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Cevinka: 2803211324

A l\{ovartis
Division

Bbinywen:

Canwrac ®apma [mbX

Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
[epmaHus

Ten: +49 39205 420
JIWLEH3UA Ha NPOW3IBOACTEBO!
DE_ST_01_MIA_2019_0029

CEPTUPUKAT COOTBETCTBUA

IIpoxykrT
JozupoBKa

Ynakoeka

Obbem ynakoBKn

Kon

Cepus Cangos

Jdata 1ipou3soacTBa
Cpox rojHoeTH

Anpec Npon3BOAUTENRS

Brinyckalwomuii caiit:

Tecrupyrowmmii cafiT:

Ctpana mmmopTep:
Poccuijckas @eacpauus

Toprosoe HauMeHOBaNIHE

JlekapcTeeHnas popma

KETONAL (KETOHAJI) 30G CRM RU
KETOHAIL
5%

Kpem

Ty6a

1l Tybax30r
499820
LC4084
13.01.2021

Tun ppltlycka: BaITyck Ha PEIHOK

Jarta seimycka: 29.03.2021
31.12.2025 KomugecTro: 25596 v,
CAJIOTAC PAPMA TMBX  Jluuensua:DE_ST_01_MIA_2019 0029
Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen Germany

CAJTFIOTAC ®APMA I'™MBX Junensns:DE_ST_01_MIA_2019_0029
Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen

Germany

CAJTFOTAC ®APMA 'MBX

Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen

Germany

Perncrpanmuonsoe yr0crogepenue:

[TN013942/04

Obmui oobem
Ajpec NpoH3IBOIATE /S

Cocrag:
[IpoayxT KETONAL (KETOHAJ) CRM 5% DE21 EU V1
Koa 42003351 bask upoayxr

792.8 xr Cepun: LB4418
CAMIOTAC ®APMA ['MBEX  Jluuensun: DE_ST _01_MIA_2019_0029
Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen

['epManust

Crp.: 1/4  *B napHoM N0KYMEHTE NMOCTABNEHA NEKTPOHHAR NOMITHCH B COOTBETCTBUM CO cmmmpmayr@%‘an’da
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artis Buinywen: Caniotac ®apma MbX
r
gi\{:{ig[\?n = Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
{'epmanna

Ten: +49 33205 420
NnueHava Ha NpoN3BOACTBO!
DE_ST_01 _MIA_2019_0029

CEPTH®UKAT COOTBETCTBWA

Ccebinka: 2903211324

[MpoayxT KETONAL (KETOHAIJT) 30G CRM RU

Toproeoe naumenosanune KETOHAJI

Homep maTepuana 499820 Cepuga Canpgos: LC4084
Cocras:

ITpoaykTr KETOPROFEN (KETOITPO®EH) N ZHJI PW C EU

Kox 40000765 Axr.dapm. cybetaniuus  Cepus: BS86082

ANpec npoH3BOAMTENR Henxnanr JHkuy Koy dapMackloTHKan

Waisha Road 99

Zhejiang Province
Jiaojiang District
318000 Taizhou City
Kurali

Cepnst mpon3BoacTBAS 2014005200701

Ctp.:2/4  *B panrom HoKyMEHTE NOCTABACHA JACKTPOHHAA MOANKCH B COOTBCTCTRHH CO CTaHAapToM Capfios ——



A Novartis Buinywen: Cantotac dapma I'moX
& \' D[v;gmn Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
FepmaHus

Ten: +49 39206 420
MueH3INA Ha NPON3BOACTEO:
DE_ST_01_MIA_2019_0029

CEPTU®UKAT COOTBETCTBUA

Cewinka: 2903211324

Hpoaykt KETONAL (KETOHAJI) 30G CRM RU

Toprosoe HaumerdoBanne KETOHAJ

Homep maTepnaJa 499820 Cepus Canpos: LC4084
3aKntoyeHue:

HacrosuuM noaTsepxaaly. YTo BCe MPOM3BOACTBEHHBIE ITAMb! TOH NapTHH FOTOBOH MPOAYKUHHK ObIAK NPOBEAEHB! B NOJAHOM
COOTBETCTBHUA ¢ TpebGoraHuaMu GMP u TpeGoBannam GMP EC u (xorga we B EC) ¢ TpefoBaHnIMKM PEryNaTOpHsIX OPraHOB
CTPaHBI/CTPAH HA3HAYEHMUA.

[pony kT ynakosaH 1 npoMapkuposat B coorreTcTBun ¢ HI IT NO[3942/04-1 10516 uam. -2

Anpec npou3soncTea AkTHBHOH PapM.Cyberanuun: Kemxuanr xunyxoy PapMacetotnkan Ko, Jita.

JlexaperrenHas dopma yxazaHHas B CoA/CoC mospiHa ObiTh HHTEPOPETHPOBAHA KaK: KpeM [N HAPYKHOro
fIPUMEHEHUA.

[Mepeuyman ymakoeka: no 30 © nOMEMAOT B ANIOMHHMEBYIO TYOY, 3aNasHryio MeMOpaHol Ha ropasitike TYSkL. YKYNOPEHRY IO
3aBHHYHBAIOLIMMCA MAACTMACCOBSIM KOANAYKOM, CHAGKEHHHIM KOHYCOOGPa3HbIM NpUCTOcOGNeHNeM 14 MPpokona MeMOpaH..
Bropuunas ynakoBka: no 1 Ty6e BMeCTe ¢ HHCTPYKLMEHN MO NPHMEHEHHIO B NAYKY KAPTOHHYIO.

MapxupoBka:

Ha nepsu4u0H ynakopke (Ty6¢) Ha pyCCKOM A3BIKE YKA3BIRAIOT,

Toprosoe HaHMEHOBaHHeE Npenapara ¢ npeyNpeanTeNbHOR MapKHPOBKOR ®, MEXIYHAPOIHOE HENATEHTOBAHHOE HAHMEHORAHHE,
NEKAPCTBEHHYIO (POPMY, KOHLEHTPALMAIO, KOAMYECTBO JIGKAPCTBEHHOMO Mpenapata B YMAKOBKE, HAUMEHOBAHHE M COAEPHKAHHME
IelCTBYIOWEro BemecTBa B 1 © KpeMa, MepeyeHb BCMOMOTATESTBHBIX BEWIECTB, CROCOB MPUMEHEHHA, NMPEAYNPEANTENBHBIE
HaanucH: «BHUMAaTENEHO NPOUHTAlTE NPHAATAEMYI0 MHCTPYKIIHIO TIEpen NpPHMEHEHKEM MpenapaTay, « XpanuTh B HEAOCTYNHOM
AN AeTeH MecTe»), Haamucyu: « YMeuslnaetr Goap W BocnancHuey, «deicteyer 10 12 4acoB», yCNOBHA XPaHEHHA, HOMEpP CEpHH,
CpOK FOSHOCTH (TOMeH 10), HAHMEHOBAHHE, aApec, CTPAHY H NOTOTHN AeprkaTe/lq PEFMCTPALMOHHOTO YIOCTOBEPEHHA, BHY TPEHHHE
KO/l KOMNAHHH-TIPDOUIBOAHNTEA.

Ha BTOpHYHOH yMakeBKe (XapPTOHHOM TTaYKe) HA PYCCKOM A3bIKE YKA3BIBAIOT!

Toproroe HanMeHORAHNS NpENapara ¢ NpeAyNpeaMTeibHOH MapkupoBKkoi ®, MeWAYHAPOAHOE HETIATEHTOBAHEOE HANMEHOBAHYE,
NEKAPCTBEHHYK) (IOpMY, MO3HPOBKY, KONWYECTBO ACKAPCTBEHHOrO Mpenapara B YMaxOBKe, HaWMEHOBAHHE M COHEp:KaHUe
pefetByiomero sewecTsa B [ 1 kpeMa, NepeveHk BCMOMOraTeNLHBIX BELIECTB, CNocof NpHUMEHEHHSA, MpeAyNpENnTENbHbIE
Hannvck: «BEAMAaTENbHO MPOUHTANTE NPHAAraEMYH HHCTPYKLMIO NIepel NPUMEHEHHeM fpenaparay, «XpaHHTb B HEJOCTYITHOM
Ang Aetedl MecTen), HanmMcH: «YmeHblwaer Gonp W BocmaneHue», «lleficTeyer 00 |2 4yacoBy», YCHOBHS XPaHESHHWS, YCNOBHA
OTITyCKa, HOMEP CEPUN, CPOK FORHOCTH (FOAeH RO), 1aTY MPOH3BOACTBA, HOMEP PETUCTPALHOHHOTO YAOCTOBEPEHNS, WTPHX-KOA,
CXeMy BCKPBITHA TYObl, HAHMEHOBAHHE, AIPeEC, CTPAHY H HOTOTHIT AEPXATE/AA PETHCTPALUKMOHHOMO Y A0CTOREPEHRNA, HAHMEHOBARNE
H CTPAHY KOMITAHMH-NPOUIBOANTENA, BHYTPEHHUE KOAB KOMNAHHH-NPOH3BOANTENS.

JonoiHuTensHo MoOXeT ObiTb HaHeceHa HHGOPMAUMA ANS MOHHTOPHHTA JBHXKEHHMA [1EKapCTBEHHBIX MpPenapaTtos OT
NPOUIBOAHTENR N0 KOHEYHOrO NOTpebUTENs.

XpaHenue: Tlpu Temnepatype He Beiuie 25°C

KommenTapun:

B npouecce npoM3BOACTBA NPONYKTa He Gblao 3a(pHKCHPOBAHO KAKHX-NMG0 OTKIOHEHHH, KOTOPbIe MOTH §5) BAUATE Ha BBLINYCK
NpoayKT.

Crp.: 3/4 *B laHHOM J0KYMEHTE NOCTABJIEHA 3/eKTPOHHAA ITOAMUCE B COOTBETCTBHN CO CTaHIR oM - CaFmod’




! A Novartls Buinywen: Cantotac ®apma MmoX
S " z Division Site Osterweddingen Lange Goehren 3,
39171 Suslzetal OT Osterwedding.
MepmaHus
Cowinka: 2903211324 Ten: +49 39205 420

NIMLUEeH3MA HA NPOU3BOACTBO:
DE_ST_01_MIA_2019_0029

CEPTUPUKAT COOTBETCTBHA

Ipoaykr KETONAL (KETOHAJI) 30G CRM RU

Toproeoe nanmenosanne KETOHAJI

Homep matepuana 499820 Cepus Canpos: LC4084
Buinyck cepan / CepTuduiat co3nan Kcaba Tos, menemkep nabopatopun DEOS / QC & QP
Buinyck cepun / lata cepTedukata / Bpema 29.03.2021/11:23:45

JaTa co3nanng ceprngmkara / Bpema 29.03.2021/11:24:15

Crp.: 4/4




'SANDOZ:::™
Diviston

Cceinka: 000000338510

Beinywen: Canotac ®apma MvdX

Site Osterweddingen Lange Goehren 3,

39171 Suelzetal OT Osterwedding,
FepManus

Ten: +49 39205 420

JIMUEH3IURA Ha NPOU3BOJCTRO:
DE_ST_01_MIA_2019_0029

CEPTHU®HUKAT AHAJIM3A

Hanmenopanne: KETONAL (KETOHAT) 30G CRM RU

Toprosoe HauvieHopanue: KETOHAT

Homep maTepnana: 499820
Matepnan baak 1: 42003351

Cepun Canao3; LC4084
Cepun bank 1: LB4418

Hosep kouTponshoil mapruu: 000408287951

Jarta npounssoactea: 13.01.2021

lNooen no: 31.12.2025

Hanewarannas gata neredenun cpoka roasoctn 1: 12 2025

K_Hcm,n'a HH3

TexHHUECKNE YCIO0BHS

PezyabTaTsl

kncnota (BOXX)

| Cpennsa Macca HanonHesus USP He menee 30,0 r 30,71
{USP)
OnucaHue: Benvlit  unu  noutu  Genbiit | COOTBETCTBYET
(OpraHONenTHYECKHI) rOMOTEHHBIH Kpem
pH 3,0-50 39
{MOTEHUNOMETPUH eCKU)
Pasmep qactill <60 MKM > 98 % vacTuu 100 %
(Ep.@. 2.937)
[MonauHHocTe Ketonpoden J0MKHO COOTBETCTBORATD CooTEeTcTBYET
(BOAX)
[MoanukHocts MeTHnnaparuapokcubeHsoar JlomKHO COOTBETCTBOBATD CootBeTcTBYST
(B2XKX)
IMoanvKHOCTL [TponunnaparuapokcHben3oaT JIOTAHO COOTBETCTBOBATE CooTeeTcTBYET
{(B2XX)
KonuuecTBeRHOE onpeneneHne: 45,0 =550 mriT 50,3 Mrit
Ketonpojen
(BOAX)
KonuuecteeHKOe onpeneneHue: 1,80 - 2,20 Mr/T 1,99 mr/r
Metunnaparunpokcubessoart
(BIKX) |
KonuyecTBeHHOE OnpeneneHHe: 0,45-0,55 mrir 0,50 Mr/T ]
Mponunnaparuapokcudensoar 1
(BKX) |
[Tpumeck:2-(3-xapbGokcudeHNT) MPOTUOHOBAA He Gonee 0.5 % < 0.1% |

CTp | u3 3. B 2annHoM AOKYMEHTE NNOCTAaB. ICHA > IEKTPOHHAA NTOINUCE B COOTBETCTBHU CO CTaHnapgew@a-
0,0 ¢
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A Novaris
m Division

Ccbinka: 000000338510

Boeinywen: Canwrac ®apma FMEX

Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
Fepmanna

Tel: +49 39205 420

JIMueH3unA Ha NPOU3BOACTRO:
DE_ST_01_MIA_2019_0029

CEPTHUD®UKAT AHAJIU3A

MpoaykT
Homep maTepuana

KETONAL (KETOHAJ) 30G CRM RU

499820

Cepun Caunno3s: LC4084

HensiTaHus TexHHUecKHe YCNOBHA PesyasTaThl
[Tpumeck:3-aueTundensogeHoH He 6onee 0,5 % <0,1%
{BIXX)
[MpuMect:Eannnyxan He 6onee 0,5 % 0,1%
HeUAEHTUPHUNPOBAKKAA NPHMECH
(B3XX)
Fipumecy:Cymma He Gonee 1,5 % 0,1%
HeHIEHTH(HHOHUPOBAHHBIX NpHMecei
(B3XX)
Uneno aspobubix SakTepuit He Gonee 10°KOE/r < 10 KOE/r
(Egp. ®.2.6.12)
Apoxoxu ¥ mnecueBsie rputel He Gonee 10! KOE/r <10 KOE/r
(EBp. ©.2.6.12)
Pseudomonas acruginosa OtcyTeTBYeT/T OrcyTeTBYET/T
(EBp. ©.2.6.13)
Staphylococcus aureus OTrcyteTRYeT/T OrcyTeTByeT/T
{Esp. ®.2.6.13)
MHKPOBHONOTHYECKAS YHCTOTA: JIOMKHO COOTBETCTBOBATh CooTBeTCTBYET
{Eep. ®.5.1.4)
WcnsITaHke yNaKkoBKH: MapkupoBKa H ynakoBKa CooTBeTCTBYET
cootBeTcTBYIOT HJ] onupadcs na
UCTIONB3YEMbIE YTBEPIKACHHBIE
MAKeTBI Blagensua
PECUCTPALIHOHHOTO Y ACCTOBEPEHUA

HNoareepskaeHne:

Cepua cooTBeTcTBYST TeCTOBOH MoHOoTpaduy. HacToaluMM moATBepKaalo, YTO MpUBE/IcHHad Bbllle MHOpPMaLIHs
ABMAETCS NOCTOBEPHOMA W TOUHOI W NpoaKani3MpopaHa B cootseTcTBHH ¢ GMP.




A Novartis
Division

Ccbinka: 000000338510

BeinyweH: Camorac @apma 'moX

Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
Fepmanus

Ten: +49 39205 420

uyeH3nna Ha NPoV3BOACTBA!

DE ST_01_MIA_2019_0029

CEPTHUD®PHUKAT AHAJIM3A
MpoeaykT KETONAL (KETOHAJD 30G CRM RU
Homep maTepHaia 499820 Cepns Canaos: LC4084

Mearsepxaeno QC
Lcarsepxaeno QC Jara/Bpema

Beinyck cepau
Beinyck cepun / Jara cepTHurata / Bpews

data cozanny ceprugukara / Bpems

Crp 3 »3 3. B AalHOM JI0KYMEHTE TOCTaBIIeHa 3/IEKTPOHHAs NOANMCE B COOTBETCTRMM O cTaHaapToM Camfo3

IMayauna Tyna-Buukaep, awenept no npoueccam (LQK nach AMWHYV)
25.03.2021 14:24:15

Keaba Tos, menemxep aadopatopun DEOS/ QC & QP
29.03.2021 11:24:07

29.03.2021% 11:24:19
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