(acoBaHHOMY

NPOAYKTY:

ComnyTcTBYIOLLME NPOTOKOIbI KOHTPOJA
H3MEHEHH !

MHU®OJIOHU JUTSA HHTAJIALIMM 400 MKT 1X10 BJIMCTEPOB
(8X10 BAPBEPA) RU
D502739

19J25LA

54056872

885544

25.10.2019

31.01.2020

09.2022

183744

Poccus

JICP-003336/09
KancyJbl AN HHransuuH
Bauctep

Henpumenumo

Bepcus: B Cepus: P908393 Ilyskr: 93107103 — DSSP Byneconua 400
mxr 8x10 PO

BYIIECOHU[ 400 KATICYJIbI JU1A MHIAJSLIMH BULK
G502756

19J25L

49709200

25.10.2019

03.02.2020

[X ] He oTmMeueHo OTKIOHEHHH B X0Je npoLecca NpoH3BOACTEA
WIJIH

[ ] Habmonankch OTKIOHEHHS B XO/€ Mpoliecca MpoH3BOJCTBA,
KoTOpble BbUTH U3YUeHbI COTJIACHO BHYTPEHHEH npolenype
KOMMNETEHTHBIM JMLOM. McCcnenoraHKe NPUILITO K 3aKAIOHEHHIO, YTO
OTK/IOHEHHA He BITHAIOT Ha 6ezonacHocTh M 3)EKTHBHOCTb MPOAYKTA,
4TO ZONYCKAET cepTHHKALIMIO,

Ccbifika Ha OCHOBHBIE/KPHTHUECKHE OTKIOHEHHKA: «H/I» HiH
«MAEHTH(HKAUHOHHBIH HOMEp 3anucu»

[X] Her

U

[ ] Ceblnka Ha HOKYMEHT MO KOHTPOJIIO H3MEHEHHH

Bee npHBeAeHHbIE B JAHHOM OKYMCHTE NPOAYKThI MPOU3BENeHbl KoMNanHeH «Dapmaxemu BEB», CeHcser 5,

2031 GA Xaapaem

Homep nutien3un Ha uarorosnenue: 4094 F, Ceprudukar GMP Ne: NL/H 18/2003994.

HacTosluM yAOCTOBEPAIO, YTO AaHHas HH(OpPMauKa NOLTHHH U BepHa. JlaHHas cepHs NpoLyKTa cospana/
NMpOM3BEJEHa, BKJIIOHAsA YNakoBKY M KOHTPOIb, Ha BhILIEYTIOMAHYTOM MECTE NPOM3BOACTBA B COOTBETCTRHM C
npasunami GMP 10KanbHOTO PEryISTOPHOro Opraxa u cretugHkalel perucTpauHOHHOro yA0CTOBEPEHHA
uMnopTupytouiel cTpanbl. O6paboTka, yNakoBKa H aHalH3 CEPHH COOTBETCTBYIOT Tpebosannam GMP.

Jlata KOHEHHOro BhIMYyCKa!
dapMauesT, YNOJTHOMOYEHHOE JHLIO

«Papmaxemu 5.B.»
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«TEBA»

03.02.2020

(noanucaHo)
J.C.H. Borchert, M.Sc

Crpanuua 1 u3 1 - D502739
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Hacrosnnii cepruduxaT Gbl1 aBTOMATHYECKH CrEHEPHPOBAH.
JlaHHble yTBEPKAEHB! OTBETCTBEHHBIM THLOM



Cepruduxar ananusza

BYJIECOHW/]T KATICYJIBI 400 MKT (ITEPBUYHLIN FAJIK)

Cepusn Ne: G502756 Kon maTepnana:

Jlata npon3Bogcrsa: 25.10.2019 UnenTudnkannonnsiii koa:
JlaTta aHanu3a: 17.12.2019

Brinyck no 1200.5696

cneHpUKaLIHH:

TecTnl TpebGoBanun

Onucanue Karncysibl ¢ Henpo3pauHo# KpslleyKoi

Paszmep kancynebi:
Hnuna
Ulnpuua
MoanuHHOCTL
- UK-CnekTtpomeTpus

- BOXX

Macca
Cpennsas Macca COAEPXHUMOTO
OnHopoaHOCTL MO Macce

OAHOpOAHOCTh A03HPOBAHHA
(Esp.®. 2.9.6) (B2XKX)
KonuuectBeHHOE onpeaeneHHe
meTonom BOXKX
Boaa
TMpoaykTs! pacnaga (BIXX)
- Jliobas EP npumecs
- Jliobas npyras
HeUAEHTH(HUHPOBAHHAA NPHMECH
- Cymma npumeceit
A’poanHaMudeckoe
pacnpeneneHHe MenKOAUCIIEPCHBIX
yacTHL (BOXX)
OnHOpoAHOCTE BEIMyCKaeMOit
no3sl, BOXKX
- BCE Kancyisl
- He MeHee 9 Karncyn
- CpefiHas BeINycKaemas J103a
Cymma Aapobusix
MHKPOOPraHH3MOB
Cymma JIpoxoKu u riieceHs
JenueycToiunBble rpaM-
OTpHLATENbHbIE GaKkTepHH
«Dapmaxemu 66
Ceenceee 5
Xaapnem
Hudepnanost
JTuyensua npousgodcmea : 4094F

Crpanuua 7/ 17

«TEBA»

pO30BOTO LBETa H GECUBETHBIM
TpO3payHbIM KOPIYCOM, Colepialiiie
Benbtit nopowok. Ha kancyne HaHecen
nororun PCH u nororun BUDE 400

152~ 16.1 mm
<6.2 MM (£5.8 MM)

Cootserctyet byneconuay CRS

Cootsercrayer Byneconuny CRS

23.75-26.25 Mr
CooTsercTBHE

CooTBETCTBHE

106.4 — 123.6 % OT 3asBNEHHOTO
KoJiHyecTsa
45~-55%

He 6onee 0.5 %
He 6onee 0.2 %

He Goaee 1.0 %
14 - 32% 3aaBJEHHOTO KOJIHYECTBA

ot 65 no 135 % ot cpeiHero cojepxaHHs
ot 75 no 125 % oT cpelHero coaepHKaHHs
He menee 80 % 3asBrieHHOro KoJH4YECTBA
He 6onee 100 KOE/r

He 6onee 10 KOE/r
OtcyTcTBYIOT/T

Crpanuna 1 13 2

49709200
19J25L

PesysabTathi

CooTteeTcTBYET

15,8 MM
5,7 MM

SR

25,33 Mr
CoorseTcTByeT

96-105 %
116,1 %
BrinonHseTcs nepuonHuecky

BaInonHAeTCA NEPHOAMYECKH
BoinonxaeTcs nepHoiHIecKH

BrinonuseTcs nepHonMyeckH
26 %

92-117%

91 %
Menee 5 KOE/r

0 KOE/r
OtcyTcTBYIOT

PLIVBAN & 4
MEHEAXER g gzpr "

Hacroswnit cepruduxar 6611 aBTOMaTHUECKH CrEHEPHPOBAH,

Jlanusie YTBEDPMIEHB] OTBETCTBEHHBLIM JIHLIOM



Cepruduxar anaau3a
BYJIECOHWUI KATICYJIBI 400 MKT (TTEPBUYHBIM BAJIK)

Cepun Ne: G502756 Ko maTtepuana: 49709200
JlaTa npon3BoACTBa; 25.10.2019 Waentudukaunonusiii kon:  19J25L
JlaTa ananauaa: 17.12.2019

Brinyck no 1200.5696

cneuHpHKALHH:

TecTobl TpeGobauus PesynsTaTsl
Staphylococcus aureus OtcyTeTBYOT/T OTCYTCTBYIOT
Pseudomonas aeroginosa OrcyterByior/ OTCYTCTBYHOT

Cepus cOOTBETCTBYET CrieUu(KallMy HOPMATHRHOH IOKYMEHTALHH. HacTosiiuMM yI0CTOBEPAIO, YTO laHHaA
MHGOpMaLMA NOTHHHA M BepHa. HapaboTka n aHaiu3 cepuu MpOBEPeHL! H cooTBeTcTBYIOT Tpebosanuam GMP.
HacToSLMM yAOCTOBEPAIO, YTO AaHHad HHpOpMALMs NOLTHHHA 1 BepHA. HapaGoTka 1 aHanu3 cepuH NpoBepeHbl
u cooTeeTcTRYIOT TpeGosannam GMP.

Cepus BbInyLUEHA Wdixe nen Xapuuur- Buccep
JonmHOCTH dapmatesT, YNoJHOMOYEHHOE JTHLO
Jara BblnycKa 03.02.2020 13:43:20

[TockonbKy AaHHbIM AOKYMEHT MONYHEH C MOMOMULLIO BANHIMPOBAHHOM CHCTEMB! YTPaBNEHH HHpOPMaLIMEH,
[AHHBIH NOKYMEHT CONEPKHT IEKTPOHHYIO OATHCh.

«dapmaxemu bayn

Ceenceez 5

Xaapnem

Hudepnandu

Jluyensus na npoussodcmao: 4094F

Crpanuua 2 13 2
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Hactosuuit cepTudukar G611 aBTOMaTHHECKH CrEHEPHPOBAH.
JlaHHbIE YTBEPHK/IEHB! OTBETCTBEHHBIM JIHLIOM

272



TEBA

Ceprudukar anaausa
BYJIECOHUII KATICYJIbI 400 MKT (ITEPBUYHBIN BAJIK)

Cepusa Ne: G502756 Koa maTtepuana: 49709200
Jata nponsBoacTea: 25.10.2019 HaenTudnkaunoHHbIi Koa: 19J25L
JaTa ananu3sa: 17.10.2019
Brinyck no DP 3754769 001 C 01
cneundHKannm:
TeeTnl Tpe6opanus PesyabTaTsi
DH3HUECKHE NapaMETPBI:
Onucanue Kancynsl ¢ HenpospawHoil kpblLueukoH CootBeTcTBYET
pO30BOro LBeTa H 6eclBeTHLIM
npo3payHbIM KOPIYCOM, Collepaliite
Genblif nopowok. Ha kancyne HaHeceH
Jorotun PCH u norotun BUDE 400
Pasmep kancynsr:
Hnvna 15.2-16.1 MM 15,8 Mm
LLnpuna < 6.2 MM (+5.8 Mm) 5,7 MM
[ToanuHHOCTL
- UK-CrnexrpomeTpus Cootserctyer Byneconuny CRS CooTBeTcTBYET
- BOXX CootserctByeT Byneconuny CRS CoorseTcTBYET
Macca
CpenHas Macca COAEPHHMOro 23.75-26.25 mr 25,33 Mr
OaHOPOAHOCTH MO Macce CootseTtcTaue CooTBeTcTBYET
OnHOpOAHOCTE A03HPOBAHHA CootBetcTBHE 96-105 %
(Erp.®. 2.9.6) (BOXKX)
KonuuecTBeHHOE ONpeieneHHe 106.4 - 123.6 % OT 3aABJNEHHOTO 116.1 %
metonoM BIM(X KONMH4ECTRa
Boga 45-55% BoInonHseTCs NepHoaryecKu
[Tocroponuue npumecH (BOXKX)
- [pumecs A He 6onee 0.2 % Metee 0,05 %
- [pumecs D He 6onee 0.2 % Mesnee 0,05 %
- Mpumecs L He 6onee 0.2 % Menee 0,05 %
- Jrobas apyras He 6onee 0.2 % Memnee 0,05 %
HeUAEHTH(ULHPOBAHHAS IPHMECh
- Cymma npumeceit He 6onee 1.0 % Menee 0,05 %

A3spoaMHaMuyecKoe
pacnpeneneHue MeaKoaUCnepCHbIX
yacTuu (Meree 5,3 Mkm) (BOXKX)
OnHOpOAHOCTE BbIMycKaeMoit
no3el, BOXX

- BCE KancyJibi ot 65 o 135 % ot cpenHero cogepxaHus  92-107 °l/a‘_\k"«:\-.._ :
- He MeHee 9 kancyn ot 75 go 125 % ot cpeaHero conepxaHus
- CpeaiHss BhIMycKaeMas J03a He menee 80 % zaaBaeHHoro xonuyectea 91 %

Cymma A3poBHBIX
MHKpPOOPraHH3MOB

«Papmaxemu 66»

14 - 32% 3agBJAEHHOI'0 KOMHYECTRA

He 6onee 100 KOE/r

26 %

Menee 5 KOEH SALLI g

Caerceez 5 3VRAH =
ME AR R
Xaapnem HEA Xep HU_{:EPT;&;?:'
Hudepnande X Aluy
Jluyensua na npoussodcmeo: 4094F W/J i
Crpanuua | u3 2 S QM 020
T.
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Hactoswnit cepTudukat Gbiji aBTOMATHYECKH CTEHEPHPOBAH.

aHHble YTBEPXIOEHBI OTBETCTBEHHBIM JTHLIOM



«TEBA»

Ceprudukar anajimnsa
BYJIECOHUI KATICYJIBI 400 MKT (ITEPBUUHBIHM BAJIK)

Cepus Ne; (502756 Kon maTtepuana: 49709200
JlaTa npou3BoacTea: 25.10.2019 UpenTudukaumonusiit koa:  19J25L
JaTa ananusa: 17.12.2019

Boinycex no DP3754769 001 C 01

cneuHpHKAUMH:

TecTnl TpeboBanus PesynbTaTsl
Cymma JIposxku ¥ nneceHs He 6onee 10 KOE/r 0 KOE/r
Kenueycroiuusble rpam- OTcyTeTBYIOT/T OtcyTtcTByiOT

OTpHLaTe/IbHble OaKTEpHH

Staphylococcus aureus OT1cyTCTBYIOT/T OTCyTCTBYIOT
Pseudomonas aeroginosa OTtcyTeTBYIOT/T OTCYTCTBYIOT

Cepus cOOTBETCTBYET crieunHKaLMy HOPMATHBHOM A0KyMeHTaUMH. HacTosKMM yA0CTOBEPAIO, YTO JaHHasA
undopMaums NoANMHHA 1 BepHa. HapaGoTka 1 aHaiu3 cepuu NpoBEPEHbI M COOTBETCTBYIOT Tpebosatnam GMP.
HacToatiuM yR0CTOBEPAIO, 4TO AaHHAA MH(OPMaLIKA NOANHHHA U BepHa, HapaboTka W aHanH3 cepHH NpoBEPEHbI
¥ COOTBETCTBYIOT TpeGoBannam GMP.

Cepua BeInyLICHA HUike nen Xapunr-Buccep
JoMmKHOCTh dapMaleBT, YNONHOMOYEHHOE JIMLO
JaTa Bhinycka 03.02.2020 14:00:07

TTOCKOMbKY JaHHBIH JOKYMEHT TONy4eH C MOMOLbIO BaJIMANPOBAHHOM CHCTEMBI YNIpaBieHus HHpOpMauHeH,
nauHblil JOKYMEHT COLEPKHT INEKTPOHHYIO NOANHCE.

«Papmaxemu by

Ceencgez 5

Xaapnem

Hudepnandu

JTuyenzua na npousgodcmeo: 4094F
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Hacroswuii ceprrukat 6611 aBTOMaTHYECKH CreHEPHPOBAH.
JlaHHble YTBEPHASHBI OTBETCTREHHBLIM THLIOM



Mpousseneno:

Hosaptuc ®apmacsiotiika C.A.
MapmaceroTnkan Onepaiiiuus
Ponpa Cra. Mapa 158

08210 bapbepa nen Banec
Hcnanus

CEPTUOUKAT AHAJIN3A

Ne ES100100308186

Mpoaykr: GOPAJTNIT 12 mxr BJIMCTEPBI C KATICYJIAMHU x10 RU-INT

[nobansbhbiit MaTepnan Ne: 885695 Cepusn Ne: BNKSI

Jata npouspoacTsa: 29.08.2019 AHann3 Ne 4130119644

Cpoxk roanocTn 31.07.2021

HopmaTuBHas DP 3746732001 R 2

JAOKYMEHTALHS:

TecTh! Tpeboranus Pe3yabTaThl

[TepeuuHas ynakoBka CoOTBETCTBYET CTAHAAPTY CPaBHEHHS CooTseTcTBYET

BropuuHas ynakoska CoOTBETCTBYET CTAHAAPTY CPaBHEHUS CooTtseTcTBYET

Homep cepuu CooTBeTcTBYeT ITepBHYHONH/KOHEYHOH! CoorBeTcTBYET
ynakoBke

Cpok roHocTH 23 mecaua CooTBeTCTBYET

3aknioueHune:

Cepusa cooTBeTCTBYET cneundukaluy HopMaTUBHOM AoKyMeHTauuy. HacTosimuM ynoctosepsio, 4To faHHas
uHdopMalLua nouiHHHEA ¥ BepHa, HapaboTka, ynakoska M aHain3 CepHM COOTBETCTBYIOT Tpefosanuam GMP,

OTBeTCTBEHHOE AULO:
Jdata u Bpema:

JInuno, BbiaaBLIce cepTHHHKAT:
JIOMKHOCTD:
Jata u Bpems:
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Joxyant Benenn Munnet
16.12.2019 15:37:17

Axynut bedenu Munner
Y IONHOMOYEHHOE JTHLO
16.12.2019 15:39:54

Hacrosiumit ceptudukat 6b11 aBTOMATHYECKH CrEHEPUPOBAH.

HanHbie YTBEPKACHLI OTBETCTBEHHBIM NMTHLIOM




{) NOVARTIS

Mpousseaexo: "
«HOBAPTHC ®APMA LUTEHH A

[addxaysepurpacce
4332 Wreitn

HIseituapus

CEPTUD®UKAT AHAJIM3A
Ne CH120100432937

MpoaykT: ®OPAJTMIT KATICYJIbI C MTOPOILKOM J1JIA MHTAJIALIMM 12 MKT. 008 114
YTTAKOBKH IN BULK

Cnobanbubiit maTepuan Ne; 857527 Cepns Ne: SRLI16

Jdata u3roToBieHus: 29.08.2019 Tporoxon aHanu3a Ne: 4100409519

HopmaTusHas DP 3746732 001 R 2

JIOKYMEHTAHHSA:

Hudopmauusn o
TECTHPYIOILEM caiiTe:

HaumenoBanue Aapec Ne GMP cepridukara
Hosapruc ®apma lliteitn AT | ILladdxaycepuitpacce 18-0750
Hopaptuc ®apma Llteiin AT | 4332 LlTefin

[llagpdxaycepwtpacce

4332 Ulredtn 18-0834
TecTh Tpebonanus Pe3yabTatThl
Onucanue: UBET COAEPKUMOTo Benblit Benwiit
OnucaHuie: BHEIHHHA BUI CONEPKHUMOTO Cso60J1HO ChIMTyYHH NOPOLLIOK CB06GOAHO ChIMy4HH

NOPOLIOK

OnucaHue: UBET Kancyn - KpbllieyKa H KOpiyc [Tpo3paynblie [Tpo3paunsie

Onucanue: rpaBupoBKa Ha Kphlineuke v kopnyce CG / FXF (uepHbiMu uepHHIaMH) CG/FXF
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Hactosui ceptudukar Obl1 aBTOMATHUECKH CreHEPHPOBAH,
JlaHHble YTBEPKACHBI OTBETCTBEHHBIM JIHLIOM




) NOVARTIS

Ipouiseneno: .
HOBAPTHUC ®APMA IUTEHH AT

Ll adpxayzeprpacce
4332 llreiin
[l seituapus

CEPTU®UKAT AHAJIU3A
Ne CH120100432937

MponyxT: ®OPA I KATICYJIbl C ITOPOLLIKOM U151 MHTAJIALIAH 12 MKT. 008
JUTLA YTTAKOBKH IN BULK
Cnobanbublit matepuan No: 857527 Cepusn Ne: SRL16
TecThl TpeGosaHusn Pe3ynbraThl
OnwucaHue: pasmep Kancybl Pazmep 3 CooTBeTCTBYET
TBUHOBBI{ UMIHHIDKEP: DPAKLHA MENKHX HACTHIL 15-35% 26 %
CpenHss Macca COAEPHHMOro 22.5-27.5wmr 25,3 Mr
MomnunnocTs MeTofgoM TCX: gopmotepona dymapar  COOTBETCTBYET CTAHAAPTY CoOTBETCTBYET CTAHAAPTY
AHTHAPAT CpaBHEHHMA CpaBHCHUA
Moanuunocts Metonom RR-LC: dopmorepona CooTeercTByeT CTAHAAPTY CooTBeTCTBYET CTAHAAPTY
dymapar auruapar cpaBHEHHA CpaBHEHMA
OnaHopoaHOCTh BbicBOOOM AaEMOl 103k MeTOAOM RR-
LC: yucno HenenoBaHHbLIX EAMHULL 10-30 10
OnHOpoRHOCTH BbICBOOONKAAEMOH 103bI METOAOM 8.5 - 11.5 Mkr 9,4 MKr

BIXXX — MopmMoTeporn: cpentas BeICBOOOMNK AaEMan
aosa
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Hacrosuumit cepruduxar 6bi1 aBTOMaTHYECKH CreHEPHPOBAH.
JlaHHbIE YTBEPHAEHB! OTBETCTBEHHBIM JIHLIOM




U NOVARTIS

TipousseaeHo: .
HOBAPTHC ®APMA IUTEWH Al

[Haddxayseprpacce
4332 [reiin
[setinapus

CEPTU®UKAT AHAJIN3A
Ne CH120100432937

Mpoaykr: OOPAJIWUJT KATICYJIbI C TTOPOLLKOM JUISI UHTAJISILIAM 12 MKT. 008
JJIA YITAKOBKH

TnobanbHbil MaTepnan Ne: 857527 Cepus Ne: SRL16

TecTnl TpeGoBaHusn Pe3yibTaThbl

OnuoponHocTb BeicBOOOM1aEMO#! 103bI METOIOM - 0

RRLC - ®opmotepon: Ynucno kancyn, HaXoAALUKMXCA

BHe npenenoB £25% ot cpenHeii BricBoGoXk paeMo

103kl

OnHopoaHocTs BeIcBOGOX aEMOi 10361 METOOM - 0

RRLC — ®opmMorepon: Yucno kancy, HaXoAfIHXCA

BHE npeaenoB +£35% oT cpeaHeil BricBo0O0Xk naeMoi

MO3bI

OnHopoaHOCTL BRICBOGOKAaEMOH [03b1 METONOM CootseTcTBYET CootBeTcTBYeT CrielUUKALKH

RRLC : ®opmorepona dgiymapat auruapar creuHHKaLuHH

[TpoaykTe! pacnana metonom RRLC Sch-2566 He 6onee 0.5 % <0,1 %

[lponykTs! pacnana meronoM RRLC: Sch-2570 He 6onee 0.3 % <0,1 %

[MpoayxTs! pacnana Mmerogom RRLC: Sch-2571 He Gonee 0.3 % <0,1 %
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Hacrosuwmit ceprudurat 61 aBTOMaTHUECKH CrEHEPUPOBAH,
JaHHble yTBEpKAEHb! OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

IMponsseaeno:
HOBAPTHC ®APMA LLITEHH AT

Lllagdpxaysepiutpacce

4332 Uirein

I1selitapus

CEPTU®UKAT AHAJIU3A
Ne CH120100432937
Mpoayxr: ®OPATUI KATICYJILI C TTOPOLLIKOM JUTS1 MHT AJISILIMM 12 MKT, 008
JUTS YTIAKOBKH

Cnobanbubiii maTepuan Ne: 857527 Cepusn Ne: SRL16
TecThl TpeboraHus PesynbsTathl
TpoayxTsi pacnana MetonoM RRLC: Sch-2575 He Gonee 0.3 % <0,1 %
Tpoaykts pacnana meronoM RRLC: Sch-2676 He Gonee 0.3 % <0,1%
(CGP 70886)
TMpoaykTsl pacnana Merogom RRLC: Sch-2729 He Gonee 0.3 % <0,1 %
TpoaykTsl pacnana merogom RRLC: Sch-3054 He Gosiee 0.3 % <0,1 %
IMponykTe! pacnana Meronom RRLC: exunmnunbie  He Gonee 0.3 % <0,1 %
HeHaeHTUHLUUPYEMBIE
Cneunduyieckie npoaykTel pacnana: Sch-2567 He 6ostee 0.3 % <0,1 %
(CGP 47086 A)
CymMma npoayKTOB pacnana BKNoYas npuMecH He 6o:1ee 0.4 % <0,1 %

Sch-2567 (uckn Sch-2566)
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Hacroswunit ceptudukar Gbi1 aBTOMaTHYECKH CreHEPHPOBaH,
JlaHHbIe YTBEPKAEHB! OTBETCTBEHHBIM JIHLIOM




U> NOVARTIS

MpouspeaeHo: N
HOBAPTHC ®APMA LLITEHMH Al

Lllagpdxaysepwrpacee
4332 Llreiin
Lisetinapus

CEPTUD®UKAT AHAJIU3A
Ne CH120100432937

MpoaykT: GOPAIAIT KATICYJIbl C [TOPOLLIKOM JIJ151 MHTAJIALIMM 12 MKT, 008
1A YIIAKOBKH

[nobanbublit MaTepuan Ne; 857527 Cepus Ne: SRL16

TecTw! TpeGosanus PesynbTaTthi

Cymma npodyKToB pacnaza, Britoyas Sch-2567 He 6onee 0.9 % <0,1 %

O61ee conepxanue aspobubix Gakrepuit (TAMC) He Gonee 200 KOEB I Menee 10 KOE/r

CopepixaHue IpOXOKEBbIX W NIECHEBbIX rPpHGOB He 6onee 20 KOEs 1 1 Menee 2 KOE/r

(TYMC)

Pseudomonas aeruginosas | r
Staphylococcus aureus B 1 1

He poskusl o6HapyxuBaTees He oBHapyxupatoTea
He nomkusl o6Hapyxupathes He o6HapyxuBatoTCs

Xenueycroitumssie rpamM-oTpuuartenshbie Gaktepun He nomkub o6Hapyxusatbes He o6HapyxuBatoTCs

BlIT

OnwopozHocTs fo3uposanua metonom RRLC: 10-30 10

YHCJI0 HCCIENOBAHHLIX EAHHHLL
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HacTosmmit cepTHduKaT Gbln aBTOMATHYECKH CrEHEPUPOBAH.

Jannble YTBEPXKACHBI OTBETCTBEHHBIM JINLIOM




) NOVARTIS

CEPTHO®UKAT AHAJIU3A
Ne CH120100432937

IMpousseneno: .
HOBAPTHC ®APMA IUTEHH AT

[Hadxayzepurrpacce
4332 Lreiin
Useituapus

MpoaykT: DOPAJIMJT KATICYJIbI C TOPOILKOM [T MHTAJIALIMM 12 MKT. 008
U151 YTIAKOBKH

Cnobanbubiit maTepuan Ne: 857527 Cepus Ne: SRLI16

TecThl TpetioBanusn PesyanTarsi

OnHOpOOHOCTE AO3UPOBaHKUA MeToaoM BOXKX — - 98.8 %

®opMOTEPONT: MUHIUMYM

OnuoponHocTb A03UpOBaHnsa meToaom BIXKX — - 108.1 %

DopMOTEPON: MAKCHMYM

OnxoponHocTb A03upoBanus metoaom BIXX — - 2,6 %

PopMOTePON: CTAHAAPTHOE OTKIOHEHHE

OnHOpOAHOCTL A03MpOoBaHUA MeTonoM BIXX —

®opmoTepona (ymMapat IMrHAPAT: NOKa3aTeNlh He 6onee 15,0% 72 %

MPHEMITHMOCTH

OnHOpOAHOCTH A03HpOBaHUA MeToaoM BOXKX ~
QopmoTepon:

KonnuecTsennoe onpenenexne metonom BIXX:
(PopmoTepona ymapar auruapar

Coorsercreue TpeGosanmamM  CoOTBETCTBYET
Esp. @., ®. CLIA, fn. O.
97.5-110.0 % 102,5 %

3aknovyenue:

Cepus cooTBeTCTBYET CrieLH(HKALMH HOPMATHBHOM fokyMeHTaLuy. HacTosiumum YAOCTOBEPAIO, YTO NaHHas
HH(popMauus noanuHHa u BepHa. HapaboTka u aHanus cepHu NPOBEpeHbl H COOTBETCTBYIOT Tpebosanuam GMP.

OTBercTBEHHOR JAULIO:

HdaTa n Bpems:

JIuuo, Beigaruiee ceprudukaT:
JosKHOCTD:

Hata u Bpemsi:
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Kpucrodep Jleii6n

10.10.2019 11:27:24

Kpucrodep Jleiibn

JkenepT oTaena no obecneueHnio KauecTna
10.10.2019 11:27:24
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Hacrosauwmii ceprudmkar 6bin aBTOMATHYECKH CreHEPHPOBAH.
)IBHHI:IB YTBEPXAEHBI OTBETCTBEHHLIM JIMLIOM



