JEKJAPAIIMS O COOTBETCTBHUUA

JERKJIAPAHT, NMPUHUMAIOIIHUN JEKJIAPALIMIO O COOTBETCTBUH

340 "CAHIO3"

Ceedenus o pezucmpayuu opeanusayuu: Mesepaiionnas uicnexyun Pedepansnoil nanozo6oi cayocer Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739159601, oama npuceoerus OI'PH 06.09.2002.

Adpec: 1253135, 2. Mockea, Jlenunzpadckuil npocnexm, 0.72, kopn.3. Teneghon. 8(495)660-75-09.

B nuye: Pyrosodumens omdena nozucmuxu (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Enucees H.B.

3ASIBJISIET, UTO

nexapemeentoe cpedcmeo.; Popadun Kombu, kancyn ¢ nopowkom 0as unzanayuil nabop 1 2 mra/400 mre (kancyavl ¢ hopymomeponom
10 wm., ynaxoexu auetiossie koumypnoie (6) -+ kancyne: ¢ Gydeconudon [0 wm., ynaxosru A4etiKogyie KoHmypHoie (6) +
yempoiiemso ons unearayui asponaiizep (1)), nawsu kapmonnvie, PY Ne JICP-003336/09 om 30.04.2009 (9ama 3amener 08.11.2017)
gwidano Hosapmuc ®apma AT, cepus BKW36(cepus kancyn ¢ popmomeporom BKMS3, cepus xancyn ¢ fiydeconudom 19C12MA),
napmus 28732 ynakosox, zoden 0o 31.03.2021, npouséoocmea Hosapmuc Papua Umetin AT, [Lsesiyapus, Schaffhauserstrasse,
4332 Stein, Switzerland, / @apmaxesu 5B, Hudepnanowi, Pharmachemie B.V., Swensweg 5, Haarlem, 2031 GA, Netherlands, /
Hosapmue ®apmacviomura CA., Henawus, Novartis Farmaceutica S.A., Ronda de Santa Maria, 158, 08210 Barbera del Valles
(Barcelona), Spain, xod OKI1[2 21.20.10.254, koo TH B3I 3004320009, konmpaxm Ne 02/Candos AT712 om 01.02.2012, uneoiic Ne
4190505670 om 10.07.2019

COOTBETCTBYET TPEBOBAHUSIM
JICP-003336/09-280616 usm. Ne 1-3

JNEKJIAPAITMSA IMTPHHSATA HA OCHOBAHHUH
npomoxon ucnsimanuit Ne 7001/ om 23.07.2019 HIT OO0 "Lenmp konmpons kavecmsa buonatigh",
ammecmam axxpedumayuu RA.RU.211JK01, Cepmucpuxam POCC ES.®M08.C44738 om 23.07.2019

JATA HPI/IH__?__ITI/IH JEKJAPALIMH 24.07.2019
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CBEJIEHUSI O PETUCTPAITN

OPTrAH 110 CEPTUO®UKALUH, 3APETHCTPUPOBABIIHMI JEKJIAPALIHIO 3
RA.RU. 11 OMO8 OPTAH [10 CEPTH®HUKALIHH ITPOAYKLHH OFLIECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTbIO "OKPY)KHOH HEHTP KOHTPOJIA KAYECTBA",

aopec opeanwsayuu. 115280, 2. Mockea, yr. Macmepkosa, 0. 4, an. 5, nom. 1, kom. 1, aopec opeana no
cepmupurayuu: 115280, POCCHA, 20pod Mocxkea, yr. Macmeproéa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caum: oykx.pg.

JEKJTAPAIMSL O COOTBETCTBHH 3APETMCTPUPOBAHA N POCC RU [J-ES.®@M08.A.31076/19
JATAPEFUCTPARIN 24.07.2019
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BeinymeHo:

l') NOVA RTIS Hogaptic ®apmacbioTika C.A.

@apmaceoTikan Onepaiiy3
Pounpa Cta. Mapa 158
08210 bapbepa aen Bamnec
JIMueH3ua HA U3TOTOBJIEHHE Ne
1520-E
Ceprudmrar GMP Ne:
NCF/1851/001/CAT

CEPTUDOUKAT CEPUHU
Ne ES100200238951

IMpoaykr:
Cocras/2¢ppeKTHBHOCTE:

JlekapeTBeHHas gopma:
Tun ynakoBkm:

Pa3zmep ynakoBku:

Homep perncrpaunoHHOro
yAOCTOBEpPEeHNs

CtpaHa Ha3HAUEHNS:
I'noGaabHblIil maTepuas Ne:
JlaTa u3roToBJICHHUSA

JlaTa BeInycka:

CpoK rojIHOCTH:
KosnyecTBo enunu
npoayKTa:

OOPAJTNJT KOMEH 400/12 MKT KATICYJIBI 60+60 RU
byneconun 400 Mxr

dopmotepona dpymapar 12 mkr

TBEP/IbIE 7KEJIATHHOBBIE KANCybl U1 MHTAALHI

Gnuctep

60+60 wTyK

JICP-003336/09

Poccuiickaa Menepauns

717530 Cepus Nu: BKW36
08.04.2019

03.07.2019

03.2021

28732.000 wryk

JlaHHble TECTOB, TPEOOBAHNSA, PE3Y/IbTATHI M 3aKIFOUYEHUS PUBE/ICHBI B CJIEIYIONIEM cepTH(IKaTe/cepTHhHKaTaX:

Ceprudnrart Ne:
Mpoaykr:

InobajibHBIH MaTepuan Ne
Jloka/ibHbIi maTepuaa Ne
JlaTa BeInycka:
IMponssoanTens:

ES100100285815

GOPAJINI1I KOMBH 400/12 MKI" KATICVYJIbI 60+60 - RU
717530 Cepust Ne: BKW36
717530

03.07.2019

Hogapruc dapmacriotuka C.A.
®apmacbioTHkan Onepaiuy3
Ponna Cta. Mapa 158

08210 bapbepa nen Banec

Henanus
JINUEH3Hs HA U3TOTOBJICHHE! 1520-E
CepTHdurart Ne: ES100100284614
Mpoaykr: GOPAJINUIT 12 MKIT BIIMCTEP X10 KAIICYJI RU-INT
CnoGanbHblii MaTepHan Ne 885695 Cepus Ne: BKMS53
JlokanbHbli MaTepHan Ne 885695
JlaTa BeInyCKa: 25.06.2019

IpoussoanTeb:

JIuneH3ind Ha H3roToOBJIEHHE:

Hosapric @apmacsiotika C.A.
dapmacbtoTHKan Onepaiiin3
Ponya Cra. Mapa 158

08210 BapGepa nen Bannec
Hcnanus

1520-E

Crtpanuua 1/ 16

Hacroswuii cepTudukar OblJ1 aBTOMaTHYECKH CNEHEPHPOBaH.

ﬂaHHLIE YTBEPKACHbI OTBETCTBCHHBLIM JIMLIOM




Uy NOVARTIS

Brinyuieno:
Hoeaptuc ®apmacsiotuka C.A,
dapmacsiotukan Onepainns
Ponna Cta. Mapa 158
08210 bapbepa nen Bamnec

JIuuensust Ha u3roToBeHue Ne
1520-E

Ceprudurar GMP Ne:
NCF/1851/001/CAT

CEPTUOUKAT CEPUU

Ne ES100200238951

Ceprugurar No: CH120100423170
Ipoaykr: DOPAJIMIT/08 12 MKI.KAIICYJIbLI IMP
I'nodanbhblii maTepuasa Ne 857527 Cepus Ne: SMP22
JlokanbHbIi MaTepuaj No 857527
Jara Boinycka: 15.05.2019
[MpoussoauTenn: Hogaptuc ®apma, Llreiin A’
[Haddxaitzepurpacce
4332 Illreiin Beiiuapus
JIMUEH3usl HA M3TOTOBJIEHHE: 504879
JonojiHuTeIbHbIE JOKYMEHTbI:
Ha3ipaHnHe 1oKymenTa: DOPAJTUIT KOMBEU MATEPHUAJT 920452 CEPHS B1923K01
CchblIKa Ha JOKYMEHT:
Hazpanue nokymenra: MHU®GJIOHHU]T 400 MKI" MATEPHUAIJI 885544 CEPUS 19C12MA

CceblilKka HA IOKYMEHT:

Crpannua 2/ 16

HacToswuii ceprudukar Obin aBTOMaTHYECKH CTEHEPHPOBAH.
HanHble yTBepkK/IeHbI OTBETCTBEHHBIM JIMLIOM




‘ BoinyumeHo:
( ) NOVARTI S Hosaptuc ®apmacetotika C.A.
: dapmackioTHkan Onepaiiinms
Ponga Cra. Mapa 158
08210 bapbepa nen Bannec
Jluuensns na uarorosaenue Ne
1520-E
Ceptuduratr GMP Ne:
NCF/1851/001/CAT

CEPTUO®UKAT CEPUUA
Ne ES100200238951

IMpoaykr: ®OPAJIMJI KOMBH 400/12 MKI" KATICVJIbI 60+60 RU
Cnobansublii maTepuan Ne: 717530 Cepus No BKW36
3akarueHne:

HacTtoaumm yn1ocToBepsto, 4To JaHHas HH(OPMALHS MOLTHHHA H BEpHA.

Haunas cepust cosznana/ nponspe/ieHa, BKIOYAs YIIAKOBKY H KOHTPO/Ib, Ha BbILIEYTOMAHYTOM MECTe
MPOM3BOJCTBA B COOTBETCTBUY ¢ NpaBuiaMu GMP nokaibHOro peryisTopHoro opraia v crneuupukanmeii
PerucTpalMoHHOrO YAOCTOBEPEHUS UMTIOPTHPYIOLIEH CTpaHbIL.

HapaboTka, ynakoBka U aHaJlM3 CEPUH COOTBETCTBYIOT TpeGosanusm GMP.,

OTBeTCTBEHHOE JIHIIO; Jxynur benenu Munner
JlaTa u Bpems: 03.07.2019 16:07:43
KomMmenTapmii;

WHransaTopsl, HCNoJibyeMble 1714 3TOr0 NPOoYKTa, clellatbl U3 MaTepuana: 920452, cepus B1923KO01 (cmorpu
ceptudukar Ha ceputo: CH120200507915)

JInno, Belaaewee ceprudukar: Jxynut benenn Munnet
JdonxHocTs: VHOTHOMOYEHHOE JIMLO
JlaTa n Bpems: 03.07.2019 16:07:43

Crpanuna 3/ 16

Hacroawuit ceprudurar b1 aBTOMaTHIECKH CreHEPHPOBAH,
HaHHble yTBEP/1€HbI OTBETCTBEHHBIM JTHLIOM



Bemyueno:

(‘) N O VA RTI S Hosapruc ®apmacsiotiika C.A.

D@apmacsloTikan Onepaimx3
Ponna Cta. Mapa 158

08210 bap6epa nen Bannec
Henanus

CEPTU®UKAT CEPUU
Ne ES1001002785815

Ipoaykr:

['nodanbhbIil MmaTepuan
Ne:
JlaTa u3rorosJieHus:

Cpoxk roaHocTu:

DOPAIUJT KOMEH 400/12 MKI™ 60+60 KATICVYJIbI-RU

717529 Cepusn No: BKW36
08.04.2019 IMporokona ananusa Noe: 4130113223
31.03.2021

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

NOKYMeHTALMs:

TecTbl Tpeboranus PesyabTaThl
[lepeuuHasg ynakopka (Popamun) CoOTBETCTRYET CTAHIAPTY CPABHCHMUS CootsetcTByeT
[NepBuunas ynakoska (Mudaonmnm) CoOTBETCTRYET CTAHIAPTY CPABHEHMUS CooTBeTcTBYET
Bropuunas ynakoska (Popaaun CooTBeTCTBYET CTAHIAPTY CPABHEHHs CooTBeTcTBYET
Kom6wn)

Huranarop CoOTBETCTBYET CTAHAAPTY CPABHEHHUS CooTBeTcTBYET
['naBHasA noanoxka CoOTBeTCTBYET CTAHAAPTY CPABHEHMS CootseTcTBYET
[Monnoxkka MHraIATOpA CooTBETCTBYET CTAHAAPTY CPABHEHUA CooTrBeTcTBYET
HucTpykums CooTBeTCTBYET CTAHAAPTY CPaBHEHMS CootseTcTBYET
@opanun HOMep cepun B cooreeTcTBUM € CooTBeTcTBYET

NEePBUYHOMH/BTOPUYHON YIIAKOBKOI

Crtpanuna 4/ 16

Hacroswuii cepTHUKaT Obl1 ABTOMATHYECKH CreHEPHPOBAH.
JlaHHble YyTBEpKACHBl OTBETCTBEHHAIM JIMLIOM




'y NOVARTIS

Brinyieno:
Hopapruc ®apmacbrotika C.A.
dapmackioTHKan Onepaiiuins
Ponpna Cta. Mapa 158
08210 Bapbepa nen Bannec

Hcnanus

CEPTU®UKAT CEPUH
Ne ES100100285815

Mpoaykr: DOPA[UJ1 KOMBH 400/12 (60+60) RU KATICYJILIC [MTOPOLIKOM JIJIA
WHI AJISLAN

[nodanbHbI MaTepual 717530 Cepnsi Ne: BKW36

No:

TecTsl TpeboBaHust Pe3y/ibTaThl

MuIOHHL HOMEDP CEPUH B cooTBeTCTBHH C CoOTBETCTBYET
MepBUYHON/BTOPHYHOI YTIaKOBKOM

dopaaun KomOu HoMep cepHu B COOTBETCTBHH C CooTBeTCTBYET
TepBUUHOI/BTOPHUHOH yNakoBKoH

Cpox roanocti dopaui komou 23 mecana CoOTBETCTBYET

JakJ4yeHue:

Cepus COOTBETCTBYET CrelHpuKaLmn HOPMATHBHO# l0KyMeHTalH. HacTOA UM YA0CTOBEPAID, 1TO JaHHas
uHpopMauus noiHHa U epa. HapaGoTka, ynakoBka v aHaTU3 cCpitit cooTBeTCTBYIOT TpeGoBanusam GMP.

OTBeTCTBEHHOE JIMLO:
JlaTa u Bpems:

JInuo, BeiAaBiee cepTHdHKAT:

JL01KHOCTh!
Jlarta u Bpems:

Crpannua 5/ 16

Annpea lereca Canuec
02.07.2019 17:12:31

Jlyaut Beneau Muier

VOJIHOMOUYEHHOE JIULI0
03.07.2019 16:07:46

Hacrosammii cepTidukar Obul aBTOMATHYECKH CreHEPHPOBaH.

JlaHHble YTBEP:KIEHBI OTBETCTBEHHBIM JIMLIOM




«TEBA ®APMAXEMMW»

CEPTU®HKAT BBIITYCKA CEPUH

Pacdacopanublil MPOAYKT:
HaspaHue NpoyKTa:

PCH BHYTpEHHMI HOMEP CEpUH
BHewIHUA HOMEP CepHH:

ApTHKY]I HOMEp!

Homep matepuana Hosapruc:
JlaTa Npou3BOACTBA!

Jata BhInycKa:

Cpok roJIHOCTH:

KonuuecTBo yNakoBOK:

CTpana Ha3HAYCHHA:
PerncTpalMoHHOe YI0CTOBEPEHHE:
JlekapcTaenHas Gopma:

Tun ynakoBkH:

Howmep otcnexunsanns PSB/GLC (ecan
NPUMEHHMMO):

Pabora:

YnakosaHo H3 6ank-cepuu
Hassanue NpoayKTa;

Homep cepuu:

Koa natbi:

Homep apTukya:

Jlata NpoU3BOACTBA:

JlaTa BBITTYCKA:

[TpumeyaHne K HepacdacoBaHHOMY
MPOAYKTY:

ConyTCTBYIOLINE MPOTOKONbI KOHTPOIISA

W3MEHEHMIA:

MUGIJIOHWU T 115 MHCAJISALIMIA 400 MKT 1X10 BJIMCTEPOB
(8X10 BAPBEPA) RU
D3500296

19C12MA

54056878
HenpuMeHHMO
12.03.2019

06.06.2019

02.2022

177272

HenpumeHuMo
Hernpumennumo

KancyJisl JU MHrajlaunu
brucrep

Henpumenumo

Bepeus: B Cepus: P906139 TlyHKT: 93107103 — DSSP Byneconun 400
mkr 8x10 PD

BYJIECOHHU]T 400 KATICYJIbI JUTA WHIATISILMHM BULK
G500329

19C12M

49709200

12.03.2019

28.05.2019

[X ] He oTMeueHO OTKIOHe Uil B X0/l npoLecca NPOH3BOACTES

HITH

[ ] Habmoznanich OTKIOHEHHA B X01€ MPOLIECCa NPOU3BOACTEA,
KOTOpbIE ObLN U3yHEHbI COTIACHO BHYTpeHHEl npoueaype
KOMIIETEHTHLIM JIH1IOM. MceneioBanue NMPHILLIO K 3aKTIOYEHULO, HTO
OTKJIOHEHNSA He BAMAIOT Ha Ge30macHoCTh M 3pHEeKTHBHOCTD MPOILYKTa,
uTO JOMYCKAET CePTHHHKALHIO.

CeblIKa Ha OCHOBHBIE/KPUTHUECKHE OTKIOHEHUS: «H/MY WIH
«iAeHTH(PHKALHOHHBIH HOMEP 3aMHCH»

[X] Her

UJIH

[ ] Ccbuika Ha JOKYMEHT 110 KOHTPOIO HIMeHEeHMI

Bce npuBeeHHbIE B 1aHHOM OKYMEHTE MPOLYKThI MPOH3BEICHDI komnanueii «®apmaxemn BB», Crencser 5,

2031 GA XaapiueM

Homep suiieH3un Ha usrotonnenue: 4094 F, Ceprudurar GMP Ne: NL/H 18/2003994,

HacToALMM Y0CTOBEPAIO, YTO aHHas MH(POPMALMA MOTHHHA H BEPHA. JlaHHas cepua MpojLykTa co3aaHa/
NpoM3BEIeHa, BKIIIOUAs YaKOBKY H KOHTPOIIb, Ha BLILICY TOMAHYTOM MeCcTe MPOM3BOJACTRA B COOTBETCTBHH C
npasunamu GMP 10KalbHOTO PEryIsTOPHOrO OpraHa i crienuduKalmeil perucTpalMoHHOro Y10CTOBEPEHHA
uMnopTHpylolueii cTpanbl. HapaboTka, ynakoBka 1 aHa/in3 cepiut cooTBeTcTBYIOT TpeGoBannaM GMP.

Jlata KOHEUHOTO BBIITYCKa!
dapmaLesT, yNOJIHOMOUYEHHOE IO

«®apmaxemu b.B.»

Crpanuna 6/ 16

(roanucaHo)
M.X. nen XapuHr

Crpanuna | u3 1 D500296

07.06.2019

Hacrtosumii cepTHdHKaT Obljl aBTOMATHYECKH CrEHEPUPOBAH.
JlanHble YTBEPIK/ICHbI OTBETCTBEHHBIM JIMLIOM



TEBA»

Ceprudukar ananusa
BYJIECOHW]T KATICVYJIBI 400 MKI" (ITEPBMYHBINA BAJIK)

Cepust Ne: G500329 Koa marepuana: 49709200
Harta npon3BojacTsa: 12.03.2019 HaeHTHHKAUHOHHDII KO 19C12M
Hdara anajuza: 10.04.2019

Brinyck no DP 3754769 001 C 01

cneunduraunn:

TecTnl Tpebosanus PesynabTaThl

Duznyeckne napameTpsl:

Onucanue

Paszmep kancybi:
JnuHa
upuna
[ToanuuHOCTH
- UK-Cnektpomerpus

- BOXAKX

Macca
Cpeauss Macca cOAEpsKUMOTO
OnHoponHoCTh 10 Macce

OaHOpPOAHOCTE COMEPKHUMOTO
(Eep.®. 2.9.6) (B2KX)
KonuuecTBeHHOE onpenenenue
Meroaom BOXKX
Bona
[Toctoponnue npumeck (BDXKX)
- [Ipumecs A
- [lpumecs D
- [1pumecs L
- Jliobas apyras

HEUAECHTH(HULHMPOBAHHAA TIPUMECH

- Cymma npumeceii

AdponHHaMHuecKoe

Kancynsl ¢ Henpo3pauHO# KpbIIe4Koi
PO30BOTO LIBETA M OECLIBETHBIM
NpO3payvHLIM KOPIYCOM, COoepKallie
Oenblit nopourok. Ha kancyne HaHeceH
aorotun PCH u nororun BUDE 400

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

Cooteercreyer Byneconnny CRS

CootsetctByeT byneconnay CRS

23.75-26.25 Mr
CooTBeTCcTBHE

CooTBeTcTBHE

106.4 — 123.6 % 0T 3aABIEHHOIO
KOJIHYECTBA

45-55%

He 6ounee 0.2 %
He Gonee 0.2 %
He 6onee 0.2 %
He Gonee 0.2 %
He Gonee 1.0 %

14 - 32% 3aABJIEHHOrO KOJMYECTBA

CootBercTBYET

15,8 MM
5,7 Mm

CootBercTBYET
CootseTcTBYET

24,89 mr
CootseTcTBYET

95-105 %

1154 %

BeinonHaeTcs neprHoanuecKku

Memnee 0,05 %
Menee 0,05 %
Menee 0,05 %
Menee 0,05 %

Menee 0,05 %

29 %

pacnpeseneHHe MeJIKOIHCTIEPCHBIX
vacTull (MeHee 5,3 MxM) (BOIKX)
OnHOPOAHOCTE BBINMYCKAEMOI
10361, BOXKX

- BCE KarcyJibl

- He MeHee 9 Kancyn

- CpeaHAA BbIIIyCKaemas J103a
Cymma AdpobHbIX
MHKPOOPraH13MOoB

0T 65 10 135 % 0T cpeaHero couepxKanus 90-108 %
ot 75 1o 125 % oT cpesiHero coaepxaHus
He menee 80 % 3asBiieHHOr0 KOJHUYECTBa 92.%

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

«Dapmaxemu 66»
Ceencgee 5
Xaapnem
Hudepranowe
Juyensua na npouszeodemeao. 4094F
Crpanuua 1 u3 2
Crpanuua 7/ 16

Hacrosuwwmii ceptudukar Gbljl aBTOMATHUECKH CreHEPHPOBaH.
JlaHHble yTBEp:K/I€HbI OTBETCTBEHHBIM JIMLIOM



«TEBA»

Ceprudukar anaiusza
BYJIECOHU]T KATICYJIBI 400 MKT (ITEPBUYHBIN FAJIK)

Cepus Ne: G500329 Kon maTtepuana: 49709200
Jdarta nponssoacrsa: 12.03.2019 HaenTudpukaunonnslii kon:  19C12M
Jarta ananusa: 10.04.2019

Brinyek mo DP3754769 001 C 01

cneuHpuranmnmn:

TecTnl Tpedosanus PesynbTaThl
Cymma [lposiku U nieceHs He 6onee 10 KOE/r 0 KOE/r
KenueycroiuuBble rpam- OTCyTCTBYHOT/T OTecyTCTBYHOT

OTPHLATENbHbIE faKTEpUH

Staphylococcus aureus OtcyTeTByIOT/T OTcyTCTBYIOT
Pseudomonas aeroginosa OTeyTeTBYIOT/T OTCyTCTBYIOT

Cepusi cooTBeTCTBYET crieunpHKAUHI HOPMATHBHOI 10KyMeHTaunn. Hacrosiuum yaoctogepsiio, uto
AaHHas nHpopmauus noauHHa 1 Bepua. HapadoTka u aHanu3 cepun npoBepeHbl H COOTBETCTBYIOT
TpeGoBanusam GMP,
HacToslnm ynoctosepsio, 4o aHHas uHdopMalis MoUTHHHA U BepHa. HapaGoTka W aHain3 cepuu Np oBepeHbl
M COOTBETCTBYIOT TpeboBaHuaM GMP.

Cepus BoINyuieHa Hpre nen Xapuur-Buccep
JdonkHoeTs dapMmaleBT, yoJHOMOYEHHOE JTHII0
JaTa BbInycka 28.05.2019 12:28:36

[Tockonbky nanHbll JOKYMEHT MONYYEH ¢ MOMOLILIO BATHAMPOBAHHOI CHCTEMBI yIIpaBiieHus nHdopMalmeit,
JaHHBIA JOKYMEHT COAEPKHUT JJIEKTPOHHYIO MO/THCh.

«@apyvaxemu 66»

Ceenceez 5

Xaapnem

Hudepnanow

Jhuyenzua va npousgodemeo: 4094F

Crpanuna 2 u3 2

Ctpannua 8/ 16

Hacroswuii ceptudukat 6611 aBBTOMAaTHHECKH CTEHEPHUPOBAH.
JlanHble YTBEP/1eHbI OTBETCTBEHHBIM JTH1IOM



«TEBA»

CepTuduxkar anaausa

BYJIECOHM]T KATICYJIbI 400 MKI™ (ITEPBUYHBIN BAJIK)

Cepus Ne: G500329 Koa maTepuana:

JlaTa npou3BoACTBA: 12.03.2019 MaeHTHOHKAUHOHHBIN KOI:
JaTa anajusa; 10.04.2018

Beinyck no 1200.5696

cneuupHKaALNH:

TecThl Tpebdosanusn

Onucanue Kancy/isl ¢ HENpO3payuHoil KphILIEUKO#H

Pazmep Kancylibl:
HnuHa
[IInpuna
[MoanmuHHOCTE
- UK-CnekTpomeTpus

- BOXKX

Macca
CpenHsas Macca cOIEpKHMOro
OIHOpPOIHOCTL MO Macce

OHOPOIHOCTh COJIEPIKUMOTO
(Egp.®. 2.9.6) (BIKX)
KonuuecTeeHHOE onpesiesieHHe
mertogoM BOXKX
Bona
[MpoayxTel pacnana (B2XX)

- Jlrobas EP npumech

- Jlroas apyras

HEHAEHTHUUUPOBAHHAN IPHMEChH

- Cymma npumecei
A3pOIHHAMUYECKOE

pacrpe/ie/ieHHe METKOAUCTIEPCHBIX
yacTtul (Menee 5,3 MkM) (BDIKX)

OnHOPOIHOCTH BHIMTYCKAEMOM
nosel, BOXX

- BCE KarCyJibl

- He MeHee 9 kancyl

- Cpe/iHsAA BblIyCKaeMas 103a
Cymma A3poOHBIX
MHUKpPOOpPraHH3MOB

Cymma JIpo#&Ku U IIeceHb
JKenueycToiunsbie rpam-
oTpULATeNbHbIE DaKTEPHH
«Dapmaxemu 68»

Cgenceez 5

Xaapnem

Hudepnanoel

JTuyenzus npouseodcmaa : 4094F

Crpannua 9/ 16

PO30BOro LBeTa H OeCUBETHBLIM
MPO3pavHbIM KOPIYCOM, COJlepKallHe
Genblil nopoiwok. Ha kancyne HaHeceH
norotun PCH u norotun BUDE 400

15.2-16.1 mm
< 6.2 MM (£5.8 Mm)

Coorsercreyet Byneconuay CRS

CootsetctByeT Byneconnay CRS

23.75-26.25 mr
CoOoTBETCTBHE

CoOTBETCTBHE

106.4 — 123.6 % OT 3as1BJIEHHOIO
KOJIMYECTRA
45-55%

He Gonee 0.5 %
He 0onee 0.2 %

He Gonee 1.0 %
14 - 32% 3aABJEHHOI0 KOJIMUECTBA

ot 65 no 135 % oT cpe/iHero coaepxaHus
or 75 10 125 % OoT cpe/iHero conepKaHus
He meHee 80 % 3asaBJI€HHOIO KOJIHYECTBA
He 6onee 100 KOE/r

He 6onee 10 KOE/r
OTcyTeTBYIOT/T

Crpanuua 1 u3 2

49709200
19C12M

PesynbTaTel

CooTeTcTBYET

15,8 MM
5,7 MM

CoOTBETCTBYET

CooTBeTcTBYET

24,89 mr
CooTBeTCTBYET

95-105 %
1154 %
BelinosHseTcs nepuoiH4yecKu

Bremonusiercs NepHOIUYECKH
BbinosiHsAeTcs Nepuoaniecku

BoinonHseTcs NeproinyecKu
29%

90-108 %

92 %
Menee 5 KOE/r

0 KOE/r
OTCYTCTBYIOT

Hactosiuuii ceptiudurat 6b11 aBTOMaTHYECKH CTEHEPHPOBAH.

ﬂaHHLIe VTBEPK/ACHBI OTBETCTBEHHBLIM JTHLIOM



«TEBA»

Cepruduxar anaausa
BY IECOHU]] KATICYJIbI 400 MKT (ITEPBUYHbIN BAJIK)

Cepus No: G5010329 Kon marepnana: 49709200
JlaTa mpou3BojAcTBA: 12.03.2019 Unentnguraunonnstii kox:  19C12M
JlaTa ananusa: 10.04.2019

Beinyex no 1200.5696

cneungHKaunmn:

TeeTnl Tpedosanus PesyabTaThl
Staphylococcus aureus OTcyTeTBYIOT/T OTcyTCTBYIOT
Pseudomonas aeroginosa OTcyTCTBYIOT/T OTcyTCTBYIOT

Cepus COOTBETCTBYET crneunduKaunin HOpMaTHRHOI JokymenTaunn. Hactosiumum yaocToBepsiio, 4To
AaHHast MHpopMauus noIMHHA 1 BepHa. HapaGoTka u aHan3 cepHH NPOBEPEHbI H COOTBETCTBYHOT
TpeboBanuam GMP.
HacTosummM ya0cToBepsio, uTo JaHHas nHdopMalua noutiHHa 1 BepHa. HapaboTka u aHanus cepuH NpOBEpPeHbI
1 COOTBETCTBYIOT TpeboBanusam GMP.

Cepus BbINylIEHA Uke nen Xapuunr- Buccep
JomxkHocTh @apMaleBT, yIOJIHOMOYECHHOE THLIO
Jara BeInycka 28.05.2019 12:27:44

ITocKkonbKY ZaHHbIM JOKYMEHT MOAYYEH ¢ TMOMOLIBI BAIMAHPOBAHHON CHCTEMBI yNpaBaeHHs HHdopmauneii,
J@HHBII JIOKYMEHT COACPIKHT EKTPOHHYIO MOMHCE,

«Dapmaxemu 66»
Cgenceez 5
Xaaprem
Huodepnanowi

Juyenzus na npouzsodcmeo: 4094F

Crpanuna 2 u3 2

Crpanuua 10/ 16

Hacroswmnit ceprudukat ObIT aBTOMATHUECKH CIEHEPUPOBAH.
JlaHHble YTBEPKIEHbI OTBETCTBEHHBIM JIHLIOM



IMpousseaeno:

Hosapruc ®apmacsrotika C.A,
dapmaceioTukan OnepsiiiHz
Ponna Cta. Mapa 158

08210 bapGepa nen Bannec

Hcnanus

CEPTUO®UKAT AHAJIU3A
Ne ES100100284614

Mpoaykr: DOPAJTAJT 12 mkr BJIMCTEPBI C KAIICYJIAMHU =10 RU-INT

[nodanbhblii maTepuan Ne: 885695 Cepust Ne: BKMS53

Jara npousBoacrea: 08.04.2019 AHannz Ne 4130112330

CpoOK roasocTu 31.03.2020

HopmaTugHas DP 3746732 001 R 2

AOKYMEHTALHSA:

TecThl TpeboBanus PesyabTaTthl

[TepBuuHas ynakoBka CoOTBEeTCTBYET CTAHAAPTY CPaBHEHUS CootBeTCTBYET

Bropuunas ynakoska COoOTBETCTBYET CTAHAAPTY CPABHEHMSI CooTBeTCTBYET

Homep cepun Co0TBeTCTBYET NePBUYHOI/KOHEUHOIH CooTeeTcTBYET
yNakoBKe

Cpok rogHocTH 23 mecdAua CooTBeTcTBYET

Jak/ouenne:

CepHs COOTBETCTBYET crielM(UKaLHK HOPMATHBHOI JoKyMeHTaunu. HacTosAlMM yI0CTOBEPAIO, YTO J1aHHas
HH(OpMaLIMA NMOATHHHA W BepHa. HapaGoTka, YNakoBKa M aHATH3 CEPUH COOTBETCTBYIOT Tpebosanusam GMP.

OTBeTcTBEHHOE JIHLO:
Jdata u Bpems:

Amnjnpea Jlerca Canues
25.06.2019 14:49:17

JInuo, Be1AaBLICE cepTHOHKAT: Jlxyaut benenun Munner

J1OJIZKHOCTD:
Jara u Bpemsi:

Crpanuua 11/ 16

YnoaHoMo4YeHHOE IULO
25.06.2019 16:20:22

Hacrosmuii ceprudpukar Obu1 aBTOMaTHUECKH CrEHEPUPOBAH.

ﬂﬂHHble YTBEPZKIACHBI OTBETCTBCHHbLIM JIMLIOM




) NOVARTIS

Ilpousseneno:

«HOBAPTHUC ®APMA ILITENH Al'»

Hladxaysepurrpacce

4332 lreitn
Lseitiapus

CEPTUDOUKAT AHAJIU3A
Ne CH120100423170

TMpoaykr: GOPAJIMII KATICYJIBI C [TOPOLUKOM U1 MHTAJIALIMW 12 MKT'. 008 JIJ1A
YITAKOBKH IN BULK
I'nobanbHblii maTepuan Ne: 857527 Cepusi No: SMP22
JlaTa u3rotoBJjieHusi: 08.04.2019 IMpoTokon ananusa Ne: 4100395915
HopmaTtugHnas DP 3746732 001 R 2
JAOKYMEHTALHS:
Hudopmauns o
TecTHPYIOLLeM caiiTe:
HaumeHoBanne Anpec Ne GMP ceprudukara
Hogapruc dapma Llreiin AI' | LLladdxaycepiutpacce 18-0750
4332 redn
[Haddxayceprpacce
Hogapruc @apma [reitn AT | 4332 IlIteiin 18-0834
TecTsl TpebosaHus PesyabTaThl
OnucaHHe: LBET COAEPKUMOro Benbiit Benmit
OnucaHue: BHELIHHIT BUI COAEPKUMOro CpoBoHO chIMyHHii MOPOIIOK CB0o00aHO ChIMyUHil
MOpPOIIOK
OnucaHue: UBET Kancy/ — KpbIIEYKa U KOpIyc [Ipo3paunsie [Tpospaunsie

Onwucanue: rpaupoBka Ha kpbliuedke U kopnyce CG/ FXF (yepHeIMH uepHUIaMHU)

OrnucaHue: pazMep KarcyJibl

Pazmep 3

TBUHOBBI UMIUHBKED: (paking MeTKuX yactuir 15 — 35 %

CpenHasa Macca cOAepRUMOro 225-275wmr
[Mopnuuuocte MeToioM TCX: dopmoTepona CoOTBETCTBYET CTAHAAPTY
(ymapat auruapar CpaBHEHMA

[MomuHHOCTE MeToaOM BDXKX: dopmorepona CoOoTBETCTBYET CTAHAAPTY

dymapar auruapar

CpaBHEHHA

CG/FXF
CoorseTcTBYET
27 %

253 mr

COOTBETCTBYET CTAHAAPTY
CpaBHEHUs

CoOTBETCTBYET CTAHAAPTY
CpaBHEHHs
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Hacrosimmnii cepTudukart 6b11 aBTOMAaTHUECKH CTEHEPHPOBAH.

ﬂaHHbIe YTBEPKACHBI OTBETCTBEHHBIM JTMLIOM




) NOVARTIS

IMpousseneno: .
HOBAPTHC ®APMA IHTEHWH AT’

[Haddxayzepurrpacce
4332 Ilreiin
[IBeiinapus

CEPTUOUKAT AHAJIU3A
Ne CH120100423170

IMpoaykr: ®OPAJINII KATICYJIbI C TOPOLIKOM JIJISI HHIAJISILIMA 12 MKT. 008
JUTA YTTAKOBKH IN BULK

I'nodanbublii maTepunan Ne: 857527 Cepus Ne; SMP22

TeeTnl Tpedosanns Pe3yabTaThl

[Tonnnunocts metonom BOAX: dopmotepona COOTBETCTBYET CTAHAAPTY CoOTBETCTBYET CTAHAAPTY

¢hymapaT aMruapar CpaBHEHHSA CpaBHEHHs!

OnHOpOIHOCTH BRICROGOK AaeMOit 103bI METO10M 10-30 10

BOXX: unciio uciie 10BaHHbIX e THHHIT

OnHOpoAHOCTL BHICBOOOKIAEMO 1103l METOIOM 8.5—-11.5 mkr 9,7 MKr

BOXX — dopmotepo: cpenHss BhICBOOOK1aeMan

no3a

OnHOPOAHOCTD BbICBOOOXK1AEMOIT 1031 METOIOM - 0

BD2XKX — dopmorepos: Uueino kancys, HaXoasuxcs

BHe npenaenos £25% ot cpeaneil BuicBobOXk 1aeMoit

J103HI

OIHOPOIHOCTE BICBODOMKAAEMOI 10361 METOI0M - 0
BOXKX — ®opmoTepon: Yueno kancy, HaXoAAmHXcs

BHE nipenenos £35% oT cpeiHeil BbicBOOOK 1aeMO

Z103BI
OnHOpoIHOCTD BLICBOGOAK AAEMOIT 103bI METOI0M CootsetctByer crietupukaunu CoOTBETCTRYET
BOXX : ®opmotepona rymapart auruapar cneunpukanmmn

Crpanuua 13/ 16
Hacrosawuii ceprudukar Obl1 aBTOMATU4ECKH CTEHEPUPORAH,
JlaHHble YTBEp K 1€Hbl OTBETCTBEHHBIM JIHIIOM




Uy NOVARTIS

[Tpousseneno: .
HOBAPTHUC ®APMA ILITEHMH AT

[Maddxaysepurpacce
4332 llTein
lsedinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100423170

IMpoaykr: ®OPAJINIT KATICVYJIbI C TTOPOLLUKOM JUJIA MHTAJISALIMA 12 MKI. 008
JUIA YITAKOBKH IN BULK

Inodaneubiii maTepuan No: 857527 Cepust Ne: SMP22

TecTbl TpeboBaHus PesyabTarhl

[IpomykThl pacriaia metogom BOXX: Sch-2566 He Gonee 0.5 % <0,1 %

[MponykThl pacnana Meronom BOXKX Sch-2570 He Gonee 0.3 % <0,1 %

[IpomykThl pacnana Metonom BOAKX: Sch-2571 He 6onee 0.3 % <0,1 %

[MpoaykTsl pacrnaaa merogoM BIXKX: Sch-2575 He Gonee 0.3 % <0,1 %

IMpoykTel pacnaaa metonom BOXX: Sch-2576 (CGP He Gonee 0.3 % <0,1 %

70886)

[ponykTel pacnaaa Metojaom BOHX: Sch-2729 He Gonee 0.3 % <0,1 %

[poaykTel pacnaja MetogoM BOWX: Sch-3054 He 6onee 0.3 % <0,1 %

[MpoaykTel pacnaaa MetosomM BOXKX: rouHo He He 6osee 0.3-% <0,1%

YCTAHOBJIEHHBIX

Crpanuna 14/ 16

Hacrosumit ceprudukat OblJ1 aBTOMATHYECKH CTEHEPUPOBAH.
JlaHHble YTBEPAKAEHbI OTBETCTBCHHBIM JTHIIOM




) NOVARTIS

[Ipousseneno: .
HOBAPTHUC ®APMA IIITEMH Al

[Tadydpxayzepmrpacce

4332 Ulreitn
[seiitapns

CEPTUO®UKAT AHAJIU3A

Ne CH120100423170

[MpoaykT: ®OPAJIAJT KATICVIIbI C TIOPOILIKOM JUUTSI MHTAJISILIMM 12 MKT. 008
JUI YITAKOBKH IN BULK

I'nodanbublii matepuan Ne: 857527 Cepus No: SMP22

TecTsl TpeboBanus PesynbTaThl

[MpoaykTsl pacnaza Metoaom BOIKX: He Gonee 0.3 % <0,1 %

HeUIeHTHOULHpYeMble Kak a0

Cneunduyeckue npoaykThl pacnana: Sch-2567 He 6onee 0.3 % <0,1 %

(CGP 47086 A)

CymMma npoyKToB pacnaja, Bkiatouas Sch-2567  He Gonee 0.4 % <0,1 %

(mcki. Sch-2566)

Cymma nponykTtos pacnaja, Bkmouaa Sch-2567  He Gonee 0.9 % <0,1%

O61ee coneprkanue adpolOHbIX GakTepHit He Gonee 200 KOEB I 1 10 KOE/r

(TAMC)

ConepikaHne IpOKKEBBIX W MJIECHEBBIX rPHOOB He Gonee 20 KOEB I 1

(TYMC)

Pseudomonas aeruginosaB | r

Staphylococcus aureus B | 1

He nomxHel 0OHapyKUBATHCS
He nonsxHel oOHapy:KUBATLCS

Menee 2 KOE/r

He oOHapy:kuBatoTCs
He oGHnapyxkuBatoTcs

Crpannua 15/ 16

Hacrosmuii cepTuukar Ob11 aBTOMaTHUECKH CrEHEPUPOBAH,

JlaHHbIE YTBEPAAEHBI OTBETCTBEHHBIM JTHLIOM




) NOVARTIS

Ilpousseneno: .
HOBAPTHUC ®APMA IITEHMH AT

Mladdxayzepmrpacce
4332 Ulreiin
[leiinapms

CEPTUOUKAT AHAJIU3A
Ne CH120100423170

IMpoaykr: DOPAJIUJI KATICVJIBLI C ITOPOILIKOM JIJ1S1 MHTAJISILIMA 12 MKT. 008
JULST YITAKOBKH IN BULK
[nobaneHeiii maTtepuan Ne: 857527 Cepusi No: SMP22
Teers Tpedoranus Pe3yabTaThl T
Staphylococcus aureus 8 1 r He nomxknel obHapyxusathes He oOHapyskuBatorces

JKenueycroiiuueble rpamM-oTpuuaTebHeie 6aktepun  He 107mKHsI obuapyxuBatecs He oGnapyxusatorcs
Blr

OnHopoHOCTh 103HpOBaHNsS MeTo0M BOKX: 10-30 10
YHCIIO MCCJIE10BAHHBIX €HHHMLL

OaHOPOHOCTL 103MPOBaHHA MeTo10M BIJKX — - 92.7 %
DopMOTEPON: MUHUMYM

OnHoponHocTh 103MpoBaHds MeTooM BOKX — - 103.5 %
DopmoTeEpoI: MaKCUMYM

OnHOpOIHOCTL 103UpOBaHHA MeTotoM BIIKX — - 33%

dopmoTepos: CTaHAAPTHOE OTKJIOHEHHE
OnHoponHocTs 103upoBaHus MeTogoM BIMKX —

PopmoTepoa (pymapar AMrHAPaT: NOKA3aTeNb He Gonee 15,0% 7.8 %
TIPHEMITUMOCTH

OnHopoaHocTs 103HpoBanns MeTonoM BOKX — Coorsetcteue TpeGopanmsiMm  COOTBETCTBYET
DopmoTepon: Egrp. @., @. CLIA, fn. @,

Konuvectsentnoe onpenenexne Metogom BOXKX: 97.5-110.0 % 100.2

DopmoTepona pyMapaT AUrHAPaT

3aka4eHnHe:

Cepust cooTBeTCTBYET CrielHpUKALIN HOPMATHBHOI ToKyMeHTaLMK. HacTos M YAOCTOBEPAIO, YTO AaHHas
nn(opmMauns noamHEa 1 BepHa. HapaGoTka 1 aHans cepuu npoBepeHbl 1 COOTBETCTBYIOT TpeboBaHuAM GMP,

OTBeTCTBEHHOE JTHIO: Anekcanap JlennTsuur

JlaTta u Bpems: 13.05.2019 11:47:58

JIuuo, BbinaBLIee ceprudukaT: Anexcanap JleAMT3UHT
JoKHOCT: Creunanuer otzaena kadecTsa
JlaTa u Bpems: 13.05.2019 11:47:58
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Hacrosiunit ceprudukar Gbin aBTOMaTHUECKH CreHepHPOBAH.
JaHHble yTREPK/IeHbl OTBETCTBEHHBIM JIULIOM




